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INTRODUCTION 

The nationwide injunction in this case creates an unprecedented and 

unworkable antitrust rule.  The court below compelled a company to start 

producing a patented drug it no longer makes, and to keep doing so for the next 

seven months on judicially-dictated terms and conditions to ease the way for 

competitors.  Forest Laboratories, LLC and its parent company Actavis plc 

(together “Forest”) must “continue to make” Forest’s ten-year-old, patented 

Alzheimer’s drug, twice-daily Namenda IR


 tablets, “available on the same terms 

and conditions applicable since July 21, 2013.”  SA-137.  Forest had stopped 

making IR so that physicians would transition patients to Namenda XR


, a new 

and improved once-daily capsule using the same active ingredient, memantine.  

Starting in January 2015, patients would take Forest’s next-generation drug XR, 

but would decide, with their physicians, whether to remain on XR or switch to 

generic IR in July 2015.  

The nominally preliminary injunction instead forces Forest to keep offering 

patients the older drug through August 10, 2015.  Because of its patent rights, 

Forest is now the only company selling memantine-based drugs.  In July 2015, 

Forest’s patent and regulatory exclusivities on IR end, and at least five generic 

manufacturers are poised to enter the market with generic versions.  If Forest 

cannot transition patients to XR now, and must instead keep up IR production and 
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distribution, state drug laws in July will automatically convert 80-90% of current 

Namenda IR prescriptions into generic IR sales at the pharmacy.  In other words: 

the more IR prescriptions Forest is forced to foster before July 2015, the more sales 

Forest guarantees its generic competitors.  

How Forest is to comply with this injunction is anyone’s guess.  No antitrust 

court has entered an injunction like this before.  The “terms and conditions 

applicable” to IR have varied over the 17 months.  Yet the court rejected pleas for 

clarification:  “I am not unaware of the difficulties that this creates …. You will 

have to see what you think [the injunction] means.  I think I know what it means, 

but we will see. … Good luck.”  JA__ (12/15/14_Hr’g_47-48).   

This injunction never should have issued.  The decision justifying this 

injunction includes seventy-seven paragraphs copied virtually verbatim from New 

York’s filings.  Its reasoning contravenes every prerequisite for injunctive relief.  

There is no irreparable harm to prevent.  New York’s antitrust suit alleges that 

Forest tried to monopolize the memantine drug market and unlawfully exclude 

competition.  Federal and state antitrust laws provide treble damages.  New York’s 

expert economist estimated damages at a remarkably precise , 

with the overwhelming majority attributable to healthcare plans.  JA__ 

(Berndt_Decl_37-38).  To repeat that figure is to demonstrate just how reparable 
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the alleged antitrust harm is.  Yet the district court inexplicably deemed this 

monetary loss irremediable.  SA-95, SA-131.     

The injunction also rested on the court’s finding that limiting IR distribution 

and getting physicians to migrate patients to XR would create potential medical 

risk for certain existing Alzheimer’s patients.  SA-55-56, SA-131.  That holding is 

legally and factually indefensible.  Antitrust law precludes a court from granting an 

antitrust injunction based on irreparable harm that is not cognizable under antitrust 

law.  New York chose to bring an antitrust suit, and antitrust law only remedies 

economic loss.   

Moreover, the claim of patient harm is an outrageous fiction.  The FDA 

considers switching from IR to XR entirely safe.  Hundreds of thousands of 

patients already switched from IR to XR; New York identified not one who 

suffered harm.  Had New York any evidence that any patient has been put at any 

risk by switching from IR to XR, New York could have, would have, and should 

have offered it.  The court should have demanded such evidence before charging 

Forest with putting patients at risk.  But New York presented no expert medical 

testimony, and the court relied on Dr. James Lah, who was not (and disclaimed 

being) an expert.  He admitted that he “ha[s] no foundation or basis on which to 

conclude that … an individual patient will have greater adverse effects going to 

XR from IR.  It’s a potential concern, not a known concern.”  JA__ 
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(Lah_Dep_289) (emphasis added).  And Namenda XR is improving the lives of 

countless Alzheimer’s patients and caregivers—as the district court’s opinion 

recognized elsewhere.  Were that not enough, if a patient’s doctor says that staying 

on IR is medically necessary, Forest (through a mail-order pharmacy) will ensure 

IR’s availability to that patient.  Irresponsible speculation that does not even allege 

a known risk is no basis for finding irreparable harm.   

The district court’s holdings on the merits are equally untenable.  Bedrock 

principles of patent and antitrust law foreclose any likelihood that New York will 

succeed on the merits.  At issue here is Forest’s right under patent law to control 

whether to make, distribute, and sell a product to which Forest has valid patent 

rights—Namenda IR.  Since 1790, federal patent law has struck a fundamental 

bargain with innovators:  if they invest time and money in developing a novel 

product, a patent will guarantee them, for up to 20 years, the exclusive right to 

decide how much or how little of the patented product to make, distribute, and sell.  

After that, anyone can copy and sell competing versions.  For over a century, the 

rule in America has been that patent law modifies antitrust law and relieves patent-

holders of antitrust liability if they are exercising core rights within the scope of 

their patent.  Yet the court inexcusably failed to even analyze this issue, and 

assumed Forest’s patent rights were irrelevant.  
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There is more.  A Section 2 monopolization claim requires a finding of 

exclusionary conduct that impairs competition, not competitors.  Forest has done 

nothing exclusionary—it has not blocked generic competitors’ access to suppliers 

or distributors, or their ability to enter the market come July.  All that Forest’s 

plans to reduce sales of Namenda IR would do is reduce its future rivals’ ability to 

use state generic substitution laws to free-ride on Namenda IR prescriptions.   

The district court created a new duty to comply with the “spirit” of federal 

and state laws so that competitors take over up to 90% of the market.  That rule, if 

left undisturbed, would transform antitrust law’s clear rules into an unmanageable 

series of imponderable questions.  Forest sought to move patients from IR to XR 

by withdrawing IR from general distribution in the face of imminent generic entry.   

But, according to New York’s expert, Forest could have raised the price of IR with 

antitrust impunity.  Or perhaps Forest could have withdrawn IR a year earlier.   

And had New York deemed XR—in New York’s words—“truly” better than IR, 

New York would not have sued.  Left unexplained is how a court can or should 

determine whether a product is innovative enough to avoid treble damages.  

Forest’s actions are procompetitive.  Forest has invested hundreds of 

millions of dollars to develop a new product, one that makes patients’ and 

caregivers’ lives better.  And Forest has responded to generic competition with 

more competition:  it sought to pit its newer, improved, and concededly beneficial 
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once-daily drug against generics’ older, but likely cheaper, twice-a-day version, 

and let consumers decide which they prefer.  XR eliminates any market need for IR 

by providing more convenient and beneficial once-a-day dosing.  Nor are Forest’s 

actions unusual:  its conduct is common throughout the pharmaceutical industry.  It 

is only under the district court’s upside-down view that competition is furthered by 

maximizing the effect of state drug substitution laws and relieving generic 

manufacturers of the task of competing.   

Left undisturbed, the decision below will insert courts into precisely the 

types of judgments for which they are least suited: whether an innovation is 

sufficiently novel to escape antitrust liability, and how businesses should set prices, 

terms, and conditions for their products.  It must be reversed.   

STATEMENT OF JURISDICTION 

The district court has jurisdiction over New York’s federal claims under 28 

U.S.C. §§ 1331 and 1337, and jurisdiction over state-law claims under 28 U.S.C. § 

1367(a).  Forest seeks review of the district court’s December 11, 2014 opinion 

granting a preliminary injunction (SA-1-136), and the December 15, 2014 

preliminary injunction order (SA-137-38).  Forest timely filed its notice of appeal 

on December 16, 2014.  JA__.  This Court has jurisdiction under 28 U.S.C. § 

1292(a)(1). 
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STATEMENT OF THE ISSUES 

1.  Whether the district court erred by entering an injunction without finding 

a clear likelihood of success on the merits and a strong showing of irreparable 

harm.   

2.  Whether the court erred in finding that New York showed irreparable 

harm based on compensable monetary harms and an unsubstantiated and legally 

irrelevant risk of medical harm. 

3.  Whether the Sherman Act requires a company to exercise its patent rights 

by selling its patented product, and to do so to facilitate sales of its competitors’ 

products. 

4.  Whether the nationwide injunction ordering a company to make a product 

“available on the same terms and conditions applicable since” 17 months ago is 

overly vague and broad.   

STATEMENT OF THE CASE 

On September 15, 2014, New York sued Forest, seeking declaratory relief, 

an injunction, disgorgement, restitution, and damages under the theory that Forest 

violated federal and state antitrust law by limiting distribution of IR in favor of 

XR.  SA-6-8.  On December 11, after an expedited hearing, the district court 

(Sweet, J.) granted New York a preliminary injunction.  SA-2, SA-136.  The court 

held that Forest engaged in exclusionary conduct that would lower generic 
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manufacturers’ future market share by depriving generics of the advantage of state 

substitution laws.  SA-113-19.  The court found irreparable harm based on higher 

prices for memantine and the risk of medical harm to patients.  SA-130-32; see 

SA-55-56.  That decision will be reported.  New York v. Actavis, 2014 WL 

7015198 (S.D.N.Y. Dec. 11, 2014).   

On December 15, the court ordered Forest to “continue to make [IR] tablets 

available on the same terms and conditions applicable since July 21, 2013.”  SA-

137.  The injunction is effectively permanent; it does not expire after a trial (none 

is scheduled), and will only be lifted “[30] days after July 11, 2015 (the date when 

generic memantine will first be available).”  SA-138.  On January 6, this Court 

granted expedited briefing but declined Forest’s motion to stay the injunction.  

Dkt. No. 101.   

STATEMENT OF FACTS 

A. Regulatory and Industry Background 

Brand drug manufacturers produce virtually all advances in prescription 

drugs.  They do so both by developing new classes of drugs and incremental, yet 

meaningful, pharmaceutical innovations that significantly improve patients’ lives.  

“[T]he vast majority of clinically important drugs … have resulted from … 

multiple, small, successive improvements within a pharmacological class,” 

commonly called incremental innovations.  JA __ (Kolassa_10/20/14_Decl_18) 
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(internal quotations omitted).  “[I]mproved formulations, delivery methods and 

dosing protocols may also … improve[] patient compliance, [provide] greater 

efficacy … reverse[] adverse effects or …  treat new patient populations.”  Ernst R. 

Berndt et al., The Impact of Incremental Innovation on Biopharmaceuticals: Drug 

Utilization in Original and Supplemental Indications, 24 Pharmacoeconomics 

(Suppl. 2) 69, 71 (2006).  

It usually takes over a decade and $2.6 billion to get FDA approval for a 

new class of drug, and profits from that drug rarely cover those costs.  Tufts Center 

for the Study of Drug Development, Cost to Develop and Win Marketing Approval 

for a New Drug is $2.6 Billion (Nov. 18, 2014), http://bit.ly/1Hfvx6G.  Incremental 

advances also require significant effort and innovation.  And revenues from 

incremental innovations are essential to investments in developing breakthrough 

drugs.  Albert Wertheimer & Thomas Santella, Pharmacoevolution: The 

Advantages of Incremental Innovation, at 12-13 (Int’l Policy Network Working 

Paper 2005); Berndt, supra, at 71.  

While generic drugs play an important role in the practice of medicine, 

generic manufacturers do not significantly invest in new drugs or incremental 

innovation.  Rather, they copy brand drugs, and usually enter the market after the 

product’s patent term and regulatory exclusivity period ends.  See 21 U.S.C. § 

355(j)(2)(A)(vii).   
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1. The Hatch-Waxman Act  

Until the 1984 Drug Price Competition and Patent Term Restoration Act, 

better known as Hatch-Waxman, federal law generally required generics to 

undertake the same cumbersome and expensive drug approval process as brands.  

Hatch-Waxman now “allow[s] [a] generic to piggy-back on the … approval 

efforts” made by brand drug manufacturers, FTC v. Actavis, 133 S. Ct. 2223, 2228 

(2013), if the generic is “bioequivalent”—meaning (for most drugs) that the body 

absorbs the active ingredient at a rate and extent that is 80% to 125% of the 

reference brand drug—and has the same dosage form and other characteristics.  

FDA, Approved Drug Products with Therapeutic Equivalence Evaluations (34th 

ed.), at vii–x, http://1.usa.gov/1ypXL8s (“Orange Book”).  Generic manufacturers 

thus spend “a few million dollars” to get a generic to market.  Henry G. 

Grabowski, Patents and New Product Development in the Pharmaceutical and 

Biotechnology Industries, 8 Geo. Pub. Pol’y Rev. 7, 13 (2003).  

Through the “[P]aragraph IV” certification process, Hatch-Waxman also 

incentivizes generic manufacturers to challenge brand-drug patents and can give 

the first successful challenger a “180–day period of exclusivity [sometimes] ‘worth 

several hundred million dollars.’”  Actavis, 133 S. Ct. at 2228-29 (citation 

omitted).  But nothing in Hatch-Waxman guarantees generics a set market share, or 

dictates what happens when they enter.  Indeed, even during a first generic’s 180-
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day exclusivity period, the brand manufacturer can itself introduce a competing 

generic.  Teva Pharm. Indus. Ltd. v. Crawford, 410 F.3d 51, 52 (D.C. Cir. 2005). 

2. States’ Varied Generic Substitution Laws 

 Historically, physicians, in consultation with patients, decided which drug to 

dispense.  But since the 1970s, states have encouraged, and—like New York—

even forced, pharmacists to substitute lower-priced generics for brand drugs.  State 

substitution laws, not Hatch-Waxman, prompt “automated switching” of generics 

for brands at pharmacies, so that generics capture 80-95% of sales.  JA__ 

(Stitt_11/10/14_Hr’g_116); JA__ (Berndt_11/12/14_Hr’g_375-76). 

States decide when generics can be substituted for brand drugs.  Many 

states’ laws incorporate the FDA’s “Orange Book,” which contains informal, non-

binding “information and advice” on drugs the FDA considers similar enough to be 

substitutes.  Orange Book, supra, at iv.  The Orange Book designates generics as 

“AB-rated,” and thus substitutable, if they are “therapeutically equivalent” to 

specific brand drugs referenced by generic applicants.  Id. at vii.  The Orange Book 

treats two drugs as “therapeutic equivalent[s]” if they “contain identical amounts of 

the same active drug ingredient in the same dosage form,” among other criteria.  

Id.  The FDA does not consider drugs therapeutically equivalent if they provide 

different dosages, regardless of therapeutic effect.  Id.  But the FDA deems two 

drugs therapeutically equivalent even if they differ in “shape, scoring 
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configuration, … colors, flavors, [or] preservatives,” and even though consumers 

might consider these differences important.  Id.; accord 44 Fed. Reg. 2932 (1979). 

In New York, generic substitution is mandatory.  Pharmacists must 

“substitute a less expensive drug product”—usually a generic—“[for] the drug 

product prescribed”—usually a brand—if the drug is on the state’s list of 

acceptable substitutes.  N.Y. Educ. Law § 6816-a (SA-185).  New York lists 

generics as substitutes only if (1) the Orange Book “evaluated such drug product as 

pharmaceutically and therapeutically equivalent,” i.e., AB-rated, and (2) the 

generic contains “the same active ingredients, dosage form and strength as the drug 

product prescribed.”  Id.; N.Y. Pub. Health Law § 206(1)(o)(2) (SA-191-92). 

When these conditions are met, New York compels pharmacies to disregard 

the physician’s prescription and to substitute whatever “equivalent” costs least.  

N.Y. Educ. Law § 6816-a (SA-185).  As New York’s pharmacist witness, David 

Stitt, observed, “the element of choice is taken out of the equation by [New 

York’s] law.”  JA__ (Stitt_11/10/14_Hr’g_115).  Only if the physician specifies 

“Dispense As Written” on the prescription, or if there is a medical emergency and 

the generic is unavailable, may pharmacists provide the brand drug.  See N.Y. 

Educ. Law § 6816-a (SA-185). 

But New York legislators realize New York may have gone too far.  Aware 

that consumers lack information about “the drawbacks … of taking a generic drug” 
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and should “have the right to … decide … whether the generic product is 

appropriate for them,” the state’s legislature has been considering a partial repeal 

of the mandatory substitution law.  S. 6739, 2013-2014 N.Y. Sess. Laws, 

http://bit.ly/1tzJlA2.  Legislators cited the generic version of the antidepressant 

Wellbutrin


:  although the FDA initially deemed it equivalent to the brand, 

consumers reported significant side effects, the FDA reconsidered, and the generic 

was withdrawn.  See id.    

Thirty-nine states reject mandatory substitution: they allow pharmacists to 

substitute a cheaper generic, but if the pharmacist, patient, or physician prefers the 

brand, the pharmacist can dispense it.
1
  See SA-24-25.  And, critically, many states, 

unlike New York, do not rely on the Orange Book.
2
  Arkansas permits generic 

substitution within a therapeutic class, even if the generic comes in a different 

dose.  Code Ark. Reg. § 07-00-0010.  Some states even allow pharmacists to 

substitute an entirely different class of drug if it has therapeutically similar effects.
3
  

Up to 20 states may let pharmacists unilaterally substitute generic IR for Namenda 

XR.  JA__ (Cremieux_10/21/14_Decl_12); JA__ (Berndt_Decl_28). 

                                                        
1
 See Jesse C. Vivian, Generic-Substitution Laws, U.S. Pharmacist, at tbl.2 (June 

19, 2008), http://www.uspharmacist.com/content/s/44/c/9787. 
2
 E.g., Code Ark. Reg § 07-00-0010; Iowa Code Ann. §§ 155A.32, § 155A.3; 

Mich. Comp. Laws Ann. § 333.17755; Minn. Stat. Ann. § 151.21; Ohio Rev. Code 
Ann. §§ 3715.01, 4729.38; N.D. Cent. Code Ann. § 19-02.1-14.1; S.C. Code Ann. 
§§ 40-43-30, 40-43-86; Wash. Admin. Code §§ 246-899-030, 182-530-1050.   
3
 Jesse C. Vivian, Legal Aspects of Therapeutic Interchange Programs, 28:08 U.S. 

Pharmacist (Aug. 15, 2003).   
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States with mandatory substitution laws achieve an 80-90% generic 

conversion rate through compulsion.  Brand sales in those states generally occur 

when doctors specify “Dispense as Written” on the prescription.  Vivian, Generic-

Substitution Laws, supra, at 1-2.  Elsewhere, generics rely on market 

intermediaries to achieve the same conversion rates.  Pharmacies make more 

money on generics, and have enormous incentives to substitute them.  JA__ 

(Kolassa_10/20/14_Decl_6-7); Dep’t of Health and Human Servs. Office of 

Inspector General, Medicaid Pharmacy—Actual Acquisition Cost of Generic 

Prescription Drug Products, at 5-6 (Mar. 2002), http://1.usa.gov/1Arzh3m.  

Pharmacists often call physicians to urge switching to a non-AB rated generic 

drug.  See JA__ (Kolassa_11/14/14_Hr’g_793-95).  One successful call means that 

physicians will likely switch other patients to the generic.  Id. 

Health care plans and insurers—third-party payors—have similar incentives 

to promote generics.  SA-19-20.  Payors use their enormous financial leverage to 

negotiate pricing with manufacturers.  SA-60-62.  Because generics increase the 

payors’ profit margins, payors employ powerful tools to steer physicians and 

patients toward generics.  See SA-25; JA__ (Kolassa_10/20/14_Decl_7-12); JA__ 

(Devlin_Decl_2).  Payors pressure pharmacies and physicians to switch patients 

from brands to generics that treat the same conditions, even if the generics have 

different dosages.  JA__, JA__ (Kolassa_10/20/14_Decl_4-5_App’x-1_1-6); JA__ 
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(Kohrman_Dep_273-77).  Some generic manufacturers also advertise.  JA__ 

(Kolassa_10/20/14_Decl_16-17); JA__ (Harper_11/11/14_ Hr’g_320-26). 

B. Factual Background 

Forest (now owned by Actavis) manufactures drugs that treat many 

debilitating conditions, including depression (Celexa

 and Lexapro


); 

hypertension (Bystolic


); cystic fibrosis (Zenpep


); chronic obstructive pulmonary 

disease (Tudorza


 and Daliresp


); and irritable bowel syndrome (Linzess


).  

Forest, Our Products (2015), http://www.frx.com/Products.  Actavis is also a 

major generic manufacturer.  JA__ (11/10/14_Hr’g_25); JA__ 

(Saunders_11/11/14_Hr’g_257). 

Forest makes two memantine-based products approved to treat moderate to 

severe dementia of the Alzheimer’s type:  Namenda


 IR and Namenda XR


.  SA-

12, SA-30.  Alzheimer’s afflicts five million Americans.  SA-13.  In 2014, 469,000 

new patients were diagnosed.  Alzheimer’s Association, Alzheimer’s Disease Facts 

& Figures, at 19 (2014), http://bit.ly/1ihNu7U.  Science has yet to find a cure. 

Caregivers face tremendous challenges in caring for Alzheimer’s patients.  

JA__ (Reisberg_Decl_7).  Many patients resist medications and consider them an 

affront to their dignity.  JA__, JA__ (Rovner_Decl_2,6); JA__ 

(Reisberg_Dep_137-39).  Further, many patients “sundown”—their conditions 

decline significantly and their mental impairment and distress worsens once the 
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sun sets.  JA__ (Jacobs_Decl_6); JA__ (Kohrman_Decl_5); JA__ 

(Rovner_Decl_11).  Most patients abandon treatment within a year, partly because 

of the burden of complex pill-taking schedules.  JA__ (Rovner_Decl_7).   

1. Forest’s Three Generations of Alzheimer’s Treatments 

a. Twice-A-Day Namenda IR 

In January 2004, Forest introduced Namenda IR tablets, the first FDA-

approved dementia treatment based on memantine, an NMDA receptor antagonist.  

Id.  IR indisputably was a breakthrough, one that has helped Alzheimer’s patients 

communicate with their families and perform daily tasks for longer periods.  E.g., 

JA__ (Rovner_Decl_10), JA__ (Reisberg_Decl_6).  The German company Merz 

exclusively licensed IR to Forest in 2000 and Forest worked to develop and obtain 

FDA approval of IR for the U.S. market.  SA-30.  

In 2004, Forest introduced twice-daily tablet Namenda IR.  In 2005, Forest 

introduced a twice-daily oral liquid version of IR for patients who have trouble 

swallowing.  SA-32.  But IR was a twice-daily drug in a market dominated by 

once-daily therapies; all other Alzheimer’s drugs are once-daily, because that is the 

most convenient dosage for patients and caregivers.  JA__ (Meury_IH_Tr_135); 

JA__ (Kohrman_11/13/14_Hr’g_739); JA__ (Solomon_Dep_154). 
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b. Once-Daily Namenda XR 

Forest thus sought to develop XR, a once-a-day extended release capsule, 

which took years and about .  JA__ (Meury_10/21/14_Decl_2).  

(Overall, Forest invested  to develop, license, and obtain FDA approval 

for Namenda products, including XR.  Id.).  The FDA approved XR in June 2010; 

Forest launched it in June 2013.  Id.; SA-7, SA-37.  

New York does not question XR’s clinical benefits.  Its witness Dr. Lah 

testified that with XR available, IR is no longer medically necessary or needed in 

the marketplace.  JA__ (Lah_11/10/14_Hr’g_71-72,85).  XR’s once-daily dosage 

significantly benefits patients and caregivers.  By “reduc[ing] the frequency of 

medication administration,” XR “can improve medication adherence, enhance 

patient self-efficacy, and reduce behavior problems, caregiver burdens, and 

healthcare costs.”  JA_ (Rovner_Decl_2); see JA_ (Kohrman_11/13/14_Hr’g_739-

40); JA__ (Reisberg_11/13/14_Hr’g_727-29).  As the district court acknowledged, 

XR especially helps patients who resist pills, or who “sundown” and resist them at 

night.  SA-35-36.  By reducing patients’ and caregivers’ pill burden, XR increases 

the odds that patients continue treatment.  JA__ (Rovner_Decl_7).  That may also 

delay the need for expensive long-term professional care.  JA__ 

(Rovner_Decl_2,6); JA__ (Lah_11/10/14_Hr’g_95-96).  The FDA also approved 

XR as administrable in applesauce, which is especially helpful for elderly patients.  
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Namenda XR Package Insert at 1, 2, http://bit.ly/1HN7lI6.  Thus, “for many 

patients there is likely a preference for once-daily versus twice-daily Namenda.” 

JA__(Berndt_11/12/14_Hr’g_441,455); accord JA__ (Lah_11/10/14_Hr’g_95). 

c. Namzaric’s Fixed Dose Combination   

Forest recently developed Namzaric™, a “fixed dose combination [FDC] of 

Namenda XR with an acetylcholinesterase inhibitor,” which eliminates yet another 

daily pill.  JA __ (Kolassa_10/20/14_Decl_18).  The FDA approved Namzaric on 

December 23, 2014.  Actavis Press Release, http://bit.ly/141qffk.    

2. Forest’s Decision to Increase XR Production and 

Distribution and Limit IR Distribution 

 

About 500,000 patients take IR tablets; some 240,000 patients take XR.  See 

JA__ (Cremieux_10/21/14_Decl_24).  Fewer patients take IR oral solution.  SA-

32, SA-75.  As of June 2014, over 21,000 patients per month were switching to 

XR.  JA__ (Kane_11/12/2014_Hr’g_551); JA__ (Cremieux_10/21/14_Decl_24); 

JA__ (Namenda_Longitudinal_Patient_Tracker_Slide_6).  XR and IR typically 

cost patients the same amount, and XR costs wholesalers less than IR.  JA__ 

(Meury_10/21/14_Decl_3).  New York’s competition expert, Dr. Berndt, confirms 

that these cost savings benefit consumers.  JA__ (Berndt_11/12/14_Hr’g_465).  

Forest’s IR patent and regulatory exclusivities end on October 11, 2015.  

Pursuant to agreements, five generic manufacturers may start selling generic IR 

tablets sooner—on July 11, 2015.  JA__ (Solomon_Decl_3).  Another seven 
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generic manufacturers may start selling IR on October 11, 2015.  Id.  Thus, in July, 

New York pharmacists must switch patients from branded IR to generic IR without 

consulting patients or doctors.  Pharmacists in permissive substitution states can 

choose to switch patients, and third-party payors will heavily pressure them to do 

so.  SA-25; Vivian, Generic-Substitution Laws, supra, at 3-5.  Within months, 80-

90% of IR prescriptions will switch to generics.  See SA-27.   

Because XR supplants the market need for IR, leaving IR on the market only 

maximizes generics’ free-riding on state substitution laws.  To maximize returns 

on its substantial investment in XR, Forest by February 2014 decided to shift from 

IR tablets to XR and encourage physicians to transition patients to XR before 

2015.  Forest relied on substantial evidence that switching is safe and beneficial for 

patients.  The FDA found switching safe, and instructions for switching appear in 

XR’s labeling.   JA__, JA__ (FDA Review); Namenda XR Package Insert, supra, 

at 1, 2.  Clinical studies and five expert witnesses confirm “there is no risk in 

switching patients from Namenda IR to Namenda XR.”  JA__, JA__ 

(Rovner_Decl_2,13); see JA__ (Jacobs_Decl_6-7), JA__ (Reisberg_Decl_6); JA__ 

(Kohrman_Decl_6); JA__, JA__ (Ferris_Decl_1,7-8). 

New York pointed to no instance of medical harm from switching, despite 

substantial and relevant empirical experiences.  In June 2014, Forest’s XR 

manufacturing process was unexpectedly disrupted.  SA-63-64.  Patients who had 
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switched to XR briefly switched back to IR tablets.  These switches—IR to XR to 

IR—took place smoothly.  JA__ (Kohrman_11/13/14_Hr’g_738-39,742); JA__ 

(Reisberg_Decl_6); JA__ (Kohrman_Decl_6). 

In transitioning to XR, Forest considered discontinuing IR tablets entirely or 

instead limiting distribution channels.  Both approaches are common in the 

industry.  JA__ (Kolassa_10/20/14_Decl_2-4) (discussing six examples).  Forest 

first planned to discontinue IR.  Forest notified the FDA in February 2014 that it 

was discontinuing IR; it also informed patients, caregivers, physicians, pharmacies, 

third-party payors, and the public.  Forest Press Release, Feb. 14, 2014, 

http://bit.ly/P61KWW. 

The XR production disruption delayed the transition, and Forest announced 

in June 2014 that IR tablets would be available into the fall.  Forest Press Release, 

June 10, 2014, http://bit.ly/1Bz6Uzc.  Forest also announced in November 2014 

that instead of discontinuing IR entirely, it would make IR available to patients 

whose doctors deemed IR medically necessary.  Forest entered into an agreement 

with mail-order pharmacy Foundation Care to take over distributing IR to those 

patients as of January 2015.  Actavis Press Release, Nov. 5, 2014, 

http://bit.ly/1KlNJgD.  There is “no cap” on how many prescriptions Foundation 

Care can fill, but Forest expects a small number due to the lack of need.  JA__ 

(Saunders_11/11/14_Hr’g_241-42); JA__ (Kane_11/12/14_Hr’g_551-52).   
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Five to six generic manufacturers are expected to enter the market in July 

2015.  JA__ (Berndt_11/12/14_Hr’g_460); JA__ (Solomon_Decl_3).  Forest’s 

decision to withdraw IR from general distribution has stopped none of them.  After 

generic IR comes on the market in July 2015, existing XR patients, their 

caregivers, and physicians will choose between XR’s benefits and the possible cost 

savings of generic IR tablets.  Patients who start taking memantine after July will 

likewise choose between XR and generic IR tablets (or IR oral solution).   

Once generic manufacturers introduce generic IR, they have many options 

for converting XR prescriptions to generic IR.  They can advertise to persuade 

patients, caregivers, and doctors that possible cost savings outweigh XR’s once-a-

day benefits.  JA__ (Clark_Dep_188-90); JA__ (Harper_11/11/14_Hr’g_321-25).  

They can rely on pharmacies and payors to pressure physicians to prescribe generic 

IR.  JA__ (Kolassa_10/20/14_Decl_6-7).  Generic manufacturer Mylan estimates 

that these tactics will convert up to  of XR prescriptions to generic IR.  JA__ 

(Berndt_11/12/14_Hr’g_377-78,380,395).  Meanwhile, generic manufacturers filed 

Paragraph IV certifications challenging Forest’s XR patents, and seek to introduce 

generic XR immediately.  SA-3.  Litigation over the XR patents is pending.  E.g., 

Forest Labs., Inc. v. Teva Pharm. USA, Inc., No. 14-cv-121 (D. Del.). 

 

 

Case 14-4624, Document 108-1, 01/08/2015, 1411384, Page33 of 75



 

22 

SUMMARY OF ARGUMENT 

 The district court entered a sweeping injunction forcing Forest to drop 

everything and start producing an outdated drug.  It should be reversed. 

Until the decision below, the standard for obtaining this kind of injunction 

was supposed to be high.  The injunction ordered Forest to change course and 

restart production of its old drug.  New York needed to be clearly right on the 

merits and make a strong showing of irreparable harm.  New York did neither.   

Until the decision below, a strong showing of irreparable harm required 

harms that are both legally cognizable and not compensable with money damages.  

Worse, the court traduced the company for putting at risk those afflicted with 

Alzheimer’s, yet ignored the FDA and empirical and expert evidence establishing 

that switching patients from IR to XR is safe.  And the court discounted the 

injunction’s irreparable harm to Forest.     

Until the decision below, patent law immunized companies from antitrust 

liability if they simply exercised core patent rights to decide how to price, produce, 

and distribute patented products.  The district court cast that century-old rule aside 

without even acknowledging it.  

Until the decision below, companies had no duty to affirmatively aid 

competitors by keeping an older product on the market that competes with the 
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company’s new product.  The court’s rule is unworkable, untenable, and 

impossible to square with antitrust law as it currently exists.  

Until the decision below, injunctions had to be precise and narrowly tailored.  

Critical questions remain about how Forest can provide IR tablets on terms and 

conditions prevailing over a 17-month period when those terms and conditions 

fluctuated.  The court also failed to justify the injunction’s nationwide scope or 

why it should apply to patients who start Namenda now.   

STANDARD OF REVIEW 

 “A preliminary injunction is an extraordinary remedy never awarded as of 

right.”  Salinger v. Colting, 607 F.3d 68, 79 (2d Cir. 2010).  This Court “review[s] 

the district court’s entry of [a] preliminary injunction for abuse of discretion, which 

will be found if the district court applies legal standards incorrectly or relies upon 

clearly erroneous findings of fact, or proceed[s] on the basis of an erroneous view 

of the applicable law.”  Corning Inc. v. PicVue Elecs., Ltd., 365 F.3d 156, 157 (2d 

Cir. 2004) (internal quotations omitted). 

ARGUMENT 

I.  The District Court Applied the Wrong Legal Standard for Relief  

The district court’s injunction cannot stand under any standard, even the one 

the court applied.  But the court erred at the outset by requiring New York to show 

merely a likelihood of success on the merits and a “substantial chance” of 
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irreparable harm, the test for prohibitory preliminary relief.  SA-102, SA-131.  A 

“heightened” standard applies when the relief sought is either (1) “mandatory” or 

(2) “will provide … substantially all the relief sought.”  Tom Doherty Assocs., Inc. 

v. Saban Entm’t, Inc., 60 F.3d 27, 34-35 (2d Cir. 1995) (internal quotations 

omitted).  When either condition is met, the plaintiff must make “a clear showing” 

that its claims would succeed, id. at 34, and a “strong” showing of irreparable 

harm, Doe v. New York Univ., 666 F.2d 761, 773 (2d Cir. 1981).  The heightened 

standard applies here because both conditions are met.  

The injunction is mandatory.  The district court held otherwise because the 

injunction supposedly “maintain[s] the status quo.”  SA-100.  But “[t]he distinction 

between mandatory and prohibitory injunctions … cannot be drawn simply by 

reference to whether or not the status quo is to be maintained or upset.”  Abdul 

Wali v. Coughlin, 754 F.2d 1015, 1025 (2d Cir. 1985).  What matters is “whether 

[Forest] is being ordered to perform an act.”  Id.  Any injunction “order[ing] an 

affirmative act or mandat[ing] a specified course of conduct” is “mandatory.”  

Louis Vuitton Malletier v. Dooney & Bourke, Inc., 454 F.3d 108, 114 (2d Cir. 

2006).  If even “one provision … is arguably mandatory,” or “arguably alters the 

status quo” by requiring a defendant to “do[] more than is required” absent the 

injunction, the “heightened standard” applies.  Tom Doherty, 60 F.3d at 35.    
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The injunction’s plain language is mandatory.  Forest “shall … make 

Namenda IR … available.”  SA-137.  Forest “shall inform healthcare providers, 

pharmacists, patients, caregivers, and health plans” of its court-compelled future 

conduct.  SA-137-38.  These orders command “positive act[s].”  Tom Doherty, 60 

F.3d at 34.  And they upset the “status quo,” even if that is considered to be 

“continu[ing] [Forest’s] current Namenda IR sales and distribution activities.”  SA-

100.  Forest had stopped making IR batches and has been implementing plans to 

limit distribution for months.  JA__ (Stewart_12/14/14_Decl_4-5).  Now the 

injunction forces Forest to dramatically alter its plans.  This Court considered 

“mandatory” an injunction that would have made a company keep supplying a 

single patient a drug.  See Cacchillo v. Insmed, Inc., 638 F.3d 401, 406 (2d Cir. 

2011).  This infinitely broader injunction is also mandatory. 

Second, the injunction “render[s] a trial on the merits … meaningless.”  Tom 

Doherty, 60 F.3d at 35.  The injunction compels Forest to keep selling IR, not until 

an as-yet-unscheduled trial, but until “[30] days after July 11, 2015,” when 

generics enter.  SA-138.  That order would look no different had the court entered 

a permanent injunction.  And there would be no damages to collect, as the 

injunction will prevent any supposed damages.  The injunction has surely given 

New York “substantially all the relief sought.”  Tom Doherty, 60 F.3d at 34.  
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II.  New York Failed to Show Irreparable Harm 

The district court profoundly erred in finding that New York established 

“irreparable harm[,] … the single most important prerequisite for the issuance of a 

preliminary injunction.”  Faiveley Transp. Malmo AB v. Wabtec Corp., 559 F.3d 

110, 118 (2d Cir. 2009) (internal quotations omitted).  The court found that 

Forest’s conduct would harm competition and increase prices once generics enter 

the market in July 2015.  SA-95, SA-131.  But even if this harm materialized, it is 

quintessentially reparable harm: it is compensable and readily quantifiable.  The 

court also found irreparable harm on the ground that transitioning patients from IR 

to XR risks health consequences.  SA-55-56, SA-131.  But non-economic harms 

are not grounds for an antitrust injunction.  Moreover, the court’s finding of risk to 

Alzheimer’s patients is not just unsupported; it is at war with the FDA’s judgment, 

the record, and extensive empirical experience confirming that switching to XR is 

safe, beneficial, and relieves patients and caregivers’ pill burdens.  That error is 

fatal, because “[i]n the absence of evidentiary support of irreparable harm, there 

[is] no basis for the entry of a preliminary injunction.”  Faiveley, 559 F.3d at 120.  

New York failed to show a substantial risk of irreparable harm—let alone the 

strong showing of irreparable harm required to obtain the mandatory injunction 

here.  Doe, 666 F.2d at 773. 
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A. There Is No Irreparable Harm to Competition 

The district court’s finding of irreparable injury to “competition in the 

memantine market,” SA-131, proves the impropriety of injunctive relief, not its 

necessity.  Even if Forest’s conduct were anticompetitive—which it is not, infra 

pp. 40-55—the district court found that any resulting harm to competition is 

monetary, because “[c]onsumers would bear approximately  in 

additional co-payment costs and  in third party payor costs.”  SA-95; 

see SA-132.  

 By definition, quantifiable financial harm is not irreparable harm.  “[I]t has 

always been true that irreparable injury means injury for which a monetary award 

cannot be adequate compensation and that where money damages [are] adequate 

compensation a preliminary injunction will not issue.”  Jackson Dairy, Inc. v. H.P. 

Hood & Sons, Inc., 596 F.2d 70, 72 (2d Cir. 1979).  There can be no irreparable 

injury, and no injunction, when “there is an adequate remedy at law, such as an 

award of money damages,” Faiveley, 559 F.3d at 118, or when the court can 

“‘wait[] until the end of trial to resolve the harm,’” Freedom Holdings, Inc. v. 

Spitzer, 408 F.3d 112, 114 (2d Cir. 2005).  This rule is particularly applicable here, 

because a “triple-damage antitrust case” would provide “a very liberal rule for the 

proving of damages.”  Jack Kahn Music Co., Inc. v. Baldwin Piano & Organ Co., 

604 F.2d 755, 763 (2d Cir. 1979).  Preliminary injunctions are reserved for 
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exceptional cases.  Salinger, 607 F.3d at 79.  The district court’s ruling would open 

the floodgates to injunctive relief as a matter of course to any plaintiff claiming 

predicted monetary harm, and should be reversed.    

B. Medical Harm Is Non-Cognizable and Nonexistent  

The district court’s other basis for finding irreparable harm—medical risk to 

patients—is neither legally cognizable nor remotely supported by the record.  The 

court found that for some vulnerable patients, “the benefits of the change to 

Namenda XR are outweighed by the risks of changing the medical routine.”  SA-

55; see SA-131.   

But courts cannot find irreparable harm warranting an antitrust injunction 

based on harm that antitrust law does not recognize.  Cargill Inc. v. Monfort of 

Colo., Inc., 479 U.S. 104, 109, 112 (1986).  Medical risk is a grave charge against 

a pharmaceutical company—which is why Forest sought FDA approval and did 

clinical studies on the safety of switching from IR to XR, and introduced at trial 

expert opinion.  Medical risk, however, is no basis for an antitrust injunction; 

antitrust law only remedies economic harms, and this antitrust lawsuit is not the 

appropriate vehicle for New York to raise health claims.  Infra pp. 48-49.  

In any event, not a shred of evidence supports the court’s conclusion.  New 

York did not bother to introduce a single medical expert.  The court relied on a fact 

witness, Dr. Lah, who asserted that “[a]ny small change in medication raises the 
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risk of an adverse effect.”  SA-55-56, SA-92.  New York made no effort to qualify 

Lah as an expert.  Lah offered no basis for this assertion, knew of no examples of 

harm, and had not even reviewed the FDA label.  JA__ (Lah Dep_73_142_225).  

He further admitted that he “ha[s] no foundation or basis on which to conclude that 

… an individual patient will have greater adverse effects going to XR from IR.  It’s 

a potential concern, not a known concern.”  JA__ (Lah Dep_289) (emphasis 

added).  The court also cited Dr. Berndt’s speculation that switching might be 

medically disruptive, SA-56, but Berndt is an economics PhD with zero basis for 

opining about medical risks. 

In contrast to this speculation, there is the FDA:  XR’s FDA-approved label 

confirms that switching is safe and simple.  Namenda XR Package Insert, supra, at 

2.  And there is widespread experience:  Some 250,000 patients have already 

switched from IR to XR; New York identified no harm to any of them.  And during 

XR supply shortages in summer 2014, patients who had switched from IR to XR 

had to switch from XR back to IR, then back to XR.  JA__ 

(Reisberg_11/13/14_Hr’g_724-26); JA__ (Kohrman_11/13/14_Hr’g_737-42). 

New York identified no harm to these patients either.  On top of that, Forest 

introduced five Alzheimer’s experts; all confirm switching is safe.  Supra p. 19.  

There is more:  the court’s other findings confirm that patients, caregivers, 

and physicians have no need for Namenda IR because XR is an improvement.  The 
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court credited testimony that reducing the pill burden produces an “exponential 

difference” for Alzheimer’s patients and caregivers and that “[m]any controlled 

clinical trials have also shown that ‘extended-release agents are associated with 

improved tolerability, greater patient adherence to treatment, reduced total 

treatment costs, and better long-term clinical outcomes.’”  SA-35-36.  Dr. Lah 

testified that there was no “market need” for IR once XR came on the market.  

JA__ (Lah_11/10/14_Hr’g_85).  That only confirms that patients are not at risk 

from switching; otherwise, IR would still be needed.  

There is no medical risk from switching—but even if there were, distribution 

through Foundation Care eliminates it.  If there are any patients for whom 

switching presents a medical risk, they will never have to switch; their physicians 

can sign a one-page form confirming IR’s medical necessity.  Uncontroverted 

evidence shows doctors would not hesitate to do so.  JA__ 

(Reisberg_11/13/14_Hr’g_729-30); JA__ (Kohrman_11/13/14_Hr’g_743-45).  

And there is no cap on how much Namenda IR Foundation Care can supply.  JA__ 

(Saunders_11/11/14_Hr’g_242); JA__ (Kane_11/12/14_Hr’g_551-52).  All the 

district court said on this point was that doctors who saw no medical need for IR 
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whatsoever would be reluctant to sign Foundation Care’s form.  SA-69.  But that 

just proves Forest’s point.
4
    

The court’s reasoning that “‘[a]ny small change in medication’” might hurt 

certain patients also proves too much.  SA-92 (quoting Lah).  As New York’s Dr. 

Berndt agreed, “a lot of Alzheimer’s patients . . . are going to have a change in 

their routine when they get the generic memantine.”  JA__(Berndt_11/12/14 

_Hr’g_442).  Those generic versions could deliver memantine at a rate and extent 

that is anywhere between 80-125% of the memantine delivered by Namenda IR.  

Supra pp. 10-12.  Generic IR will enter the market without the rigorous clinical 

safety and efficacy tests that Forest did for Namenda IR.  Id.  Patients could 

receive drugs from different generic manufacturers with every refill, without 

choosing this.  In short, every refill, patients and caregivers could see drugs with 

different shapes, sizes, colors, taste, and preservatives that potentially deliver 

different memantine absorption rates.  Id.  This injunction ensures that cost 

concerns trump everything else—patient choice, caregiver convenience, and 

continuity in medication.
5
 

                                                        
4
 The court stated that only 2.4% of patients would be able to obtain the drug under 

the “‘medical necessity’ standard.”  SA-70.  Again, no evidence suggests 
reluctance by doctors worried about medical harm from a change in dosage.  
Moreover, the 2.4% figure is not a limit on IR’s availability for medically needy 
patients.  It is a prediction reflecting the low number of patients who want to stay 
on IR.  SA-67, 70. 
5
 Of course state substitution laws allow physicians to write “Dispense as Written” 

on the prescription so that patients for whom switching could be potentially risky 
need not switch.  But if (as the district court implausibly found) physicians are 
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Finally, the injunction will delay the launch of Forest’s newest fixed-dose-

combination innovation, Namzaric, which means two fewer pills for IR patients to 

take.  Those patients, and their caregivers, will lose months of experiencing a 

beneficial therapy because the court is ordering Forest to instead produce outdated 

IR tablets.  Infra pp. 35-40.  Even if the district court’s finding of irreparable 

medical harm were correct, the outcome the court ordered is indefensible.    

C. The Court Ignored Irreparable Harm to Forest 

 In any event, the district court erred in holding that the balance of harms 

favors New York rather than Forest, which suffers demonstrable and significant 

irreparable harm from the injunction.  SA-132-33; see Random House, Inc. v. 

Rosetta Books LLC, 283 F.3d 490, 492 (2d Cir. 2002).  Patent law gives Forest an 

unqualified right to control how it makes, distributes, and sells IR.  Infra pp. 34-38.  

The injunction obliterates that right to benefit Forest’s future competitors.  This 

infringement upon “the fundamental nature of patents” is alone irreparable harm.  

Robert Bosch LLC v. Pylon Mfg. Corp., 659 F.3d 1142, 1149 (Fed. Cir. 2011). 

Just complying with the injunction irreparably harms Forest.  Until the 

injunction, Forest no longer made IR.  The FDA certified only one Forest plant in 

Dublin, Ireland to make Namzaric, XR, or IR.  The same employees make each 

                                                                                                                                                                                   
reluctant to sign a form indicating that Namenda IR is necessary, these same 
physicians would presumably be reluctant to stop generic substitution with a 
similar certification. 
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drug, and the same employees and equipment test them; making IR thus trades off 

against making XR and developing Namzaric.  Obtaining FDA approval for a 

different factory would take years.  JA__ (Stewart_12/14/14_Decl_2-3_).  Until 

the injunction, that factory’s Namenda production was exclusively dedicated to 

XR, and was to begin producing Namzaric, for which XR is a key ingredient.  The 

injunction compels Forest to radically change course and quickly produce IR.  

Because XR production relies on the same operators and chemists, Forest must 

alter XR production drastically, which also delays Namzaric’s launch.  Id.; JA__ 

(Meury_12/12/14_Decl_7).  The district court’s finding that Forest would face no 

“hardship” complying with the injunction is inexplicable.  SA-133. 

Moreover, Forest’s business plan is at a critical stage.  The injunction 

compels Forest to abandon the distribution strategy Forest has been pursuing for 

months, and will force layoffs and retrenchments.  New York’s economist testified 

that Forest will lose  if Forest cannot transition patients to Namenda 

XR.  JA__ (Berndt_11/12/14_Hr’g_425).  Forest cannot recover that sum from the 

State should Forest later prevail.  United States v. New York, 708 F.2d 92, 93 (2d 

Cir. 1983) (per curiam).  And loss of good will, personnel layoffs, and 

abandonment of research devoted to developing other uses for a drug are 

irreparable harms.  Sanofi-Synthelabo v. Apotex Inc., 488 F. Supp. 2d 317, 342 

(S.D.N.Y. 2006), aff’d, 470 F.3d 1368, 1382-83 (Fed. Cir. 2006).  
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III.  New York’s Antitrust Claims Fail As a Matter of Law 

A. Forest’s Patent Rights Foreclose Antitrust Liability 

1. Because Forest has merely exercised rights afforded by the Patent Act, its 

conduct does not violate antitrust law.  It has been clear for a century that antitrust 

liability cannot be premised on the exercise of rights granted by the Patent Act.  

“The patent laws … are in pari materia with the antitrust laws and modify them 

pro tanto.”  Simpson v. Union Oil Co. of Cal., 377 U.S. 13, 24 (1964).  “[A] patent 

is an exception to the general rule against monopolies and to the right to access to a 

free and open market,” Precision Instrument Mfg. Co. v. Auto. Maint. Mach. Co., 

324 U.S. 806, 816 (1945), and a patentee’s decision “to exclude others from the 

use of the invention … is not an offense against the Anti-Trust Act,” United States 

v. United Shoe Mach. Co., 247 U.S. 32, 57 (1918).   

The Patent Act defines the scope of the patent:  it grants a “patentee … or 

[its] assigns … the right to exclude others from making, using, offering for sale, or 

selling the invention.”  35 U.S.C. § 154.  Patent rights are “the compensation 

which the law grants for the exercise of invention,” and “exerti[ng]” those rights 

“within the field covered by the patent law is not an offense against the [Sherman] 

Act.”  United Shoe, 247 U.S. at 57.  Thus, the “threshold question” in antitrust 

cases involving the exercise of a valid patent is whether the conduct “exceeds the 

Case 14-4624, Document 108-1, 01/08/2015, 1411384, Page46 of 75



 

35 

scope of the patent grant.”  In re Indep. Serv. Orgs. Antitrust Litig., 203 F.3d 1322, 

1327 (Fed. Cir. 2000) (“ISO”).   

Of course, conduct not authorized by the Patent Act (e.g., tying or restrictive 

licensing terms) is subject to antitrust scrutiny.
6
  Or if there are serious doubts 

about the patent’s validity and parties collusively settle that litigation, patent law 

may yield to antitrust scrutiny.  See Actavis, 133 S. Ct. at 2236.  But if the 

defendant exercises core rights on a valid patent, the “inquiry is at an end.”  ISO, 

203 F.3d at 1328.  As this Court held, “where a patent has been lawfully acquired, 

subsequent conduct permissible under the patent laws cannot trigger any liability 

under the antitrust laws.”  SCM Corp. v. Xerox Corp., 645 F.2d 1195, 1206 (2d 

Cir. 1981) (emphasis added).   

2.  The district court considered Forest’s patent rights over Namenda IR and 

XR so irrelevant as to not even warrant mention, and treated this as a garden-

variety antitrust case.  SA-113-15.  It is not.  Forest’s right to control or stop IR 

distribution falls in the heartland of its patent rights.  The right not to use a patent 

encompasses the right not to produce, distribute, market, or sell the patented 

product.  “The essential rights of a patentee … include[] the right to suppress the 

invention.”  United States v. Studiengesellschaft Kohle, m.b.H, 670 F.2d 1122, 

                                                        
6
 Tying arrangements can trigger antitrust liability because a patentee “may not 

condition the right to use his patent on the licensee’s agreement to purchase, use, 
or sell, or not to purchase, use, or sell another article of commerce not within the 
scope of his patent monopoly.”  Zenith Radio Corp. v. Hazeltine Research, Inc., 
395 U.S. 100, 136 (1969).   
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1127 (D.C. Cir. 1981).  It “has been settled doctrine since at least 1896” that “[a] 

patent owner … has no obligation either to use [the patent] or to grant its use to 

others.”  Hartford-Empire Co. v. United States, 323 U.S. 386, 432-33 (1945).  A 

“court should not presume to determine how a patentee should maximize its 

reward for investing in innovation. … The market may well dictate that the best 

use of a patent is to exclude infringing products, rather than market the invention.”  

King Instruments Corp. v. Perego, 65 F.3d 941, 950 (Fed. Cir. 1995).
7
  The Patent 

Act, in short, gives Forest an unfettered right to make (or not make) and sell (or not 

sell) as much (or as little) IR as Forest chooses.   

If the above precedents were not enough, Congress amended the Patent Act 

in 1988 to provide that “refus[ing] to … use any rights to the patent” cannot 

constitute “misuse or illegal extension of the patent right.”  35 U.S.C. § 271(d)(4) 

(1988).  That language insulates non-use of a patent from antitrust liability.  See 

ISO, 203 F.3d at 1326.  Congress knows how to create antitrust carve-outs:  the 

very next subsection provides that certain tying agreements could be “misuse or 

illegal extension of the patent right” if the patentee has “market power in the 

relevant market.”  35 U.S.C. § 271(d)(5).  Congress’s “use of explicit language” in 

                                                        
7
 Special Equip. Co. v. Coe, 324 U.S. 370, 378 (1945) (Congress “did not” 

“condition[] [patents] upon the use of the patented invention); Ethyl Gasoline 
Corp. v. United States, 309 U.S. 436, 457 (1940) (patentees have “right to refuse to 
sell … patented products”); Cont’l Paper Bag Co. v. E. Paper Bag Co., 210 U.S. 
405, 429 (1908) (patentees can “use or not use [their patents], without question of 
motive”); Rite-Hite Corp. v. Kelley Co., Inc., 56 F.3d 1538, 1547 (Fed. Cir. 1995) 
(en banc) (similar).   
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Section 271(d)(5) “confirm[s]” the lack of a comparable limitation in Section 

271(d)(4).  Marx v. Gen. Revenue Corp., 133 S. Ct. 1166, 1177 (2013).  And the 

legislative history demonstrates that Congress intended Section 271(d)(4) to codify 

this Court’s holding in SCM that unilaterally refusing to use or license a patented 

product cannot violate antitrust law.  134 Cong. Rec. H10646, H10648-02 (Oct. 

20, 1988) (statement by primary sponsor Rep. Kastenmeier). 

Accordingly, New York’s claims are barred, because antitrust law cannot 

proscribe “the right of the patentee to refuse to sell or license in markets within the 

scope of the statutory patent grant.”  ISO, 203 F.3d at 1327; see 2 ABA Section of 

Antitrust Law, Antitrust Law Developments 1107 (7th ed. 2012) (“[U]nilateral 

refusal to use … a patent … cannot form the basis for an antitrust claim.”).
8
  

3.  New York asserts that Forest cannot use its patent rights in a way that 

hampers generic competitors entering the market in July 2015.  But the Patent Act 

confers patent rights for the entire patent term.  Patents are not designed to ensure 

that competitors enter the market (much less succeed) the day a patent expires.  No 

court has ever deemed conduct within the scope of the patent a violation of the 

antitrust laws merely because competitors will find competition tougher later.  

Instead, a patent includes the right to exclude others from engaging in R&D to 

                                                        
8
 New York does not challenge the IR or XR patents’ validity, nor does it dispute 

that Forest is exercising rights within the scope of those patents.  Moreover, “New 
York has never” argued that Forest engaged in “anticompetitive use of patents.”  
NY Concl. of Law Reply  ¶ 23.  
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develop competing products that would infringe on the patent—even when the 

result is to delay and impede competitors’ market entry post-patent.  Roche Prods., 

Inc. v. Bolar Pharma. Co., Inc., 733 F.2d 858, 864 (Fed. Cir. 1984).
9
  Likewise, a 

firm with a patent monopoly may replace an older product with a newer one during 

the patent exclusivity period, even if doing so impedes competitors’ market entry 

after the old patent expires.  E.g., Cal. Computer Prods., Inc. v. IBM, 613 F.2d 727, 

744 (9th Cir. 1979) (IBM “had the right to redesign its products .… It was under 

no duty to help [competitors reliant on its older products] survive or expand.”). 

New York’s contrary rule has no limiting principle, and would inject courts 

into impossible determinations of how soon into the patent term various patent 

rights should be curtailed to benefit competitors later.  And this rule would allow 

courts to make basic business decisions about how companies should allocate 

resources and what products to make.  Since the Founding, the federal government 

has guaranteed patent-holders a limited but absolute right to exclude competition 

within the scope of the patent.  35 U.S.C. § 154; U.S. Const. art. I, §8, cl. 8.  This 

injunction renders that promise meaningless.   

B. Forest’s Conduct Would Not Violate Antitrust Law Irrespective 

of Patents 

 

                                                        
9

 The Hatch-Waxman Act responded to Bolar by authorizing generic drug 
companies to engage in otherwise infringing research prior to patent expiration.  35 
U.S.C. §271(e)(1).  Tellingly, Congress did not otherwise limit a patentee’s right to 
affect post-patent competition through pre-expiration exercise of patent rights. 
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 New York’s suit would fail even if the Patent Act did not immunize Forest’s 

conduct.  Section 2 of the Sherman Act prohibits companies from obtaining or 

maintaining monopoly power through exclusionary, anticompetitive conduct.  

United States v. Grinnell Corp., 384 U.S. 563, 570-71 (1966); Spectrum Sports, 

Inc. v. McQuillan, 506 U.S. 447, 456 (1993).  New York must show that Forest 

engaged in “the willful acquisition or maintenance of [monopoly] power” through 

exclusionary conduct, “as distinguished from … a superior product, business 

acumen, or historic accident.”  Verizon Commc’ns, Inc. v. Law Offices of Curtis v. 

Trinko, LLP, 540 U.S. 398, 407 (2004).  New York also must show that this 

conduct actually had anticompetitive effect.  Cargill, 479 U.S. at 110-11.    

 New York’s other claims all derive from its Section 2 claim.  The court tied 

its Section 1 ruling—that Forest likely illegally contracted with Foundation Care to 

distribute IR—to its Section 2 analysis.  SA-125.  New York’s Donnelly Act claim 

is entirely derivative of the Section 1 claim; that Act does not prohibit unilateral 

conduct under Section 2.  SA-127-28; Global Reins Corp.-U.S. Branch v. Equitas 

Ltd., 18 N.Y. 3d 722, 731 (N.Y. App. Div. 2012).  New York’s Executive Law 

Section 63(12) claim provides another state remedy for the federal claims.  SA-

128-29.  New York is not likely to prevail on these claims, and cannot show a clear 

entitlement to relief.   
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1. Forest Did Not Engage in Any Exclusionary Conduct 

a. Product Switches Are Not Exclusionary Conduct  

Exclusionary conduct is the sine qua non of a Section 2 claim.  Trinko, 540 

U.S. at 407.  “The antitrust laws … were enacted for the protection of competition 

not competitors.”  Brunswick Corp. v. Pueblo Bowl-O-Mat, Inc., 429 U.S. 477, 488 

(1977) (internal quotations omitted).  Exclusionary conduct “comprehends at the 

most behavior that not only (1) tends to impair the opportunities of rivals, but also 

(2) either does not further competition on the merits or does so in an unnecessarily 

restrictive way.”  Aspen Skiing Co. v. Aspen Highlands Skiing Corp., 472 U.S. 585, 

605 n.32 (1985) (internal quotations omitted).  

Forest has done nothing to prevent “competition on the merits” by generics.  

Forest has not locked up generic suppliers or distributors through exclusive dealing 

contracts.  Forest has not engaged in any tying arrangement.  Nor has Forest 

refused to deal with its competitors, denying them the supply of some input or 

access to some facility necessary for them to compete.  All Forest has done is 

reduce its competitors’ ability to free-ride on prescriptions for an older version of 

Namenda.  But preventing free-riding is not anticompetitive or exclusionary 

conduct and does not violate Section 2.  E.g., Morris Commc’ns Corp. v. PGA 

Tour, Inc., 364 F.3d 1288, 1295 (11th Cir. 2004) (rejecting Section 2 claim where 
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conduct was intended to prevent free-riding); Olympia Equip. Leasing Co. v. W. 

Union Tel. Co., 797 F.2d 370, 372-73, 377-78 (7th Cir. 1986) (Posner, J.) (same). 

Before July 2015, Forest seeks to limit distribution of its older product so 

that consumers buy its newer product.  That conduct cannot harm competition 

because, before July 2015, Forest is the only seller of memantine-based drugs.  

Competition between XR and IR is competition between Forest’s own drugs.  Such 

competition within the same firm raises no antitrust concern, as “implement[ing] a 

single, unitary firm’s policies” does not “deprive[] the marketplace of the 

independent centers of decisionmaking that competition assumes and demands.”  

Copperweld Corp. v. Indep. Tube Corp., 467 U.S. 752, 771 (1984).  Even had 

Forest denied consumers any access to IR—which it will not—product withdrawal 

is not exclusionary conduct.  Refusals to supply customers (like when Coke pulled 

Coke Classic from the market in favor of New Coke) do not raise antitrust 

concerns.  E.g., Intergraph Corp. v. Intel Corp., 195 F.3d 1346, 1358 (Fed. Cir. 

1999).  And New York’s economist Dr. Berndt conceded that patients who switch 

from IR to XR before July 2015 get a “lower priced product” that is “good for the 

consumers.”  JA__ (Berndt_11/12/14_Hr’g_465).  The district court confirmed 

this:  the court found that XR substantially benefits patients and caregivers by 

reducing the pill burden and increasing convenience and compliance.  SA-35-36. 
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After July 2015, Forest’s conduct is not anticompetitive.  If anything, there 

will be a surfeit of competition.  Five generic manufacturers plan to enter the 

market in July alone and can compete vigorously.  Supra p. 21.  New York has not 

alleged that Forest blocked generic IR’s approval.  Compare Abbott Labs. v. Teva 

Pharms. USA, Inc., 432 F. Supp. 2d 408, 424-28 (D. Del. 2006).  Nor has Forest 

allegedly blocked access to the research and information needed to make generic 

IR.  Compare In re Suboxone Antitrust Litig., 2014 WL 6792663, at *3-4 (E.D. Pa. 

Dec. 3, 2014).  Nor has Forest impeded access to product distribution channels.  

Compare United States v. Microsoft Corp., 253 F.3d 34, 59-62 (D.C. Cir. 2001) 

(en banc).  Quite the contrary: pharmacies have huge financial incentives to 

distribute generic IR.  The end result:  Physicians and patients can choose generic 

IR if they want it.
10

   

                                                        
10

 The district court’s examples of when “[a] monopolist’s decision to withdraw a 
product … constitutes exclusionary conduct,” SA-114, reinforce that Forest’s 
conduct is not exclusionary.  Glen Holly Entertainment v. Tektronix Inc., 352 F.3d 
367, 372 (9th Cir. 2003), recognizes that “antitrust laws do not preclude any 
manufacturer from independently discontinuing a product line.”  In Xerox Corp. v. 
Media Sciences International, 511 F. Supp. 2d 372, 387-89 (S.D.N.Y. 2007), 
Xerox was a monopolist in both the color printer and printer ink cartridge markets; 
it redesigned color printers so that rivals’ ink cartridges—which work only with a 
printer—could not be used.  Berkey Photo, Inc. v. Eastman Kodak Co., 603 F.2d 
263, 287 n.39 (2d Cir. 1979), similarly hypothesizes that a monopolist in film and 
camera markets could violate antitrust law if it stopped making film that fit rivals’ 
cameras, rendering rivals’ products unusable.  But the Supreme Court has never 
endorsed an “essential facilities” theory, Trinko, 540 U.S. at 410-11, and 
consumers do not need to take Namenda IR for generic IR to work.  In Free 
Freehand Corp. v. Adobe Systems Inc., 852 F. Supp. 2d 1171, 1181 (N.D. Cal. 
2012), plaintiffs claimed that conduct lawful in isolation became unlawful in 
combination.  The district court misquoted the decision, which states: “it is 
reasonable to infer that Adobe's discontinuation of FreeHand, in aggregate with 
Adobe’s other conduct, reduced competition.”  Id. at 1183. 
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b.  Reducing Competitors’ Profits from State Substitution 

Laws Is Not Exclusionary Conduct  

 

The district court concluded that antitrust law “requires [Forest] to allow 

generic competitors a fair opportunity to compete using state substitution laws” by 

keeping IR on the market and selling it at significant levels past July 2015.  SA-95-

96, SA-137-38; accord SA-80 (“[S]tate substitution laws” create “the principal 

means by which generics are able to compete.”).  According to the court, by 

reducing the number of IR prescriptions outstanding in July 2015, Forest will 

violate Section 2 by preventing generic manufacturers from solely relying on state 

substitution laws to award them 80-90% of sales in July 2015.  SA-48, SA-111-12.  

Neither the Supreme Court nor this Court has endorsed this type of analysis, 

which vitiates settled antitrust principles.  The injunction compels Forest to 

continue distributing IR so that its competitors can free-ride on that product to 

cannibalize its sales.  Forest has no such obligation.  The Seventh Circuit rejected a 

competitor’s claim that a monopolist that had previously advertised for its rivals 

had to keep doing so once a competitor “could not survive without access” to this 

advertising.  Olympia Equip., 797 F.2d at 372-33, 377.  The court held that “a firm 

with lawful monopoly power has no general duty to help its competitors, whether 

by holding a price umbrella over their heads or by otherwise pulling its competitive 

punches.”  Id. at 375.  A competitor “ha[s] no right under antitrust law to take a 

free ride on its competitors’ sales force .… Advertising a competitor’s products 
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free of charge is not a form of cooperation commonly found in competitive 

markets; it is the antithesis of competition.”  Id. at 377-78; see Pac. Bell Tel. Co. v. 

LinkLine Commc’ns, Inc., 555 U.S. 438, 449-51 (2009).  

New York’s theory would require Forest not merely to “help its 

competitors” through advertising or other indirect assistance, but literally to hand 

over sales.  The more IR Forest produces and sells between now and July 2015, the 

more prescriptions state law will convert into sales for generic competitors.  If a 

business has no antitrust duty to advertise for its competitors, it certainly has no 

duty to maximize its competitors’ market share. 

And the district court’s contradictory opinion illustrates the absurdity of 

imposing such a duty.  The court deemed Forest’s conduct anticompetitive, yet 

concluded that Forest could use different means to achieve the same outcome of 

reducing IR sales now to reduce generic IR substitution later.  The court stated that 

“soft switches”—e.g., using marketing to get consumers to change products—were 

“the industry practice.”  SA-96-97.  A soft switch, the court concluded, is lawful, 

because it “maintains consumer choice before and after generic entry.”  SA-130.  

New York’s economist, Dr. Berndt, testified that it would not be anticompetitive 

for Forest to increase IR’s price “ten fold,” which would effectively end demand 

for IR.  JA__ (Berndt_11/12/14_Hr’g_459-60).  In other words, it is “a legitimate 
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soft switch tactic” for Forest to stop selling Namenda IR by eliminating demand, 

yet limiting IR distribution is somehow unlawful.  See id.  

This nonsensical distinction ignores basic laws of supply and demand and is 

inimical to antitrust law, which treats charging high prices for a product and 

refusing to supply it as identical.  E.g., LinkLine, 555 U.S. at 450 (“[F]or antitrust 

purposes, there is no reason to distinguish between price and nonprice components 

of a transaction.”); W.L. Gore & Assocs., Inc. v. Carlisle Corp., 529 F.2d 614, 623 

(3d Cir. 1976) (similar).  If a soft switch that prevents state substitution laws from 

converting Namenda IR prescriptions to generic IR is not exclusionary, a fortiori a 

so-called “hard switch” with the same effect is not either.  Equally unclear is how 

much of a limit on distribution is too much.  Would Forest violate antitrust law if 

only 30,000 of the 59,000 pharmacies that carry IR now would carry it in July?  

Could Forest announce tomorrow that it will withdraw Namenda IR from the 

market the day the injunction expires?  Nor is it apparent why Forest must keep 

selling IR 30 days after generic entry, versus 15 or 45.  All New York’s economist, 

Dr. Berndt, offered was:  “I’m not sure what the rationale” for requiring Forest to 

keep selling IR past July 2015 “would be other than punitive.”  JA__ 

(Berndt_11/12/14_Hr’g_489).   

The imponderables and inconsistencies do not end there.  New York 

suggests that the problem here was timing:  Forest sought to withdraw IR as it 
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“fac[ed] imminent” generic entry.  JA__ (Am. Compl. ¶ 2).  So Forest presumably 

could have withdrawn IR one or two years before generic entry—yet that would 

have the same effect, if not greater, on generics.  New York says that Forest’s 

conduct is only anticompetitive if its new drug is not “better than the original,” or 

“offer[s] little to no therapeutic advantage over the prior versions.”  JA__ (Am. 

Compl. ¶ 33.).  So Forest presumably could withdraw IR if a sufficient consensus 

of scientists (or doctors? or FDA regulators?) rated XR’s benefits highly enough 

over IR.  Antitrust law cannot turn on such arbitrary and unworkable distinctions.  

c. Antitrust Law Is Not a Vehicle For Enforcing the 

Spirit of Drug Laws 

The district court found that Forest “attempt[s] to manipulate the regulatory 

system,” SA-29, and “violat[e] the spirit of the Hatch-Waxman Act,” SA-135.  But 

even if Hatch-Waxman or state substitution laws imposed a duty on Forest to keep 

selling IR for generics’ benefit (they do not), that would be irrelevant to New 

York’s antitrust claims.  The Supreme Court rejected a nearly identical argument in 

Trinko, finding that Verizon’s duty under the Telecommunications Act to aid a 

competitor does “not automatically lead to the conclusion that [this duty] can be 

enforced by means of an antitrust claim.” 540 U.S. at 406; see In re Adderall XR 

Antitrust Litig., 754 F.3d 128, 135 (2d Cir. 2014).  

If antitrust law is unavailable to enforce actual regulatory obligations, it is 

not a vehicle for enforcing laws that permit the conduct at issue.  Forest’s conduct 
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violates neither Hatch-Waxman nor state substitution laws, and no one has 

suggested otherwise.  (That is presumably why the district court (SA-135) invoked 

their “spirit.”)  And Congress passed Hatch-Waxman to encourage brand 

innovation and facilitate generic entry into the market, not to guarantee generic 

manufacturers total market dominance thereafter.  Supra pp. 10-11. 

Moreover, New York has a remedy that will not explode the reach of 

antitrust law.  New York’s claim stems from the fact that if patients in July 2015 

are on XR rather than IR, New York’s generic substitution law does not 

automatically convert those prescriptions into generic IR.  But that is only because 

New York’s law considers drugs of different dosages too different for pharmacists 

to automatically substitute them.  No federal law imposes this rule.  New York 

actually posits that drugs of different dosages—here, XR and IR—are “virtually 

identical.”  JA__ (Am. Compl. ¶ 4).  If so, New York can amend its law and make 

pharmacists substitute generic IR for Namenda XR. 

At bottom, the district court’s approach makes it impossible to apply the 

Sherman Act on a uniform, nationwide basis.  If changing the effect of generic 

substitution laws is an antitrust violation, it exists only in states where pharmacists 

can automatically substitute generic IR for Namenda IR but not XR.  But in up to 

20 other states, there is no violation; pharmacists can substitute generic IR for XR.  

Supra p. 13.  Courts, however, must interpret antitrust law in ways that guarantee 
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“clear rules” that require minimal judicial supervision.  LinkLine, 555 U.S. at 452-

53.  The Sherman Act’s meaning cannot turn on the vicissitudes of state law. 

2. Forest’s Conduct Will Not Have Anticompetitive Effects   

The anticompetitive harms that the district court predicted do not support 

liability.  The court found that generics do not advertise, and if they must start 

instead of relying on state substitution laws, they will have to raise prices.  SA-78-

79.  But the need to advertise is proof of effective competition, not its absence.  

When a company “obligate[s] [its competitor] to increase its own advertising, 

competition [is] only enhanced,” because “advertising and promotion [are] 

essential to vigorous market rivalry.”  Covad Commc’ns Co. v. Bell Atl. Corp., 398 

F.3d 666, 674-75 (D.C. Cir. 2005).  The court’s finding also is clearly erroneous; 

New York’s own competition expert testified that generics can use general 

marketing effectively to generate sales, and can form joint ventures to advertise.  

JA__ (Berndt_11/12/14_Hr’g_462-63).  

The district court found that inducing physicians to switch patients to XR 

risks harming patients whose health could be jeopardized by “[a]ny small change 

in medication.”  SA-92 (quoting Lah).  Even if this finding were supportable—it is 

not, supra pp. 28-32—antitrust law remedies only “injur[y] [to] business or 

property,” i.e., economic “loss or damage.” 15 U.S.C. §§ 15(a), 26.  The terms 

“‘business or property’ .… exclude personal injuries suffered.”  Reiter v. Sonotone 
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Corp., 442 U.S. 330, 339 (1979) (emphasis added).  Concerns about “public 

safety” and health may be part of other statutes, but importing them into the 

Sherman Act “would be tantamount to a repeal of the statute” and “a frontal assault 

on [its] basic policy.”  Nat’l Soc. of Prof’l Eng’rs v. United States, 435 U.S. 679, 

690 (1978).  If New York sought to vindicate such concerns, it should have sued 

under another law. 

The district court found that if patients are doing well on Namenda XR, 

physicians might not switch patients to generic IR come July 2015.  SA-72, 90-91, 

120-21.  But the first firm in a market often enjoys an incumbency advantage by 

virtue of having had a lawful monopoly before new competitors enter, and new 

entrants always bear the burden of convincing customers to switch.  The advantage 

of being first is precisely the type of reward for “superior skill, foresight and 

industry” that antitrust law encourages.  United States v. Aluminum Co. of Am., 148 

F.2d 416, 430 (2d Cir. 1945) (Hand, J.).  

Undoubtedly, trying to persuade physicians and patients to switch to generic 

IR—i.e., competing—takes greater effort from generic manufacturers than relying 

on the coercive effect of state substitution laws.  But antitrust law encourages that 

additional effort, which in any event entails a single phone call from pharmacists to 

persuade physicians to switch the patient to generic IR.  See SA-58.  And the 

record belies the notion that such competitive efforts are doomed to fail.  Were that 
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so, no slew of generic manufacturers would be expected to enter the market in July 

and October 2015.  And once they enter, the wind will be at their sails, regardless 

of state substitution laws: using powerful incentives and leverage, third-party 

payors and pharmacists will pressure physicians, patients, and caregivers to switch 

to generic IR.  Supra pp. 14-15.
11

   

The district court found that Forest’s conduct limits patients’ choices, and 

patients and insurance companies may ultimately pay more.  SA-91, SA-131-32.  

But as noted, before July 2015 this harm is illusory.  The loss of choice among a 

single firm’s products is not anticompetitive (even if that firm is a monopolist), and 

XR costs less than IR.  Supra p. 41.  After July 2015, patients lose no choice.  They 

can choose among generic IR, XR, Namzaric (once it launches), and IR oral 

solution.  New York’s substitution law will work as intended:  unless doctors 

specify otherwise, pharmacists will fill Namenda IR prescriptions with generic IR.  

If patients and insurance companies pay more for memantine-based drugs, that is 

the market’s choice.  Claims that conduct “has the effect of reducing consumers’ 

choices or increasing prices to consumers do[] not sufficiently allege an injury to 

                                                        
11

 The only contrary evidence came from New York’s witness David Stitt, who is 
employed by a minor regional healthcare provider and concedes he does not know 
how his company will act in July 2015, or know about state substitution laws or 
conditions outside New York.  JA__(Stitt_11/10/14_Hr’g_137,152-53).  The court 
erred in relying on Stitt for generalizations about the national market.   
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competition,” because “[b]oth effects are fully consistent with a free, competitive 

market.”  Brantley v. NBC Universal, Inc., 675 F.3d 1192, 1202 (9th Cir. 2012).
12

  

3. Forest’s Conduct Is Procompetitive 

a.  New York’s claims independently fail because Forest’s conduct is 

procompetitive.  Forest’s 2013 introduction of XR eliminated any market need for 

IR tablets.  Forest then sought to maximize its return on its investment in XR.  That 

is the kind of behavior antitrust law encourages.  The Sherman Act must be 

interpreted in ways that “safeguard the incentive to innovate,” Trinko, 540 U.S. at 

407, and “any dampening of technological innovation would be at cross-purposes 

with antitrust law,” Microsoft, 147 F.3d at 948.  Launching a new product, like 

Forest did here, advances competition by adding a better product to the market and 

by paving the way for further innovation.  

This is a case in point.  The Patent and Trademark Office issued patents for 

Namenda IR and XR, and the FDA, through its arduous approval process, 

confirmed that both drugs are safe and therapeutically beneficial.  That alone 

shows these products are not shams created just to thwart generics.  Moreover, 

Forest worked to develop XR because the market demands once-daily drugs; every 

other Alzheimer’s drug is once-daily.  See SA-35.  Extensive record evidence 

                                                        
12

Accord Meijer, Inc. v. Biovail Corp., 533 F.3d 857, 867 (D.C. Cir. 2008); 
Doctor’s Hosp. of Jefferson, Inc. v. S.E. Med. Alliance, Inc., 123 F.3d 301, 310 
(5th Cir. 1997).  
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confirms that XR offers significant benefits over twice-daily IR.  Once-daily 

dosing reduces risk of a missed dose; alleviates burdens on caregivers who manage 

complex pill schedules; helps patients suffering dementia who resist pills; and 

makes it easier for patients to stay with their families for longer.  Supra pp. 17-18.   

Unrebutted testimony from Forest’s five expert medical witnesses confirms 

these conclusions.  Supra pp. 19-20.  New York’s fact witness Dr. Lah agreed that 

with XR, there is no “market need” for IR tablets.  (Lah_11/10/14_Hr’g_85).  

While the district court castigated follow-on drugs that “offer little to no 

therapeutic advantage over the prior formulation,” SA-29, the court credited 

testimony about XR’s benefits.  SA-35.  It would have been impossible for Forest 

to develop Namzaric without including the XR formulation.  JA__ 

(Stewart_12/14/14_Decl_2-5).  And empirical evidence confirms that much of the 

market prefers XR to IR.  JA__ (Meury_11/13/14_Hr’g_607-08).  As Actavis’s 

CEO explained, “[W]hat we hoped for and what we’ll have to see what plays out 

when generic competitors enter the market in 2015 is do patients and physicians 

and caregivers, you know, view the innovation of XR important enough to pay for 

it … [P]eople will have that chance to vote with their wallets.”  JA__ 

(Saunders_11/11/14_Hr’g_203); see JA__ (Hausman_10/21/14_Decl_8-9). 

Withdrawing an old drug while promoting a new one is also procompetitive.  

Preventing “free-riding” by competitors is a legitimate business purpose.  See 
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Cont’l T.V., Inc. v. GTE Sylvania Inc., 433 U.S. 36, 55 (1977).  And Forest’s 

conduct is common in the pharmaceutical industry.  In 2002, Allergan withdrew its 

older glaucoma treatment to favor a new version with a different preservative; 

generics entered a year later and still captured a 50% market share.  JA__ 

(Kolassa_10/20/14_Decl_App’x-1_2-3).  In 2011, ISTA Pharmaceuticals stopped 

selling its twice-daily anti-inflammatory drug, and promoted a once-daily version.  

Again, generics captured significant sales after entering the market months later.  

Other examples abound.  JA__ (Kolassa_10/20/14_Decl_2-5,Appx-1).   

 The district court also found that Forest’s conduct would cost Forest short-

term profits from IR sales.  SA-123.  But short-term costs do “not distinguish 

anticompetitive from procompetitive uses of innovation.”  Areeda & Hovenkamp, 

Antitrust Law, ¶ 651 (2014).  The court ignored the above procompetitive 

justifications, and discounted the more than  in additional XR sales 

that Forest stood to earn.   

The court also found that “[c]ontinuing to keep IR tablets available is highly 

unlikely to have any impact on [Forest’s] incentive to innovate,” because Forest 

previously “launched 8-9 new drugs” without limiting distribution.  SA-76.  But 

this injunction compels Forest to produce a first-generation, 10-year-old drug with 

no market need.  And Forest must do so at the expense of selling new and 

improved XR or launching Namzaric because of its production constraints.  The 
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injunction thus impedes Forest’s ability to bring newer innovations to the 

marketplace at this very moment.  See JA__ (Meury_12/12/14_Decl_10-11), JA__ 

(Stewart_12/14/14_Decl_2-5).  

 b.  New York contends that Forest’s conduct cannot be procompetitive 

because XR is not “truly” innovative.  E.g., JA__ (Am. Compl. ¶ 33).  

Overwhelming evidence refutes that position.  Supra pp. 19-20, 31-32.  But the 

dangers of this position bear emphasis.  Under this theory, courts—not scientists, 

regulators, or markets—decide when a new version of a drug is sufficiently 

ingenious to avoid antitrust liability.  If changing dosage form halted all patient 

deterioration, Forest could presumably pull IR from the market with impunity.  Yet 

any benefits short of this—including, apparently, XR’s conceded benefits of 

convenience and patient compliance—are not innovative enough.  Courts are not 

equipped to make these kinds of medical and scientific judgments, let alone to 

second-guess the judgments the PTO and FDA already made. 

4. New York’s Section 1 Claim Independently Fails 

 New York’s Section 1 (and Donnelly Act) claims rest on the counterintuitive 

theory that Forest violated antitrust law by agreeing to distribute IR through 

Foundation Care, rather than pulling IR entirely.  Rather than looking at the effects 

of this distribution agreement, the district court reasoned that Forest’s conduct was 
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anticompetitive under Section 2; thus, any agreements that advanced this conduct 

violated Section 1 also.  SA-125-26.   

That was the wrong inquiry under Section 1, which only prohibits 

agreements that “unreasonabl[y] restrain … trade.”  E & L Consulting, Ltd. v. 

Doman Indus. Ltd., 472 F.3d 23, 29 (2d Cir. 2006).  To hold that Section 1 is 

violated just because of the predicted (not actual) impact Forest’s change in 

distribution would have on the market, New York had to identify collusive conduct 

that is per se anticompetitive.  Leegin Creative Leather Prods., Inc. v. PSKS, Inc., 

551 U.S. 877, 885-86 (2007).  It did not.   

Forest’s agreement with Foundation Care is subject to the rule of reason, 

because “[a] manufacturer of course generally has the right to deal, or refuse to 

deal, with whomever it likes.”  Monsanto Co. v. Spray-Rite Serv. Corp., 465 U.S. 

752, 761 (1984).  An “exclusive distributorship arrangement[]” thus is 

“presumptively legal” under Section 1.  E & L Consulting, 472 F.3d at 30 (internal 

quotations omitted).  Alleging that customers had less choice in suppliers, or even 

paid higher prices, “is not a sufficient allegation of harm to competition caused by 

the exclusive distributorship.”  Id.  Rather, such agreements violate Section 1 only 

if they “will have an actual adverse effect on competition in the relevant market,” 

which requires more than a reduction in the number of firms that distribute Forest’s 

products.  Elecs. Commc’ns Corp. v. Toshiba Am. Consumer Prods., Inc., 129 F.3d 

Case 14-4624, Document 108-1, 01/08/2015, 1411384, Page67 of 75



 

56 

240, 244 (2d Cir. 1997).  Because Forest’s agreement to distribute IR solely 

through Foundation Care does not harm generic competition, it is of no concern to 

antitrust law.  E.g., Cowley v. Braden Indus., Inc., 613 F.2d 751, 755 (9th Cir. 

1980).  That is especially true because there is zero evidence that Forest agreed 

with Foundation Care to cap IR sales.  Undisputed evidence shows the contrary. 

JA__ (Saunders_11/11/14_Hr’g_242); JA__ (Kane_11/12/14_Hr’g_551-52).   

The district court’s reasoning would open the floodgates to antitrust liability.  

Any subsidiary agreement a Section 2 defendant entered into would trigger 

separate Section 1 liability.  And all counterparties to these subsidiary agreements 

could face Section 1 liability as well.  

IV.  The Injunction Is Vague and Overbroad  

  Independent of anything else, this Court must vacate the injunction as 

impermissibly vague and overbroad.  An injunction must “state its terms 

specifically” and “describe in reasonable detail … [the] acts sought to be 

restrained.”  Fed. R. Civ. P. 65(d).  Any order that fails to do so “will not withstand 

appellate scrutiny,” because of “the dangers inherent in the threat of a contempt 

citation for violation of an order so vague that an enjoined party may unwittingly 

and unintentionally transcend its bounds.”  Corning, 365 F.3d at 158.  Likewise, 

“courts must take care to ensure that injunctive relief is not overbroad,” because “a 

court is only empowered to grant relief no broader than necessary to cure the 
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effects of the harm caused by the violation.”  City of New York v. Mickalis Pawn 

Shop, LLC, 645 F.3d 114, 144 (2d Cir. 2011) (internal quotations omitted).  The 

district court ignored these maxims. 

 1.  The injunction orders Forest to “make” IR “available on the same terms 

and conditions applicable since July 21, 2013 (the date Namenda XR entered the 

market).”  SA-137.  Given how terms and conditions have shifted over the past 17 

months, that is an unintelligible command.  IR’s price fluctuated both in absolute 

terms and relative to XR.  Adding to the confusion, XR entered the market in June 

2013, not July.  Supra p. 19.  The only conduct the injunction specifically prohibits 

is for Forest to “impose a ‘medical necessity’ requirement or form for the filling of 

prescriptions of Namenda IR.”  SA-138.  It is simply “not possible to ascertain 

from the four corners of the order precisely what acts are forbidden.”  Corning, 

365 F.3d at 158 (internal quotation marks omitted). 

At the injunction hearing, Forest’s counsel sought clarification of what the 

“same terms and conditions” means.  JA__ (12/15/14_Hr’g_47).  No clarification 

came.  The court responded, “Let’s stop right there. … You have been negotiating 

with distributors over this entire period.  If you do it consistent with what you have 

been doing, I don’t see why it isn’t consistent … but I am not going to give you 

any absolution absent the facts.”  Id.  The court elaborated:  “I am not unaware of 

the difficulties that this creates for the parties,” but “I am not going to interpret the 
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language any more than you all.  You will have to see what you think it means.  I 

think I know what it means, but we will see.”  JA__ (12/15/14_Hr’g_47-48).  

Forest’s counsel followed up:  “[O]ne question we have … is whether [the order] 

freezes the price exactly at the price as of that date.”  JA__ (12/15/14_Hr’g_48).  

The court replied:  “[Y]ou will have to make your own conclusion,” and added, “I 

am not going to change the words.  Good luck.”  Id.  

Understanding what an injunction means should not require luck.  The 

injunction must “state its terms specifically.”  Fed. R. Civ. P. 65(d).  But this 

injunction’s ambiguity places “the entire conduct of [Forest’s] business under the 

jeopardy of punishment for contempt for violating the injunction.”  Sanders v. Air 

Line Pilots Assoc., Int’l, 473 F.2d 244, 248 (2d Cir. 1972).  The Supreme Court has 

vacated injunctions that vaguely enjoined defendants from “enforc[ing] ‘the[ir] 

present [] scheme.’”  Schmidt v. Lessard, 414 U.S. 473, 476-77 (1974).  This Court 

has similarly vacated injunctions that compel defendants to take “appropriate 

prophylactic measures” without specifying particular conduct.  Mickalis Pawn, 645 

F.3d at 144.  Ordering Forest to conform its conduct to undefined, shifting 

conditions over a 17-month period likewise deprives Forest of “explicit notice of 

precisely what conduct is outlawed.”  Schmidt, 414 U.S. at 476.  On pain of 

contempt, Forest must apply to the court to approve decisions concerning IR going 
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forward—exactly the kind of economic micromanagement that the Supreme Court 

rejects in antitrust cases.  E.g., Linkline, 555 U.S. at 452-54. 

2.  The nationwide injunction (see SA-137-38) is also fatally overbroad.  

Under New York’s theory, there is no antitrust harm in the up to 20 states whose 

generic substitution laws allow pharmacists to automatically substitute generic IR 

for Namenda XR.  In those states, generics can still capture 80-90% of sales, 

averting all alleged antitrust harms.  Supra pp. 15-16.  This alone was an abuse of 

discretion.  E.g., Emergency One, Inc. v. Am. Fire Eagle Engine Co., Inc., 332 F.3d 

264, 274 (4th Cir. 2003) (vacating “nationwide injunction” absent “factual basis” 

for finding nationwide violation).  Nor is this defect easily remedied.  On remand, 

the court would have to parse states’ varying generic substitution laws to determine 

which states allow this type of substitution.  Some states, for instance, leave 

substitutability up to pharmacists’ professional judgments.  E.g., Minn. Stat. Ann. 

§ 151.21.  Determining what that means, and whether generic IR can be substituted 

for Namenda XR, is a state-by-state task.  This is why state laws should not control 

what the Sherman Act means.   

The injunction is also overbroad because it forces Forest to offer IR tablets 

to new patients until 30 days after generic entry on July 11.  SA-137-38.  The 

district court’s reasoning did not remotely justify this.  Patients whose doctors 

decide to prescribe them a memantine-based drug after generic entry start from 
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scratch.  They have no prescriptions for state substitution laws to convert into 

generic IR prescriptions.  Yet the injunction compels Forest to offer new patients 

an old prescription drug.  And the complexity of distinguishing between new and 

existing patients would require additional fact-finding.  This is why courts should 

not seize control and supervision of day-to-day business operations.   

CONCLUSION 

The district court’s injunction breaks dangerous new ground.  No court 

before has nullified a manufacturer’s valid patent rights and commandeered its 

factory to aid future competitors.  No federal agency has this power.  Even the 

FDA, with its extraordinary control over the pharmaceutical industry, cannot 

“require a company to manufacture a drug, maintain a certain level of inventory … 

or reverse a business decision to cease manufacturing.”  FDA, Strategic Plan for 

Preventing and Mitigating Drug Shortages, at 6 (Oct. 2013), 

http://1.usa.gov/1xEUBAC.  Allowing courts to assume these powers is 

unprecedented, dangerous, and unwarranted.  The decision and injunction below 

should be reversed. 
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Sweet, D.J.

The plaintiff, the People of the State of New York 

(the "State" or the "Plaintiff"), has moved pursuant to Rule 65 

of the Federal Rules of Civil Procedure to preliminarily enjoin 

the defendants, Actavis, PLC ("Actavis") and Forest 

Laboratories, LLC ("Forest") (collectively, the "Defendants"), 

from engaging in antitrust violations by discontinuing the 

current sales of the Forest drug Namenda IR, used in the 

treatment of Alzheimer's disease, currently scheduled to take 

effect on January 1, 2015. Based on the findings of fact and 

conclusions of law set forth below, the motion is granted, and 

preliminary injunction will issue.

This motion involves one piece of the complicated 

mosaic that is the health care sector in the United States. At 

issue is the competition between Forest, a manufacturer of 

branded and patented drugs to treat Alzheimer's disease, and 

manufacturers that produce generic equivalents, as well as the 

effect of that competition on consumers. This competition has 

been the subject of federal and state legislation and is of 

great importance to pharmaceutical companies, patients, 

physicians, pharmacists, insurers, health plans, and regulators

SA-2Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page5 of 211
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The issue is significant because of the particular needs of 

patients afflicted by Alzheimer's, the process by which 

prescription drugs are created and sold, and the economic 

significance of Forest's Namenda drugs, which had annual sales 

of over $1.5 billion in last year.

The idiosyncrasies of competition in this market were 

captured by the State's expert, Dr. Ernst Berndt:

I think the phrase goes, he who consumes doesn't pay, 
and he who buys is not held accountable. . . .  So we 
have this multiplicity of prices. We have the price 
received by the manufacturer and we have the total 
revenues received by the pharmacy. And we have the 
reimbursement to the pharmacy and a copayment by the 
patient. Who the consumer is ultimately a bit 
ambiguous.

Tr. 368:1-7 (Berndt).

Able and skilled counsel have assisted the court with 

their presentations of the complicated and significant issues 

raised by the State's antitrust and state law violation claims. 

In addition, this excellent performance has been rendered under 

the difficult conditions imposed by the march of time and the 

controlling external events.1

1 The calendar has also dictated the timing of the issuance of this
opinion. While the issues are deserving of an exhaustive treatment, their 
significance requires resolution in time to permit the possibility of 
appellate review.

2
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Prior Proceedings

On February 28, 2014, the Antitrust Bureau of the 

Office of the Attorney General of the State of New York (the 

"Bureau") opened an investigation into Forest's business plans 

regarding the pharmaceutical product Namenda, a therapy approved 

to treat Alzheimer's disease by the Food and Drug Administration 

("FDA").

The State filed an initial complaint on September 15, 

2014, followed by an Amended Complaint ("AC") on November 5,

2014, alleging that Defendants violated federal and state 

antitrust laws by attempting to improperly maintain and extend a 

monopoly over the Namenda drug. The AC sought injunctive relief 

requiring Defendants to keep the original form of the drug, 

Namenda IR, available on the market and to prevent the 

Defendants from in effect requiring patients to switch a new 

patent-protected form, Namenda XR.

The AC contains allegations describing: the parties 

(AC 11 12-15); the regulatory framework and relevant federal 

regulations, including the Food Drug and Cosmetic Act, 21 USC § 

301 et seq., the Drug Price Competition and Patent Term

SA-6
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Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585, the

Food and Drug Administration Modernization Act of 1997, Pub. L. 

No. 105-115, 111 Stat. 2296 (AC if 16-20); state generic 

substitution laws (AC SI SI 21-27); and the effect of generic 

competition and brand name manufacturers' tactics to evade them 

(AC SIS 28-43) .

The AC also contains allegations with respect to: 

Alzheimer's disease and the relevant products (AC if 44-45); and 

the relevant market (AC if 46-63), including memantine that is 

branded and marketed as Namenda by Defendants; Namenda's recent 

annual sales in excess of $1.5 billion in the United States; the 

extension of the Namenda patent; and the anticipated entry of 

generic competition in July 2015. The AC further alleges that 

the Defendants have made efforts to stall the effects of generic 

entry in the market (AC if 64-97), including the launch of 

Namenda XR in June 2013 and the effort to convert patients from 

Namenda IR to Namenda XR and the implementation and subsequent 

modification of a scheme to force patients to switch to the new 

formulation. The AC alleges the anticompetitive effect of the 

conduct of the Defendants (AC SI SI 98-104) and their conduct in 

exaggerating the imminence of the plan to force switches (AC SIS 

105-119) .

SA-7
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Six causes of action are alleged: (1) monopolization

in violation of Section 2 of the Sherman Act; (2) attempted 

monopolization in violation of Section 2 of the Sherman Act; (3) 

unreasonable restraint of trade in violation of Section 1 of the 

Sherman Act; (4) violation of the Donnelly Act, New York General 

Business Law Section 340 et seq.; (5) repeated or persistent

illegality in violation of Section 63(12) of the New York 

Executive Law; and (6) repeated or persistent fraud, in 

violation of Section 63(12) of New York Executive Law.

The AC seeks: (i) a decree that Defendants violated

the statutory provisions in the six causes of action outlined 

above; (ii) disgorgement of proceeds from illegal activity, 

repayment of monies gained from unjust enrichment, and payment 

of restitution and damages to injured parties; (iii) preliminary 

and permanent injunctive relief barring Defendants from 

discontinuing Namenda IR until generic memantine becomes 

available, barring Defendants from other violations of law and 

other equitable relief necessary to redress Defendants' 

purported violations of law; (iv) civil penalties, damages and 

restitution for violations of state laws, including the Donnelly 

Act; and (v) attorneys' fees.

SA-8
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The State moved pursuant to Rule 65 of the Federal 

Rules of Civil Procedure for a preliminary injunction. The 

motion was heard and evidence adduced from November 10 to 

November 14, 2014, and final arguments were heard and the motion 

was marked fully submitted on November 24, 2014.

Certain materials submitted to the Court have been 

designated confidential. In order to protect that 

confidentiality, a public version of this opinion will not be 

filed for twenty-four hours to give the parties an opportunity 

to request redactions.

SA-9Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page13 of 211
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Evidence

The following witnesses provided live or written

testimony with respect to these proceedings:

Dr. Ernst Berndt 
("Dr. Berndt")

Louis E. Seley Professor of Applied 
Economics at the Massachusetts Institute 
of Technology

Mr. Dan Blakely, R.Ph. 
("Blakely")

Chief Executive Office of Foundation Care 
(an Actavis Vendor)

Mr. Napoleon Clark 
("Clark")

Executive Director for Marketing - U.S. 
Generics at Actavis

Dr. Pierre Y. Cremieux 
("Dr. Cremieux")

Managing Principal at Analysis Group

Mr. Mark Devlin 
("Devlin")

Senior Vice President Managed Markets at 
Actavis

Ms. Babette Edgar 
("Edgar")

Principal at BluePeak Advisors

Dr. Steven Ferris 
("Dr. Ferris")

Gerald D. and Dorothy R. Friedman 
Professor of New York University's 
Alzheimer's Disease Center

Mr. Jason Harper 
("Harper")

Director of Marketing at Mylan Pharms.

Dr. Jerry Hausman 
("Hausman")

McDonald Professor of Economics at 
Massachusetts Institute of Technology

Dr. Alan Jacobs 
("Dr. Jacobs")

Neurologist in private practice

Mr. William Kane 
("Kane")

Vice President of Marketing Internal 
Medicine at Actavis

Dr. Bruce Kohrman 
("Kohrman")

Neurologist in private practice

Dr. E. Mick Kolassa 
("Dr. Kolassa")

Chairman and Managing Partner of Medical 
Marketing Economics

Dr. James J. Lah, MD, PhD 
("Dr. Lah")

Associate Professor of Neurology at Emory 
University Medical Center 
Director of Emory Cognitive Neurology 
Program
Associate Director of Alzheimer's Disease 
Research Center

Mr. William Meury 
("Meury")

Executive Vice-President of Commercial 
Operations for the North American Brands 
Division at Actavis

Ms. LuMarie Polivka-West 
("Polivka-West")

Vice-President and Senior Director of 
Policy and Program Development for the 
Florida Health Care Association

Dr. Barry Reisberg 
("Dr. Reisberg")

Psychiatrist, Alzheimer's Disease Center 
of the New York University Langone Medical 
Center

Dr. Barry Rovner 
("Dr. Rovner")

Professor of Psychiatry and Neurology at 
the Signey Kimmel Medical College of 
Thomas Jefferson University

9
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Mr. Brenton Saunders 
("Saunders")

Chief Executive Officer of Actavis (former 
Chief Executive Officer of Forest Labs.)

Mr. David F. Solomon 
("Solomon")

Partner at Hildred Capital Partners, LLC 
(former Senior Vice President of Corporate 
Development and Strategy of Forest Labs.)

Mr. Robert Stewart 
("Stewart")

Chief Operating Officer of Actavis

Mr. David F. Stitt, R. Ph. 
("Stitt")

Director of Pharmacy at a New York-based 
health plan (MVP Health Care)

Dr. Marco Taglietti 
("Dr. Taglietti")

Senior Vice President for Research & 
Development at Actavis

Mr. Kevin Walsh 
("Walsh")

Senior Vice-President of Operations at 
Actavis

In addition to live witness testimony, the State 

presented 581 exhibits and the Defendants presented 835. One 

hundred fifty-one exhibits were referenced during the testimony 

of the witnesses.

10
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Findings of Fact

I . The Parties

1. The State, by its Attorney General, brought this 

action in its capacity as parens patriae and also as an 

"indirect purchaser of Namenda." Amended Complaint ("AC") SI 9.

2. Defendant Actavis is a public limited company 

registered in Ireland and headquartered at 1 Grand Canal Square, 

Docklands, Dublin 2, Ireland. It manufactures and sells generic 

drugs. In July 2014, Actavis acquired Forest. Tr. 192:8-10 

(Saunders). Forest is a Delaware limited liability company with 

an office at Morris Corporate Center, 400 Interpace Parkway, 

Parsippany, New Jersey and at various New York locations. It 

manufactures and sells a number of branded pharmaceutical 

products including memantine hydrochloride (HCL) drugs in the 

form of Namenda IR tablets, Namenda IR oral solution, and 

Namenda XR capsules. See Press Release, Forest Labs., Forest 

Laboratories to Discontinue NAMENDA Tablets, Focus on Once-Daily 

NAMENDA XR (DX499) (Feb. 14, 2014). Defendants' United States 

revenues from Namenda were approximately $1.6 billion in 

Forest's 2014 fiscal year, and total sales stand to grow

SA-12
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consistent with the epidemiological projection that the number 

of Americans living with Alzheimers will triple by 2050. Tr. 

612:16-22 (Meury); Forest 10-K (PX48) at 56; Rovner (PX358) SI 

20 .

II. Background

A. Alzheimer's Disease

3. As Dr. Ferris testified, "Alzheimer's disease is

a progressive, irreversible, incurable disease of the brain that

is the most common cause of dementia worldwide." Ferris Decl. SI

11. "Current pharmacotherapies offer only symptomatic

benefits." Ferris Decl. (PX276) SI 13. The disease afflicts

more than five million people in the United States and is the

sixth leading cause of death in United States. Ferris Decl. SI

11; see also Rovner Decl. (PX358) SI 20. As the population

continues to live longer, the number of people living with

Alzheimer's is expected to triple by 2050. Rovner Decl. (PX358)

SI 20. The visible signs of Alzheimer's include problems with

memory and other cognitive functions, social skills, planning,

and judgment. Ferris Decl. (PX276) SI 11. Patients also develop

neuropsychiatric problems including apathy, depression,

agitation, and delusions. Ferris Decl. (PX276) SI 11; see also
12

SA-13Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page17 of 211



Case 1:14-CV-07473-RWS Document 80 Filed 12/11/14 Page 14 of 136

Reisberg Dep. 173:16-24. As the disease progresses, patients 

become completely dependent on their caregivers as they 

gradually lose the ability to perform routine activities of 

daily living. Ferris Decl. (PX276) SI 11; Kohrman Dep. 130:25-

131:10; Reisberg Hr'g 728:18:729:4. In the final stages of the 

disease, patients require skilled nursing and intensive 

supportive care. Ferris Decl. (PX276) SI 11; Reisberg Dep. 

176:2-177:17.

4. New York in 2014 has about 380,000 people living 

with Alzheimer's disease, and 1 million non-professional 

caregivers who provide 1.1 billion hours of care at an unpaid 

value of $14.3 billion each year. See Alzheimer's Association, 

2014 Alzheimer's Disease Facts and Figures, 10 J. Alzheimer's 

Assoc. e47 (2014) (DX360); Rovner Decl. (PX358) SI 21. This

caregiving is draining emotionally and physically and becomes 

more difficult and prolonged because patients with advanced 

disability can survive many years. Rovner Decl. (PX358) SI 21. 

Most persons with Alzheimer's are cared for at home by spouses 

and adult children or by professional caregivers in long-term 

care-facilities. Rovner Decl. (PX358) SI 21. About one in seven 

people with Alzheimer's live alone. Rovner Decl. (PX358) SI 23.

SA-14
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5. In 2013, caregivers provided unpaid care valued 

at more than $220 billion and the burden of providing that care 

imposed more than $9 billion in additional health care costs on 

the caregivers themselves. Cremieux SI 19 (PX229) ; Polivka-West 

Hr'g 621:7-9, 24-25.

B. Number of Prescriptions

6. Although the record does not establish the total 

number of Namenda prescriptions, the latest estimates are that 

Namenda IR and Namenda XR each have 50% of the market, as 

defined below. Defendants' CEO has stated that there are 

hundreds of thousands of Namenda IR prescriptions. Tr. 242:7-12 

(Saunders). A fair approximation of the number of prescriptions 

is in the neighborhood of 500,000. See Tr. 165:15-21 (Stitt).

SA-15

C. Available Drugs

7. The FDA has approved five drugs to treat 

Alzheimer's disease: Aricept, Cognex, Exelon, Razadyne, and 

Namenda, four of which currently are on the market. Lah Decl. 

(PX85) SI 5. Cognex was withdrawn from the market in 2012 

because it was toxic. Rovner Dep. 50:23-51:3; Ferris Dep.

14
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96:20-98:14. All these drugs except Namenda are 

acetylcholinesterase inhibitors ("CIs") and work in the same 

basic manner. Tr. 53:1-5 (Lah) ; Lah Decl. (PX85) SI 6. CIs 

reduce the breakdown in the brain of a chemical called 

acetylcholine, a chemical messenger that transmits information 

between nerve cells. Jacobs Dep. 92:14-93:10; 102:6-19.

8. Namenda is an N-Methyl D-Aspartate ("NMDA") 

receptor antagonist and works differently from CIs. AC SI 47; 

Tr. 53:10-12; 63:18-64:1 (Lah); Lah Decl. (PX85) SI 7; Namenda 

Franchise Business Plan (PX24) at FRX-NY-01686843 ("CIs work on 

the acetylcholine pathway while Namenda works on the glutamate 

pathway."). As Dr. Jacobs explained:

Neurons in the brain communicate by signaling 
each other. Some of these signals are 
transmitted through an influx of calcium into a 
molecule on the surface of neurons called the 
NMDA receptor. This influx of calcium is 
triggered when glutamate, an excitatory 
neurotransmitter, docks at the NMDA receptor, 
causing the calcium influx. When patients enter 
the moderate stage of Alzheimer's disease, there 
can be overexcitation of the NMDA receptor by 
glutamate.

Jacobs SI 24 (CD Ex. 11); see also Ferris Dep. 99:14-16 (CD Ex.

27). Namenda works by "partially blocking the NMDA receptor to

15
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prevent overexcitation, which can cause toxicity to neurons in 

the brain." Jacobs SI 24 (CD Ex. 11) .

9. Currently, the two forms of Namenda produced and 

sold by Forest, Namenda IR tablets and liquid solution, and 

Namenda XR capsules, are the only available NMDA receptor 

antagonists approved to treat Alzheimer's disease. Lah Decl. 

(PX85) SI 7. The active ingredient in both Namenda formulations 

is memantine HCL. Jacobs SI 24 (CD Ex. 11); AC SI 47.

D. Stakeholders in the U.S. Healthcare Industry

10. Defendants are one of the complex array of 

stakeholders comprising the healthcare industry in the United 

States. See Tr. 368:1-7 (Berndt).

11. Suppliers in this industry include academics and 

relatively small start-up companies that conduct the initial 

research necessary to develop medically-promising chemical 

compounds; large branded pharmaceutical companies such as Forest 

whose business focuses on developing the medically-promising 

chemical compounds into saleable patent-protected and FDA- 

approved medicines, and generic pharmaceutical companies such as 

Actavis and third-party witness Mylan Pharmaceutical ("Mylan")

SA-17
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whose business focuses on low-cost production of the branded 

companies' drugs once those medicines have lost patent- 

exclusivity. See Tr. 236:20-237 : 20, 246:12-247:06 (Saunders).

12. Depending on the nature of the drug being 

considered, several intermediaries stand between a supplier and 

the ultimate end-user, i.e., the patient.

13. One intermediary is the FDA. As the main federal 

regulator in the industry, the FDA determines which medications 

can be marketed, whether a drug requires a physician's 

prescription to be dispensed, and how that drug may be marketed.

14. Another set of intermediaries are physicians and 

other medical professionals. If the medication is a 

prescription drug, this group determines which drugs to 

prescribe, in consultation with their patients. See Tr. 727:3- 

17 (Reisberg). Pharmacists, either working in traditional 

brick-and-mortar or mail-order pharmacies, dispense the 

medications and process payment for the medications. See 

Kolassa Decl. (DX821) SI SI 33, 52.

SA-18

15. Depending on a patient's morbidity, caregivers 

comprise yet another group of intermediaries. Caregivers,
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whether family members, friends or professional caregivers, may 

administer or assist the patient in taking the medication.

16. The final group of intermediaries are the third 

party payors, entities that pay all or part of the costs of a 

prescription drug on behalf of patients. Kolassa Decl. (DX821) 

SI 31. These include insurance companies and health plans, such 

as third party witness MVP Health Care ("MVP"). Kolassa Decl. 

(DX821) SI 31; Stitt (PX122) SI 4.

17. Typically, third party payors employ several 

strategies to manage costs. They generate a drug formulary, a 

list of approved drugs that will be paid for by the health plan 

(in whole or in part) when an insured patient fills a 

prescription. Kolassa Decl. (DX821) SI 34 . A health insurer's 

drug formulary typically explains what drugs are covered, as 

well as the level of cost sharing the health plan requires the 

patient to bear. Kolassa Decl. (DX821) SI 34. Pharmacies enjoy 

larger profit margins on generic versus branded medications. 

Kolassa Decl. (DX821) SI 26.

18. Third party payors sometimes engage pharmacy 

benefit management companies (PBMs) to assist them in managing

SA-19
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their prescription drug costs. Kolassa Decl. (DX821) SI 31 and 

fn. 27.

19. Third party payors may also require patients to 

pay a portion of the costs of a drug as a "co-payment" or "co

pay." Kolassa Dep. 156:7-12; Kolassa Decl. (DX821) SI 34. This 

is often accomplished through a tiered co-pay system imposed in 

conjunction with the formulary file. Kolassa Decl. (DX821) SI 

37. A typical three-tiered system has tier 1 reserved for 

generic drugs, tier 2 for preferred branded drugs, and tier 3 

for non-preferred branded drugs. Kolassa Decl. (DX821) SI 37.

The co-pays increase with each tier. Kolassa Decl. (DX821) SI

37. Tier 1 co-pays for generic drugs are commonly $10 or less 

and are sometimes $0. Kolassa Decl. (DX821) SI 37. By contrast, 

tier 3 co-pays for non-preferred brands are commonly between $50 

and $90. Kolassa Decl. (DX821) SI 37.

20. Step therapy is another third party payor cost 

savings tool that rejects insurance coverage for a drug until 

the patient attempts unsuccessfully to take a preferred, usually 

less costly, alternative for that drug. Kolassa Decl. (DX821) SI

41.

SA-20

19

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page24 of 211



Case 1:14-CV-07473-RWS Document 80 Filed 12/11/14 Page 21 of 136

21. Finally, third party payors attempt to educate 

patients and doctors about low-cost alternatives to branded 

medications, and occasionally implement programs to incentivize 

doctors and pharmacists to prescribe low-cost drugs. Kolassa 

Decl. (DX821) S1SI 20-21, 28-28.

E. Competition and Regulation

22. The Federal Food, Drug, and Cosmetic Act, 21 

U.S.C. § 301 et seq. ("FDCA"), governs the manufacturing, sale 

and marketing of pharmaceuticals in the United States. Pursuant 

to the FDCA, a company seeking to bring a new drug to market 

must submit a New Drug Application ("NDA") with FDA and provide 

scientific data demonstrating that the drug is safe and 

effective. 21 U.S.C. 355(b)(1). The process for obtaining FDA 

approval of an NDA can be costly and time consuming. Berndt 

Decl. (PX64) 1SI 11-12; Tr. 339:13-18 (Berndt).

23. In 1984, Congress enacted the Drug Price 

Competition and Patent Term Restoration Act of 1984, (the 

"Hatch-Waxman Act"), which was intended to facilitate 

competition from lower-priced generic drugs while also providing 

further incentives for pharmaceutical companies by extending

SA-21
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patent protection. Tr. 338:22-340:18 (Berndt); Berndt Decl.

(PX64) 1 12.

24. By creating benefits, limits, and incentives for 

both generic and branded pharmaceutical manufacturers, the 

Hatch-Waxman Act attempted to balance the competing policy goals 

of encouraging innovation and expediting patient access to less 

expensive versions of branded drugs. Tr. 338:22-340:18 

(Berndt); Berndt Decl. (PX64) SI 12; H.R. Rep. No. 98-857, Pt. 1, 

14-17 (1984) . The Act has been variously characterized as the 

"grand compromise" between pharmaceutical companies with patent 

exclusivity and generic manufacturers and as the "thumb on the 

scales" in favor of generics. Tr. 228:1-12 (Saunders); Tr. 

339:19-22 (Berndt).

25. Under the Hatch-Waxman Act, a company seeking to 

market a generic version of a drug that has an NDA may obtain 

FDA approval by filing an Abbreviated New Drug Application 

("ANDA"), and demonstrating that its generic version is 

"bioequivalent" to the drug that has an NDA. Tr. 338:19-340:9 

(Berndt). By permitting the generic to rely on studies 

submitted by the NDA applicant (the branded drug manufacturer),

SA-22

21

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page26 of 211



Case l:14-cv-07473-RW S Document 80 Filed 12/11/14 Page 23 of 136

the Act reduces development cost and speeds up FDA approval for 

generics. Tr. 339:19-340:9 (Berndt).

26. As part of the legislative compromise underlying 

the Hatch-Waxman Act and its amendments, the Hatch-Waxman Act 

includes several provisions that grant branded drug 

manufacturers opportunities to lengthen their exclusivity period 

beyond the twenty-year term of a patent. The Act allows a 

branded drug manufacturer to seek up to a five-year patent 

extension to compensate for time lost during the FDA regulatory 

process. 35 U.S.C. § 156; Tr. 340:15-340:18 (Berndt); Berndt 

Decl. (PX64) SI 92. In addition, a branded manufacturer may 

obtain an additional six months of "pediatric exclusivity" after 

the expiration of the life of its patent, if the manufacturer 

conducts pediatric studies of its drug that meet certain 

requirements. 35 U.S.C. § 156; 21 U.S.C. § 355a; Berndt Decl. 

(PX64) 1 92. The Hatch-Waxman Act has twin goals: (i) to

encourage generic entry when a branded firm's patent is invalid 

or not infringed; and (ii) to ensure that the branded firm's 

patent exclusivity, as well as the branded product's market 

exclusivity, are appropriately protected. The Hatch-Waxman Act, 

like the patent laws, incentivizes research by helping to 

preserve lawful patent and regulatory monopolies, which allows

SA-23
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branded firms to better recover the upfront costs of their 

innovations, including for drug research and development. AC SI 

17; Cremieux Decl. (PX229) SI 12.

27. State generic substitution laws aim to encourage 

generic drug sales. New York, prior to the Hatch-Waxman Act 

enactment in 1984, enacted drug substitution laws that require a 

pharmacist filling a prescription for a branded drug to 

substitute a less-expensive, therapeutically equivalent generic 

drug, unless a physician directs otherwise. See N.Y. Educ. Law 

§ 6816-a; Tr. 115:8-117:4 (Stitt); Tr. 342:13-343:14 (Berndt); 

Berndt Decl. (PX64) SI SI 45-47; Tr. 222:12-222:25 (Saunders) . 

Eleven other states enacted similar legislation. See Tr. 

467:16-20 (Berndt); Jesse C. Vivian, Generic-Substitution Laws, 

U.S. Pharmacist (DX731) (June 19, 2008) at 3 tbl. 2. There are 

40 additional states that permit generic substitutions. Id.

SA-24

28. State substitution laws operate to facilitate 

lower cost generics because they allow or require a pharmacist 

to provide a patient with a lower-cost generic drug without 

contacting the doctor to change the prescription. Tr. 797:19- 

798:20 (Kolassa). Generics compete on price at the pharmacy and 

take business from higher-priced brands. Tr. 115:8-117:4
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(Stitt); Stitt Decl. (PX122) 1 21; Tr. 342:13-343:24 (Berndt); 

Tr. 897:13-22 (Cremieux). This competition results in reduced 

drug costs for patients and health plans after generic entry and 

still provides patients with the same therapeutic benefits as 

the brand. Tr. 113:16-114:20 (Stitt). An important limitation 

of generic substitution laws is that they generally permit a 

pharmacist to dispense a less-expensive generic drug instead of 

the branded drug only if the FDA approves the generic drug as 

"AB-rated" to the branded drug. Berndt Decl. (PX64) 45-47;

Tr. 342:18-22 (Berndt); Stitt Decl. (PX122) 1 21. To be "AB- 

rated" to a branded drug, the generic drug must not only have 

the same active ingredient, but also the same form, dosage, 

strength, and safety and efficacy profile. Zain Decl. Ex. 5 

(U.S. Food & Drug Admin., Approved Drug Products with 

Therapeutic Equivalence Evaluations, Preface (32d ed. 2012));

Tr. 342:2-12 (Berndt).

29. In permissive substitution jurisdictions, managed 

care organizations and other third party payors encourage 

generic substitution at the pharmacy, such that any 

heterogeneity between mandatory and permissive states is negated 

in practice. Berndt Hr'g 343:11-14 ("And so even though there 

is variability across states in the specifics of state

SA-25
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substitution laws, in practice there is relatively little 

heterogeneity.").

30. Price competition at the pharmacy, facilitated by 

state generic substitution laws, is the principal means by which 

generics are able to compete in the United States. Tr. 409:6-11 

(Berndt); Stitt Decl. (PX122) 1 22 ("[T]he substitution of AB-

rated generic drugs for the branded equivalents, through the

SA-26

applicability of state generic substitution laws, is the only 

method by which generic drugs achieve significant sales.");

353:1-8; 376:12-17 (Berndt).

31. Generic drugs are usually priced substantially 

below their brand-name drug equivalents. According to an FDA 

study using average retail drug prices between 1999 and 2004, 

entry of multiple generic competitors can reduce prices to as 

little as 20% of the branded price—in other words, an 80% 

discount. Tr. 376:12-17 (Berndt).

25
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32. When the branded manufacturer's exclusivity ends 

and multiple generics enter the market, a branded drug often 

loses more than 80-90% of its market share within six months. 

Saunders Dep. 44:8-21; Tr. 802:5-8 (Kolassa), 376:12-17 

(Berndt). Defendants' CEO saw this result of the statutory 

scheme as stacking the deck against Forest. Tr. 202:18-21 

(Saunders) ("[T]he entire healthcare system is designed to 

benefit the generic companies and put up barriers and obstacles 

to the innovative companies, and so that's why you generally see 

the market shift 90/99 percent towards the generics."). This 

tradeoff of longer exclusivity rights for branded manufacturers 

like Forest, in return for quick and effective generic entry 

after loss of exclusivity, is the fundamental premise behind the 

policies and procedures that Congress enacted in the Hatch- 

Waxman Act, and which New York and other states embraced in 

their substitution laws. Berndt Decl. (PX64) f 12-19; Tr. 

339:19-340:18 (Berndt).

33. According to a 2013 study commissioned by the 

Generic Pharmaceutical Association, over the 10-year period from 

2003 through 2012, generic drug use has generated more than $1.2 

trillion in savings to the U.S. health care system by reduction 

in price over the branded drug. Generic Pharm. Ass'n, Generic

SA-27
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Drug Savings in the U.S. (PX8) at 1 (2013). In 2012, generic 

drugs saved the health system $217 billion. Id. Once patent 

exclusivity is lost, and generic entry occurs, the brand name 

manufacturer can expect a sharp drop in revenue, as it must 

choose between either competing by significantly lowering prices 

or accepting dramatically lower sales volume. This sharp drop 

in revenue has been referred to in this litigation and in the 

industry as the "patent cliff." Tr. 192:18-193:1 (Saunders), 

386:2-11 (Berndt).

34. This AB-rated requirement, while intended to 

ensure therapeutic equivalence to the branded drug, provides an 

opportunity for branded manufacturers to game the system through 

a practice termed "product hopping." Tr. 453:19-454:12 

(Berndt). For a drug that is about to go-off the "patent 

cliff," the drug manufacturer develops a "follow-on" version of 

the drug with a later patent expiration, and encourages patients 

and their physicians to switch to the new version. See Berndt 

Decl. (PX64) SI 41. As found above, the generic of the original 

version of the drug will not be "AB-rated" to the follow-on 

branded drug. Thus, if physicians write prescriptions for the 

follow-on version instead of the original, the generic entry is 

not dispensed even if, in practice, the cost savings offered by

SA-28
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the generic may outweigh any advantage offered by the new 

version of the branded drug.

35. Sometimes, these follow-on drugs may be better 

than the original version. Tr. 456:19-457:12 (Berndt). In 

other instances, the new drugs offer little to no therapeutic 

advantage over the prior formulation, and the reformulation is 

merely an attempt to manipulate the regulatory system and 

interfere with effective price competition between branded and 

generic drugs at the pharmacy. Tr. 453:19-454:12 (Berndt).

36. A branded manufacturer may use various tactics to 

encourage physicians and patients to switch to its new follow-on 

drug. Typically, the company will aggressively promote the 

follow-on drug and remove marketing effort behind the original 

drug, what has been termed a "soft switch." Berndt Decl. (PX64) 

SI 41; Tr. 221:5-9 (Saunders) . A brand manufacturer that has 

successfully achieved a switch to a follow-on product can expect 

that most "switched" patients will not make a second switch back 

to the original product. Tr. 374:1-22 (Berndt).

III. The Development of the Namenda Franchise

SA-29
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A. The Success of Namenda IR

37. In June 2000, Forest obtained an exclusive 

license to U.S. Patent No. 5,061,703 held by Germany's Merz 

Pharma GmbH & Co. KGaA. In December 2002, Forest submitted an 

NDA to the FDA, seeking approval to market memantine HCL tablets 

(5mg and lOmg) branded as "Namenda" for the treatment of 

Alzheimer's. U.S. Food & Drug Admin., NDA 21-487 Approval 

Letter (DX782) (Oct. 16, 2003) .

38. On October 16, 2003, the FDA approved Namenda

Instant Release Tablets ("Namenda" or "Namenda IR") for the

treatment of moderate-to-severe Alzheimer's disease. FDA

Approval Letter, Application No. 21-487 from Robert Temple,

Dir., Office of Drug Evaluation I, Ctr. for Drug Evaluation &

Research, to Doreen V. Morgan, Forest Labs., Inc. (PX10) (Oct.

16, 2003). Forest brought Namenda IR to market in January of

2004. Press Release, Forest Labs., Inc., Namenda(TM) (memantine

HC1), First Drug Approved For Treatment of Moderate to Severe

Alzheimer's Disease Now Available Nationwide (PX11) (Jan. 13,

2004). Forest sought and received a five-year patent extension

as compensation for the time spent obtaining FDA approval for

Namenda tablets. 35 U.S.C. § 156; Tr. 340:15-340:18 (Berndt);

Berndt Decl. (PX64) 1 92. As a result, Forest's main patent for

SA-30
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Namenda IR, the '703 patent, expires on April 11, 2015. U.S. 

Patent and Trademark Office, Patent Term Extensions (PX12).

39. At the time of the launch of Namenda IR tablets 

in January 2004, Namenda IR was the first and only medication 

approved for patients with moderate-to-severe Alzheimer's 

disease. See Tr. 124:21-125:09 (Stitt). Clinical trials 

established that Namenda IR is both safe and efficacious as a 

monotherapy. Reisberg Dep. 156:19-157:19, 196:12-199:20 

(discussing the studies); Press Release, Forest Labs.,

Namenda(TM) (memantine HC1) , First Drug Approved for Treatment 

of Moderate to Severe Alzheimer's Disease Now Available 

Nationwide (DX484) (Jan. 13, 2004). Leading Alzheimer's experts 

confirm the salutary effect Namenda has made in the everyday 

lives of Alzheimer's patients. See Reisberg Decl. (PX352) SI 24; 

Rovner Decl. (PX358) SI 39. Alzheimer's patients taking Namenda 

more easily perform "common activities of daily living such as 

eating, walking, toileting, bathing, and dressing." Press 

Release, Forest Labs., Namenda(TM) (memantine HC1), First Drug 

Approved for Treatment of Moderate to Severe Alzheimer's Disease 

Now Available Nationwide (DX484) (Jan. 13, 2004) . Namenda IR is 

administered twice a day. Lah Dep. 191:4-6.

SA-31
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40. In 2005, Forest introduced a liquid form of 

Namenda IR (often referred to as an "oral solution") for 

patients who have difficulty swallowing tablets, although any 

Namenda patient can take it. Meury Decl. (DX720) SI 7; Lah Decl. 

(PX85) SI 13; Lah Dep. (DX487) 192:10-13; see also Jacobs Dep. 

104:23-105:9 (CD Ex. 41); Rovner Dep. 210:2-13 (CD Ex. 28); 

Reisberg Dep. 117:5-118:6; Solomon Decl. (DX718) SI 6. Namenda 

IR oral solution is an immediate-release product that has the 

same active ingredient as Namenda IR tablets and is as effective 

as the tablets. See Lah Dep. (DX487) 186:16-25, 191:4-23, 

284:8:14. The oral solution originally was covered by the same 

FDA-approved label as the tablets. Namenda Package Insert 

(DX456) (Oct. 2013); Lah Dep. (DX487) 284:15-22. As of August 

2014, the tablets and the oral solution are covered under 

separate labels. See Namenda Oral Solution Package Insert (Aug. 

2014) (CD Ex. 47). Like Namenda IR tablets, the oral solution 

should be administered twice a day. Lah Dep. (DX487) 191:4-6;

Jacobs Decl. (CD Ex. 11) SI 25; Ferris Decl. (CD Ex. 20) SI 15; 

Kohrman Decl. (CD Ex. 15) SI 21; Reisberg Decl. (CD Ex. 13) SI 25; 

Rovner Decl. (CD Ex. 18) SI 31; Meury Decl. (DX720) SI 9; Solomon 

Decl. (CD Ex. 16) SI 7 .

SA-32
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41. In 2009 and 2010, Forest, as a resolution of 

patent litigation, entered into licensing agreements with ten 

generic competitors allowing for the sale of generic memantine 

("generic Namenda" or "generic IR") tablets on July 11, 2015, 

three months before Forest's exclusivity ends, or earlier in 

certain circumstances. See also Solomon Decl. (DX718) SIS! 13-14; 

Press Release, Forest Labs., Forest and Merz Pharma GmbH & Co. 

KGaA Settle Namenda IR Patent Litigation (DX781) (July 22,

2010). Five generic manufacturers have obtained and currently 

maintain tentative approval from the FDA to market their generic 

versions of Namenda IR tablets as early as July 11, 2015.

Solomon Decl. (DX718) SI 14. Seven more generic competitors may 

begin selling their generic versions of generic Namenda IR 

tablets as early as October 11, 2015. Solomon Decl. (DX718) SI

16.

42. In 2009, Forest began a large program to evaluate 

whether memantine could be approved to treat pediatric autism at 

the FDA's "official request," known as a "Pediatric Written 

Request" ("PWR") . Taglietti Decl. SI SI 25-26; Taglietti Dep. (CD 

Ex. 42) 235:8-236:19; Solomon Dep. (CD Ex. 39) 227:20-237:8 

(explaining full background of autism studies). On June 18, 

2014, Forest announced that FDA had granted its request for
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pediatric exclusivity, extending Forest's exclusivity rights for 

another six months. Press Release, Forest Labs., Inc., Forest 

Obtains Six Months U.S. Pediatric Exclusivity for Namenda R and 

Namenda XR (PX13) (June 18, 2014). This extended the patent 

exclusivity to October 11, 2015. Solomon Decl. (DX16) SI 15.

43. Forest invested almost $70 million in support of 

clinical studies for the treatment of pediatric autism.

Taglietti Decl. (DX303) SI 25; Saunders Dep. (CD Ex. 38) 318:13-

17. At that time, it was the "largest study ever done on 

autistic patients." Taglietti Dep. (CD Ex. 42) 237:3-7. In 

designing and running these clinical studies for pediatric 

autism, Forest "developed for the first time a network of over 

185 clinical study sites for autism that had never existed 

before." Taglietti Decl. (DX303) SI 28.

44. Sales of Namenda IR for 2013 have exceeded $1.5 

billion and 2012 had similar results. Kolassa Decl. (DX821) SI 

5; Nikhil Nayak email re: FW: Namenda Manager's Meeting Draft 

Script (PX70) at FRX-NY-01634297.

B. Introduction of Namenda XR And Its Place In The 
Franchise

SA-34
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45. Between 2006 and 2014, Forest invested 

approximately in R&D for an improved version of

Namenda: a once-daily extended release capsule called Namenda

XR. Meury Decl. (DX720) SI SI 5, 8. All currently marketed

symptomatic treatments for Alzheimer's disease had already moved 

to once-a-day treatments before the introduction of Namenda XR. 

Ferris Dep. 107:16-109:9; Reisberg Dep. 165:23-166:8.

46. As Dr. Reisberg testified:

[Tjhere is an exponential difference between being 
able to take a medicine once daily versus twice daily.
And I think all of us have taken medications know
this, that it's much easier to take a medicine once a
day than twice a day. But these differences become 
very much compounded for my patients. So persons with 
Alzheimer's disease are frequently older, and older 
people take more medications than younger people. And 
persons with memory problems have difficulty taking 
medication.

Reisberg Hr'g 727:6-728:8; Reisberg Dep. 136:5-137:8. All 

Defendants' medical experts echoed Dr. Reisberg's statements. 

Kohrman Hr'g 740:1-9; Rovner Dep. 271:16-25; Ferris Dep. 317:17- 

318:11; Jacobs Dep. 217:20-219:15. Fewer pills generally lead 

to greater compliance with treatment. Lah Hr'g 95:5-7; Lah Dep. 

137:13-138:24; Kohrman Decl. (PX315) SI31 3, 24-28 (once-daily 

dosing increases compliance); Reisberg Decl. (PX352) SSI 30-31;

SA-35

34

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page39 of 211



Case l:14-cv-07473-RW S Document 80 Filed 12/11/14 Page 36 of 136

Rovner Decl. (PX358) SI 37; Ferris Dep. 112:8-10; Jacobs Dep.

218 :24-220:16.

47. "Many controlled clinical trials have also shown 

that 'extended-release agents are associated with improved 

tolerability, greater patient adherence to treatment, reduced 

total treatment costs, and better long-term clinical outcomes.'" 

Cremieux (PX229) SI 18. Some Alzheimer's disease patients 

experience "sundowning," which is the "tendency for some 

patients with Alzheimer's disease to become more confused, 

anxious, paranoid, [and] restless later in the day than earlier 

in the day." Rovner Dep. 245:8-14; Kohrman Hr'g 740:3-9; 

Polivka-West Dep. 120:10-121:6. As Dr. Lah testified, 

"sundowning may lead to agitation" which "may make it more 

difficult to get the patient the medication they need." Lah 

Hr'g 98:18-99:2; Lah Dep. 173:16-18; see also Rovner Dep. 

247:21-248:2 (reporting that half of his sundowning patients 

have trouble taking medication at night); Rovner Decl. (PX358)

SI SI 41-42; Ferris Decl. (PX276) SI 41; Hausman Hr'g 714:13-15 

(acknowledging caregiver burden and difficulties associated with 

getting patients to take a drug in the afternoon).
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48. Forest is the sole owner (through its subsidiary) 

or exclusive licensee of all patents covering Namenda XR listed 

in the Orange Book. See Food & Drug Admin., Orange Book: 

Approved Drug Products with Therapeutic Equivalence Functions 

(DX388) (2014). The FDA approved once-daily Namenda XR in June

2010. Meury IH Tr. (DX488) 160:22-24; Taglietti Dep. 166:20-22

(CD Ex. 42). The patents that cover Namenda XR expire in 2029, 

several years after those covering the original Namenda IR. Tr. 

598:21-599:1 (Meury); U.S. Food & Drug Admin., Orange Book:

SA-37

Approve Drug Products with Therapeutic Equivalence Evaluations 

(PX18). Forest is in litigation with potential generic

Tr. 203:8-23 (Saunders).

49. In the summer of 2011, Forest worked with market 

research firm GfK Healthcare to learn more about caregiver 

burdens and preferences and obtain caregiver feedback regarding 

Namenda and a potential Namenda XR combination therapy. GfK 

Healthcare, 2011 Alzheimer's Disease Caregiver Study (CD Ex. 4) 

(Aug. 15, 2011). In late 2012, GfK surveyed physicians on 

behalf of Forest, in part, to gauge awareness of the upcoming 

Namenda XR. GfK Healthcare, 2012 Alzheimer's Disease Physician

36

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page41 of 211



Case l:14-cv-07473-RW S Document 80 Filed 12/11/14 Page 38 of 136

Study (CD Ex. 3) (Dec. 20, 2012). Forest conducted further 

research in the spring of 2013. GfK Healthcare, Namenda 

Caregiver Research, Final Presentation (DX496) (May 2013) .

50. In the 2013 survey, caregivers reported that they 

viewed Namenda XR as a "meaningful and welcome improvement" over 

the twice-a-day Namenda IR tablets. Id. at 6, 33 (emphasis 

added). Eighty percent of caregivers interviewed responded that 

they were likely to ask the patients' physicians about Namenda 

XR. Id. at 33.

51. Defendants obtained survey results that 90% of 

physicians support the switch from Namenda IR to Namenda XR.

Tr. 34:18-22 (showing slide and citing 93% approval for 

discontinuation plan in opening statement). However, the 90% 

figure is based on a single question that sought a rating from 1 

to 10, but first instructed the physicians to assume caregiver 

and patient satisfaction. Tr. 505:7-506:17. Other open-ended 

questions indicate that some doctors were outraged by the forced 

switch scheme. Tr. 513:17-18.

52. Forest did not bring Namenda XR to market until

July 21, 2013. FDA Approval Letter, Application No. 22-525 from

Russell Katz Dir., Div. of Neurology Prods., Office of Drug
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Evaluation I, Ctr. for Drug Evaluation & Research, to Michael P. 

Niebo, Forest Labs., Inc. (PX20) (June 21, 2010); Press Release, 

Forest Labs., Inc., Forest Announces U.S. Availability of New 

Once-Daily NAMENDA XR (PX21) (June 13, 2013). At that time, 

generic competition for Namenda IR was imminent, and Namenda XR 

was needed to accomplish the product extension strategy to 

protect its share of the market.

53. Forest spent approximately educating 

patients, caregivers, health care providers, and pharmacists 

about Namenda XR, including Namenda XR's benefits and FDA- 

approved instructions for transitioning from Namenda IR to 

Namenda XR. Namenda XR Package Insert § 2.2 (Sept. 2014)

(DX368); Meury Decl. SI 10 (DX720); Hausman Decl. SI 22 (PX287). 

After launching Namenda XR, Forest sold Namenda IR tablets, IR 

oral solution, and Namenda XR capsules concurrently. Taglietti 

Decl. SI 29 (DX303) .

54. Namenda XR has the same therapeutic effect as 

Namenda IR but because of its one-a-day dosage it can reduce 

costs based on the number of pills administered by a caregiver, 

the time expended in pill administration. Tr. 59:12-13 (Lah).
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55. Defendants are in the process of developing 

and/or marketing another future product, a Fixed Dose 

Combination ("FDC"), that combines Namenda XR with donepezil, 

the once-a-day Cl, in one pill. Meury Decl. (DX720) SI 9; see 

Taglietti Decl. (DX303) SISI 17-20; Meury Dep. 26:24-27:2. 

Defendants are currently seeking FDA approval for the FDC 

product. Saunders Hr'g 272:23-273:3.

IV. Defendants Have Monopoly Power

A. Medical Practice Demonstrates Memantine Is Its Own Market

56. In practice, doctors commonly prescribe a Cl in 

the early stage of the disease. Tr. 54:12-18 (Lah); Tr. 732:21- 

733:4 (Reisberg). Namenda is prescribed in the moderate-to- 

severe stages, in addition to the Cl, or alone if CIs cannot be 

tolerated due to side effects. Lah Decl. (PX85) SI 9; Tr. 54:19- 

55:1 (Lah); Tr. 732:21-733:4 (Reisberg); Tr. 760:1-6, 760:16-24 

(Kohrman); Jacobs Dep. 92:14-93:10; 102:6-19 (explaining that 

all patients who clinically qualify to take a Cl are prescribed 

one unless they have side effects, and explaining the 

differences between the functions of memantine and CIs); Jacobs
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Dep. 102:6-19 ("[T]he cholinesterase inhibitor will be most 

effective when there is cholinergic deficiency at the same time 

that there is neurons around to utilize the return of 

acetylcholine and . . . memantine will be more effective any

time the brain cells are leaking calcium"); Rovner Dep. 68:25- 

69:11 ("Q. They complement one another, would you say? A. They

work in different ways, and tackle the problem from different 

directions, but they all have the same focus. Q. So they work 

with differing mechanisms? A. That's right."); see also 

"Namenda Franchise Business Plan" (PX68) at FRX-NY-01648216 ("As 

Aricept is indicated for mild patients it is usually initiated 

first. Namenda is usually added when the patient progresses to 

the moderate stage of the disease . . . .") .

57. Namenda IR is not indicated for use with mild- 

stage Alzheimer's Disease patients. FDA "Highlights of 

Prescribing Information (PX109) (Sept. 2014). Using Namenda for 

early Alzheimer's patients has little clinical support. Press 

Release, Forest Labs., Inc., Forest Laboratories Announces FDA 

Decision on Supplemental New Drug Application for Namenda®

(PX43) (Jul. 25, 2005).
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58. Doctors do not consider CIs to be reasonable 

substitutes for Namenda. Tr. 63:18-64:1 (Lah); Lah Decl. (PX85) 

1 7 ("To the best of my knowledge, there are not therapeutic 

substitutes for Namenda currently on the market"), SI 10 ("Almost 

all of my patients who take Namenda also take a Cl. The two 

drugs are not interchangeable; rather, they seem to have the 

greatest beneficial effect when they are used together"); Tr. 

760:15-24 (Kohrman) ("[I]n the mild stage of the disease the 

typical way of approaching this is that . . .  I will prescribe a 

cholinesterase inhibitor, calling it a Cl . . . and if they

progress into the moderate or moderate to severe stage, at that 

point continuing the cholinesterase inhibitor, I will add 

Namenda to that regimen"); Jacobs Dep. 106:7-23 ("I . . . start

with a cholinesterase inhibitor, because I am usually seeing 

them earlier in the phase of their dementia syndrome, and then 

try to get them on both drugs because that's two different types 

of good band-aids to help them think better.").

59. Doctors do not switch patients from Namenda to a 

more affordable Cl because they are not substitutes for one 

another. Tr. 63:18-64:1 (Lah) ("Q. Did you consider switching 

your patients on Namenda IR to a cholinesterase inhibitor? A. 

No. Q. Why not? A. That wouldn't make any sense. Q. Why not?
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A. The drugs very different. So Namenda works by an entirely 

different mechanism than any of the cholinesterase inhibitors, 

so they're not equivalent drugs.")

60. Instead, the two classes of drugs are 

complements: 70% of Namenda patients also take an ACI. Tr. 

609:9-19 (Meury); Namenda Franchise Business Plan (PX24) at FRX- 

NY-01686842; Forest Laboratories Management Discusses Q2 2014 

Results, Earnings Call Transcript at 4 (PX485); Jennifer Rinaldo 

email re: Namenda and Carip Business Reviews (PX68) at FRX-NY- 

01648216; Tr. 883:11-14 (Cremieux).

61. Even in instances where memantine is prescribed 

without a Cl, i.e., as a monotherapy, it is the severity of the 

CIs' side-effects that eliminates that class of drugs altogether 

as a viable therapy. Lah Decl. (PX85) 1 9; Tr. 54:19-55:1 

(Lah); Tr. 732:21-733:4 (Reisberg); Tr. 760:1-6, 760:16-24 

(Kohrman); Jacobs Dep. 92:14-93:10, 102:6-19.

62. Thus, whether prescribed alongside CIs or as a 

monotherapy, medical practice establishes that memantine is not 

a substitute for CIs.
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B. Empirical Analysis Demonstrates Memantine Is Its Own 
Market

63. The economic evidence also establishes that CIs 

are not reasonable substitutes for Namenda. Tr. 346:16-348:8; 

351:17-20: 352:3-5; Tr. 358:16-20 (Berndt); Berndt Decl. (PX64)

23-28; Tr. 359:15-361:2 (Berndt) (discussing PX331).

64. Dr. Berndt's study of the cross elasticity of 

demand between Namenda IR and a generic form of one of the CIs, 

donepezil, demonstrated little to no switching from Namenda to 

donepezil when the relative price of donepezil fell. Tr. 351:3 

20 (Berndt); Tr. 346:16-351:15; 351:25-6; 352:7-22 (Berndt); 

Berndt Decl. SI SI 29-32. This pattern continued for a number of 

years after the relative drop in donepezil's price, in fact 

memantine's demand slightly increased following the donepezil 

relative price reduction, suggesting the two medications are 

complements rather than substitutes. Tr. 355:14-356:4 (Berndt) 

This finding establishes a low cross elasticity of demand 

between the two drugs, and supports the State's contention that 

memantine and CIs do not comprise one market of competing 

Alzheimer's drugs.

65. Dr. Cremieux's, Defendants' expert's, conclusion

that cross elasticity of demand between memantine and donepezil
43
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was substantial is not as persuasive as Dr. Berndt's. Dr. 

Cremieux's conclusions were based on a data sample of 

approximately less than 600 prescriptions from one employer.

Tr. 362:11-363:11 (Berndt). By contrast, Dr. Berndt's 

conclusion was based upon the behavior of multiple payors, 

representing over one million prescriptions pulled from the 

entire U.S. market. Tr. 362:11-363:11 (Berndt). Moreover, Dr. 

Cremieux's dataset reflected changes to patients' copayments 

alone, while Dr. Berndt's data included both health plan and 

patient costs. Tr. 367:10-9 (Berndt).

66. Dr. Cremieux's other principal analysis is based

upon a 2013 Forest study documenting "reversals," i.e., where a

Namenda XR patient does not fill his prescription, and

"rejections," i.e., where a Namenda XR patient's insurance

company refuses to pay for Namenda XR. See DX093; Cremieux Dep

165:15-168. Patient reversals are not useful proxies for

substitutability. Substitutability assumes that changes in

relative price result in changes in demand. Reversals in this

data set, on the other hand, do not control for other non-price

factors that may affect a patient's decision to refuse XR, such

as an increase in negative side-effects when switching from CIs

to memantine. Payor rejections are likewise ill-suited to a

substitutability analysis. Defendants study shows that of
44
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those Namenda XR prescriptions that were rejected by payors were

the Namenda XR is equivalent to a highly significant price 

increase on that drug since the patient sees his effective price 

shift from the co-payment to the full retail price of the drug. 

Therefore, the ratio of the two, the cross-elasticity, is too 

small to demonstrate substitutability.

67. To the extent that Dr. Berndt's and Dr.

Cremieux's cross elasticity of demand analyses conflict, Dr. 

Berndt's relatively data-rich analysis is more credible.

C. Defendants' Business Strategy Demonstrates Memantine Is 
Its Own Market

68. In addition to medical practice and empirical

evidence, Defendants' own withdrawal strategy illustrates that

CIs are not substitutes for NMDA receptor antagonists such as

Namenda IR. If they were, Forest's withdrawal of Namenda IR
45
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from the market would drive Namenda patients to CIs, many of 

which are much less expensive than Namenda XR. Indeed, it is 

the complementary nature of CIs and memantine that gives 

Defendants' FDC product a comparative advantage. Meury Hr'g 

566:4-23; see also Hausman Hr'g 664:11-665:6. Meury Decl. SI 9 

(DX720); see Taglietti SI SI 17-20 (DX303) ; Meury Dep. 26:24-27:2. 

Defendants are experienced producers in the market that have 

premised their Namenda IR strategy on the absence of substitutes 

for memantine. Defendants' studies predict that approximately 

^flor more of Namenda IR patients will switch to Namenda XR as 

a result of the intended discontinuation. Presentation titled 

"Namenda IR & XR Conversion Plan" (PX31). In January 2013, a 

Forest employee expressed confidence that discontinuing Namenda 

would likely be successful because, unlike other attempts to 

pursue similar product extension strategies, "there are no 

alternatives" to Namenda—"although of course patients could 

simply stop taking the drug." Presentation titled "Namenda IR & 

XR Conversion Plan" (PX31) at FRX-NY-01575875. This was so, 

even though donepezil (the generic version of Aricept) has been 

and continues to be priced significantly lower than Namenda XR. 

Tr. 892:8-25 (Cremieux).

SA-47

46

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page51 of 211



Case l:14-cv-07473-RW S Document 80 Filed 12/11/14 Page 48 of 136

69. Accordingly, NMDA receptor antagonists, including 

Namenda IR, Namenda XR, and any future AB-rated generics that 

may enter constitute the relevant product market ("memantine 

market") . Tr. 336:14-16 (Berndt) . Defendants currently have 

all of the sales in that market. Tr. 344:9-19 (Berndt).

Patents and other regulatory requirements presently prevent 

potential competitors from entering that market.

70. There is no dispute that the relevant geographic 

market is the United States.

V. Forest's Anti-Competitive Conduct

A. Defendants Strategies to Avoid the Patent Cliff

71. If Defendants maintain the status quo with 

respect to IR sales and distribution, generic memantine will 

have about 80% of the total memantine market within three months 

and 90% after twelve. Berndt Decl. (PX064) SI 63.

72. By Fall 2012, Forest was considering ways to 

convert patients from IR to XR prior to the availability of 

generic memantine. PX14-PX17. Forest emphasized the importance
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of switching patients from Namenda IR to Namenda XR in internal 

documents, sales training, and public statements. In June of 

2013, for example, an executive made a speech at a Namenda XR 

launch event:

Our mission is to convert to Namenda XR and lift the 
franchise as a result of increased sales calls and 
combination therapy usage . . . .  Make no mistake 
about it, this is a sprint. We need to convert as 
much IR business to Namenda XR as quickly as possible.

PX22 (Speech from Namenda XR launch event, June 2013) at FRX-NY- 

01573603-04. Another executive wrote in a draft speech:

[T]he core of our brand strategy with XR is to convert 
our existing IR business to Namenda XR as fast as we 
can and also gain new starts for Namenda XR. We need 
to transition volume to XR to protect our Namenda 
revenue from generic penetration in 2015 when we lose 
IR patent exclusivity.

PX23 at FRX-NY-01574 212.

73. In June 2013, Forest's senior marketing 

executives considered two alternatives to the typical soft 

switch approach described above: completely discontinuing 

Namenda IR; or "technically" leaving the drug on the market, but 

severely restricting patient access with "limited distribution." 

Presentation titled "Namenda IR & XR Conversion Plan" (PX31).
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74. In a presentation attached to a June 26, 2013 

email between two of Defendants' executives dated, the author 

notes that, with respect to Forest's conversion strategy, 

"[e]ither [a withdrawal or limited distribution] approach is 

unprecedented . . . [we] would be operating in uncharted

territory." Namenda IR + XR Conversion Project (PX32) at slide 

4. The presentation also notes that "Prescribers, patients, 

caregivers may be confused or dissatisfied with either 

withdrawal or limited distribution scenario and may choose to 

discontinue Namenda treatment." Namenda IR + XR Conversion 

Project (PX32) at slide 4; see also PX14; Tr. 183:22-184:17 

(Stitt) (describing differences between the Namenda IR hard 

switch and prior situations where there were substitutes for the 

discontinued drug: "So the unique thing here I think is that 

there's really no place for prescribers to, to go with a drug to 

treat that condition.").

75. On October 18, 2013, a Forest executive emailed 

his colleagues, announcing the decision to withdraw Namenda from 

the market: "Dear all: Forest has made the decision to 

discontinue sales of Namenda IR and transition all patients to 

Namenda XR." Saunders testified that he made the decision. Tr.
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262:18-23 (Saunders). By doing the hard switch, Forest hoped to 

hold on to a large share of its base instead of losing them to 

competition. Tr. 219:12-16 (Saunders).

76. In a January earnings call, Saunders explained 

that the purpose of the hard switch was to protect the company's 

Namenda revenues from declining too quickly after generic entry 

and the ensuing "patent cliff":

[I]f we do the hard switch and we convert 
patients and caregivers to once-a-day therapy 
versus twice a day, it's very difficult for the 
generics then to reverse-commute back, at least 
with the existing Rxs. They don't have the sales 
force. They don't have the capabilities to go do 
that. It doesn't mean that it can't happen, it 
just becomes very difficult and is an obstacle 
that will allow us to, I think, again go into to 
a slow decline versus a complete cliff.

Tr. Of Jan. 21, 2014 earnings call, annexed to Zain Decl. as Ex.

77. On February 14, 2014, Forest began the "forced

switch" by publicly announcing that Namenda IR tablets would be

discontinued on August 15, 2014. Press Release, Forest Labs.,

Inc., Forest Laboratories to Discontinue Namenda Tablets, Focus

on Once-Daily Namenda XR (Feb. 14, 2014), annexed to Zain Decl.

as Ex. 33. That same day, Forest notified the FDA that it would
50
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"be discontinuing the sale of Namenda Tablets effective 

August 15, 2014." Zain Decl. Ex. 34. Forest also published 

open letters to physicians and caregivers on its website 

announcing its plans to discontinue Namenda IR and urging 

caregivers to speak with their loved ones' "healthcare 

provider[s] as soon as possible to discuss switching to Namenda 

XR." Patrick Boen letter to healthcare providers (PX37).

78. Forest's announcements of its plans for 

discontinuance were made to alert physicians and patients that 

Forest would be discontinuing IR so they could take appropriate 

actions. Tr. 616: 18-20 (Meury). Physicians interpreted the 

announcement as a warning to switch their patients from Namenda 

IR to Namenda XR. Tr. 61:8-19 (Lah) (viewing the announcement 

as forcing a "wholesale switch" of patients from Namenda IR to 

Namenda XR).

79. In its Form 10-K filing with the Securities and 

Exchange Commission for fiscal year 2013 (ending March 31,

2014), Forest made representations that it would discontinue 

Namenda IR on August 15, 2014. In Item 7, which relates to 

"Management's Discussion and Analysis of Financial Condition and 

Results of Operations," Forest's 10-K reads: "In February 2014,
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the Company announced that it would discontinue the sale of 

Namenda tablets effective August 15, 2014."

80. Forest sought to convert the drug's largest 

customer base, Medicare patients, from XR to IR by having the 

CMS remove IR from its FRF. On Feb. 5, 2014, a Forest employee 

wrote an email to the Defendants' Executive Vice President for 

Sales stating:

I propose that we have a letter to CMS and also 
place a call to the agency. We need to ask CMS 
to REMOVE [Namenda] IR from the Formulary 
Reference File. That way, the plans won't see it 
when they create their own formularies.

Decl. Ex. 39 at FRX-NY-01596407. The letter was approved and 

sent. Amanda Seef-Charny email re: FW: Forest Laboratories to 

Discontinue Namenda® Tablets, Focus Once-Daily Namenda XR® 

(PX39). Defendants' expert pharmaceutical consultant witness 

testified that she has never in her consulting experience heard 

of a company sending such a letter. Edgar Hr'g 63:24-25. If 

the drug is not on the FRF, health plans are less likely to 

include it in their formularies and, thus, health plans may not 

cover Namenda tablets starting in January 2015. Stitt Decl.

(PX122) if 29-31.

SA-53
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SA-54

81. As Forest sought to accomplish the switch from IR 

to XR, Forest executives began to express concerns that their 

efforts would be insufficient to switch a high enough number of 

patients from Namenda IR to Namenda XR prior to the market entry 

of generic memantine. William Meury email re: Namenda XR Weekly 

Performance Tracker - WE 8-9-13 (PX28) at FRX-NY-01618169-70.

82. Patients and their physicians are reluctant to 

switch from Namenda IR to Namenda XR. Lah Decl. (PX85) 81 SI 11, 

22, 25. The benefits of a switch from Namenda IR to Namenda XR 

are often marginal. Tr. 58:5-15 (Lah); Lah Decl. (PX85) T 15 

("In my experience, compliance has not been a problem. A twice- 

daily regimen is easy to follow . . . ."). No studies have been

done to show that Namenda XR is more effective than Namenda IR. 

Taglietti Dep. 181:7-16, 211:22-212:7. Being able to take 

Namenda once a day instead of twice, is not a significant 

benefit for patients already taking other twice-daily 

medications. Lah Decl. (PX85) TT 15, 22.

83. According to Polivka-West, most Alzheimer's 

patients are in a long-term care facility (Tr. 626:6-13)
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(Polivka-West), and that the average patient in a long-term care 

facility takes nine pills per day. Tr. 641:5-22 (Polivka-West). 

She also testified that long-term care facilities generally 

dispense pills three times a day. Tr. 640:4-6 (Polivka-West). 

Thus, a patient that switches from Namenda IR to Namenda XR 

might go from nine pills a day to eight pills a day, Tr. 642:5-8 

(Polivka-West) , and given that pills are dispensed three times a 

day, it is possible that the patient is still going to have to 

take pills multiple times per day. Tr. 642:9-12 (Polivka-West).

84. Only half of all patients are willing to pay more 

money out-of-pocket to reduce their pill burden by half (e.g. 

going from eight pills per day to four). Tr. 642:13-643:17 

(Polivka-West) & Pill Burden in Hypertensive Patients Treated 

with Single-Pill Combination Therapy: An Observational Study 

(PX349) at 414.

85. For some patients (and their physicians), the 

benefits of the change to Namenda XR are outweighed by the risks 

of changing the medical routine of a highly vulnerable patient. 

As Dr. Lah explained:

For Alzheimer's patients, stability is key: this is a 
very vulnerable group of patients. Any small change

SA-55
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in medication raises the risk of an adverse effect.
As Namenda is typically prescribed in the mid to later 
phases of Alzheimer's disease, the patients taking 
Namenda are at a stage in the disease when they are 
especially vulnerable. Even a small change in a 
patient's condition can require him or her to be moved 
to a care facility.

PX85 (Lah Decl.) SI 24; PX64 (Berndt Decl.) SI 84 (discussing 

reasons why twice-daily Namenda may be preferred by some 

patients).

86. Given the potential risks, without studies that 

show that a new medication has meaningful benefits over a 

patient's current medication, physicians frequently will not 

switch an Alzheimer's patient from a medicine on which the 

patient is doing well. Tr. 58:5-15 (Lah); Lah Decl. (PX85) SI 

25; Rovner Dep. 106:18-25, Oct. 29, 2014 ("Q. And if the 

caregiver said I would rather just keep my husband or wife on 

the medication they're taking, they seem to be doing fine, what 

would you do? A. I would go along with that.").

87. As a result, despite aggressive marketing and 

pricing practices typical of a soft switch, Forest forecasted in 

late 2013 that only about of patients using Namenda IR 

tablets could be voluntarily converted to Namenda XR prior to 

availability of generic Namenda IR. William Meury email re:

SA-56
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Namenda Financials (PX29) at FRX-NY-01566763. If physicians and 

patients had the choice, many would stay on the original 

formulation. As one Forest executive stated, "I could see 

doctors just being apathetic about it and if patient is fine and 

not complaining of any issues, why switch?" William Meury email 

re: Namenda XR Weekly Performance Tracker - WE 8-9-13 (PX28) at

FRX-NY-01618168.

88. For Forest's plan to avoid the "patent cliff" to 

be successful Forest had to switch large numbers of patients 

from Namenda IR to Namenda XR. Tr. 412:15-20 (Berndt); Berndt 

Decl. (PX64) SISI 76, 79. Forest also realized that, to be 

successful, its product switch had to be accomplished before 

less expensive generic versions of Namenda IR tablets became 

available in the market. Transcript of Forest Earnings Call, 

January 17, 2014 (PX3) at FRX-NY-01642564 (Saunders: "IR will go

generic in July of 2015. And so the sweet spot for a [Namenda] 

switch would be in the fall [of 2014]"). Once generic memantine 

became available, generic and branded Namenda IR would be AB 

substitutable at the pharmacy, and most patients with 

prescriptions for Namenda IR would likely switch to generic 

memantine instead of Namenda XR. Tr. 375:21-376:5 (Berndt).
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89. If, however, Forest could get patients, 

physicians, and insurers to switch to Namenda XR before the 

entry of generic memantine, Forest would be able to prevent 

manufacturers of generic Namenda IR from effectively competing 

for those patients. Generic memantine tablets would not be AB- 

substitutable for Namenda XR under state substitution laws. A 

pharmacist would have to call the prescribing physician in order 

to substitute lower-priced generic memantine for branded Namenda 

XR. Stitt Decl. (PX122) f 38; Tr. 409:9-23 (Berndt).

90. Forest gave priority to converting patients from 

Namenda IR to Namenda XR as quickly as possible. In Defendants' 

CEO's words, "I think our view is that what we're trying to do 

is make a cliff disappear." Tr. 197:5-22. It was one of the 

three key elements in its strategy to protect the Namenda 

franchise sales stream. Tr. 201:9-18 (Saunders); Transcript of 

Forest Earnings Call, January 17, 2014 (PX3) at 8; Namenda

Transition PowerPoint presentation, Dec. 2013 (PX363).

91. Forest's CEO stated during a January analyst 

call: "We're very focused on our Namenda conversion . . .  if you 

kind of look at the timing of IR, IR will go generic in July of 

2015. And so the sweet spot for a switch would be in the fall,
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and so that's kind of how we're thinking about it." Transcript

of Forest Earnings Call, January 17, 2014 (PX3) at 2. A

document titled "Namenda Franchise Business Plan" dated 

September 2013 specifically explains that the sales target for 

"converting" Namenda patients must be achieved "prior to the 

Namenda LOE [loss of exclusivity] in 2015." FRX-NY-01686842

(PX2 4) .

92. A separate presentation lists "Maximize XR 

Conversion leading up to IR LOE [loss of exclusivity]" as a key 

part of Forest's strategy for convincing health plans to pay for 

Namenda XR. Namenda XR FY15 Business Plan Managed Care (PX25) 

at 4. Forest agreed to pay ^^^^■rebates to health plans to

make sure they put Namenda XR on the same tier as Namenda IR so

that members would not have an incentive to choose Namenda IR. 

Carolyn Myers email re: FW: Namenda (PX15).

93. The total promotional budget for the Namenda 

franchise in fiscal year 2014 was with "[a] 11

funds . . . allocated to drive conversion from Namenda to

Namenda XR." Namenda Franchise Plan (PX24) at FRX-NY-01686845. 

Last year, Forest spent hundreds of millions of dollars 

detailing, i.e., visiting doctors to promote, Namenda XR. Tr.
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231:14-17 (Saunders). Forest knew that once generic Namenda IR 

entered the market, it would be even more difficult and 

expensive to promote Namenda XR. Tr. 218:21-23 (Saunders).

SA-60

94. Since 2013, Forest has undertaken an aggressive 

marketing campaign aimed at converting as many IR patients to XR 

as quickly as possible prior to Namenda IR losing exclusivity.

95. As found above, third party payors use 

formularies to influence the drugs doctors prescribe and 

patients take. To achieve formulary coverage for Namenda XR, 

Forest negotiated with health plans to obtain "preferred brand" 

status with top Part D plans nationally. See Hausman Decl. 

(PX287) *31 13, tbl. 1; Meury Dep. 22:3-25; Kane Dep. 276:25- 

277:4; Meury Decl. (DX720) f 12; Devlin Dep. 118:25-119:5 

(Forest negotiated to get XR on formularies after launch). The 

lower co-pay associated with "preferred brand" status lowers the
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price to patients and can be crucial to a new drug's success 

because better formulary positioning results in substantially 

higher demand. See Hausman SI 12 (PX287); Hausman Hr'g 659:23-

662:3 (testifying that formulary tier status can result in $350 

to $1000 a year savings to a patient and provide "an incentive 

to switch"). For patients, because "nonpreferred" brands have 

higher co-pays, the negotiated "preferred brand" formulary 

position can result in patient savings of up to $40 per 

prescription, depending on the plan. Tr. 111:23-112:5 (Stitt). 

For other plans with three rather than four tiers, Forest 

achieved a tier status identical to Namenda IR in most cases. 

Devlin Dep. 127:19-148:10; PX242-PX251 (formularies for several 

health plans).

96. Forest discounted Namenda XR at a minimum of 5% 

discount from the wholesale acquisition cost ("WAC") of the 

Namenda IR tablets. Meury Decl. (DX720) SI 12; Kane Dep. 275:23- 

276:10. On average, the discount of XR is off the average

selling price of Namenda IR. See Meury Dep. 23:3-7. Where 

additional discounts apply, Forest positioned Namenda XR to be 

over less expensive for health plans than Namenda IR

tablets. Meury Decl. (DX720) SI 12.

SA-61
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97. Discounts that Forest offered ranged "anywhere 

from percent." Devlin Dep. 120:10-18; Meury Hr'g

593:24-594:1 ("We have to negotiate . . .  in some cases

discounts with health plans . . . .") . For example,

one of the providers "of the Medicare Part D benefit in

the country" secured a discount of over . Meury Hr'g 579:9- 

14. In 2014, managed care organizations paid approximately 

less for Namenda XR than for Namenda IR. Meury Dep. 22:21-25. 

Meury testified that when the "tidal wave" of generics comes in 

2015,

Meury Hr'g 594:6-9. The total discounts 

given by Forest exceed . See Meury Hr'g 580:20-

581:5.

98. During the same period, executives at Forest 

became aware that problems in the manufacturing and supply of 

Namenda XR presented a substantial risk that they would be 

unable to discontinue Namenda IR and effectively implement the 

proposed forced switch by August 15, 2014 because it would be 

unable to supply the market with sufficient Namenda XR. Stewart 

Decl. (DX717) SI 10; Meury Decl. (DX720) SI SI 22-23; Press Release, 

Forest Labs., Forest Laboratories Announces Intention to
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Continue Marketing Both NAMENDA® TABLETS and Once-Daily NAMENDA 

XR® Into the Fall of 2014 (DX371) (June 10, 2014) .

99. In June 2014, in light of manufacturing issues 

affecting the yield of production batches of Namenda XR, higher 

than expected demand, and other factors, Forest announced that 

it would continue selling Namenda IR tablets through Fall 2014. 

Press Release, Forest Labs., Forest Laboratories Announces 

Intention to Continue Marketing Both NAMENDA TABLETS and Once- 

Daily NAMENDA XR® Into the Fall of 2014 (DX371) (June 10, 2014);

see Stewart Decl. (DX717) SI 10; Meury Decl. (DX720) SI SI 22-23.

SA-63

100. Following improvements to the XR manufacturing 

process, Forest regained the ability to supply the market. 

Stewart Dep. (CD Ex. 37) 87:6-23; Stewart Decl. (DX717) SI 13.

On November 5, 2014, in the Actavis 3rd Quarter Earnings Press 

Release the company confirmed: "The Company continues to enhance 

manufacturing efficiencies related to its once-daily dosing of 

Namenda XR, and is now producing product at capacities 

sufficient to support transitioning all Namenda IR twice daily 

tablet patients to its Namenda XR® once-daily product." See 

Press Release, Actavis Net Revenue Increases 83% to $3.7 Billion
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in Third Quarter 2014; Non-GAAP EPS Increases 53% to $3.19 (Nov. 

5, 2014) .

B. Distribution through Foundation Care

101. Forest actively considered alternative plans to 

outright discontinuance of IR, including after the State began 

investigating the planned withdrawal in February 2014.

According to Meury, Forest's plan for limited distribution was 

"on the table" in February 2014 when Forest announced its plan 

to discontinue Namenda IR as of August 15, 2014; he also 

testified that it was still "on the table" when Forest announced 

in June 2014 that the August date was extended to the Fall. Tr. 

615:1-14 (Meury). However, neither the February nor June 

announcements mentioned any alternative plan. See Pill Burden 

in Hypertensive Patients Treated with Single-Pill Combination 

Therapy: An Observational Study (PX34); Press Release, Forest 

Labs., Inc., "Forest Laboratories Announces Intention to 

Continue Marketing both NAMENDA® Tablets and Once-Daily NAMENDA 

XR® into the Fall of 2014" (PX41) (June 10, 2014) .

102. Forest began speaking with Foundation Care LLC 

("Foundation Care") about a limited distribution plan

63

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page68 of 211



Case l:14-cv-07473-RW S Document 80 Filed 12/11/14 Page 65 of 136

• Tr- 616:21-25. Established in 2004, Foundation 

Care is accredited by the Accreditation Commission for Health 

Care (ACHC) as a specialty pharmacy and by National Association 

of Boards of Pharmacy as a Verified-Accredited Wholesale 

Distributor (VAWD) through July 22, 2017. Master Service

Agreement ("MSA") (DX607); Foundation Care Verified-Accredited

Wholesale Distributors Accreditation (DX97). It is also 

recorded with the New York State Board of Pharmacy as a Non- 

Resident Establishment Registered Wholesaler of Drugs and/or 

Devices, valid through May 2017, DX101-DX103, and holds a 

controlled substance license from the New York Department of 

Health, valid through November 2015, N.Y. State Dept, of Health 

Controlled Substance License (DX99). Foundation Care is a 

"full-service retail pharmacy, so any product that's available 

from any store in the country can be made available through 

Foundation Care." Blakeley Dep. 17:18-24, 38:15-18 (CD Ex. 45) 

Foundation Care provides reimbursement coverage for most all 

commercial health care plans as well as Medicaid (Pharmacy and 

DEME) and Medicare (Part B & D). Foundation Care Overview and 

Capabilities Presentation (DX87) (Oct. 21, 2014) .

103. after the State filed its

initial complaint in this action, Defendants signed a Master

SA-65
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Services Agreement ("MSA") and Work Order with Foundation Care, 

to distribute Namenda IR tablets directly to patients whose 

physician decides it is medically necessary. MSA (DX88)

Blakeley Dep. 46:1-6, 29:13-15. On November 5, 2014, 

Forest publicly announced its distribution arrangement with 

Foundation Care ("limited distribution"). Press Release, 

Actavis, Actavis Net Revenue Increases 83% to $3.7 Billion in 

Third Quarter 2014; Non-GAAP EPS Increases 53% to $3.19 (DX721) 

(Nov. 11, 2014); Kane Hr'g 500:22-501:2.

104. Under the MSA, Defendants remain the sole 

supplier, or "vendor, " and Foundation Care becomes the sole 

distributor, of

See MSA (DX88) . Foundation Care will ship the

Namenda IR tablets within two business days of receipt of a 

valid prescription and Medical Necessity Order Form

SA-66

MSA, Work

Order No. 1 § 2.7(a) (DX88); see also Stitt Hr'g 129:12-14.

105. Foundation Care is expected to dispense Namenda 

IR tablets to patients on the basis of a prescription and a
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Medical Necessity Form from physicians. The Work Order's 

Medical Necessity Form requires basic information: patient

information, physician information, and a prescription; as well 

as a physician certification that the "Namenda [IR] tablets are 

medically necessary." MSA, Work Order No. 1, Medical Necessity 

Form (DX607) ; Kane Dep. 295:1619 (CD Ex. 30) .

SA-67

106. Though there are currently "millions" of IR

Cremieux Dep. 91:4-15 (referring to Forest's limited 

distribution plan as "largely eliminating the use of that 

product"). Defendants predict that less than 3% of patients 

will take advantage of the Foundation Care program. Press 

Release, Actavis Net Revenue Increases 83% to $3.7 Billion in 

Third Quarter 2014 dated November 5, 2014 (PX501) (stating "for

select groups of patients, perhaps less than 3 percent, the 

continued utilization of the twice-a-day tablet dosing of 

Namenda® might be necessary for treatment").
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107. Limited distribution could impose an undue burden 

on physicians and their staffs, who would have to fill out more 

paperwork to obtain the drug for their patients, with no 

financial incentive to do so.

108. Like discontinuance, limited distribution would 

create artificial roadblocks to patient access to Namenda IR.

Tr. 61:8-19 (Lah) . Defendants have instructed their specialty 

pharmacy distributor not to dispense Namenda IR to patients 

unless a physician has signed a form stating that the patient 

has a "medical necessity" for Namenda IR. Tr. 549:2-10 (Kane). 

Defendants designed those roadblocks to protect their profits. 

Tr. 244:23-245:2 (Saunders) ("Q. The reason that you are 

requiring the medical necessity form is a competitive reason; 

it's not a medical reason, right? A. I guess you could lump it

into a competitive reason.")

109. Because Namenda IR and XR are pharmacologically

the same drug, doctors may not be willing to sign such a form.

PX85 (Lah Decl.) SI SI 2 9 - 3 1 .  Dr. Lah explained the reluctance

that he and other physicians may feel as follows:

Q. Would you be uncomfortable signing this form for
most of your patients even though they might, even

SA-68
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though you might prefer that they continue on IR 
instead of switching to XR? A. Yes.

Tr. 70:14-17. He continued:

So I'm not sure I would be comfortable continuing to 
prescribe Namenda IR if it were required me to declare 
that it was medically necessary for an individual to 
stay on that drug, when another perfectly good drug, 
Namenda XR, which may also be perfectly safe and 
effective may also be available for that patient.

Tr. 72 :11-16 (Lah) .

110. A prescription does not indicate medical 

necessity for Namenda IR tablets given the availability of 

Namenda XR:

And so when I prescribe a medication and indicate a 
specific version should be dispensed, then I am indeed 
declaring that it is medically necessary for that 
individual to have that version of the drug. But as a 
general matter, prescribing medications in my mind 
does not imply that level of medical necessity.

Tr. 106:2-7 (Lah); see also Tr. 733:17-23 (Reisberg) ("Q. And I 

believe you testified before that you don't see a medical need 

for Namenda IR tablets on the market, is that correct? A. What I 

said was that for some of my patients, finances are a concern.

At the moment—two different issues here. Yes, at the present
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time, I do not—right, I do not see any—any medical need for the 

IR tablets, that's correct.").

111. Defendants' survey data and testimony indicate 

that only 2.4% of patients would be able to obtain the drug 

under the "medical necessity" standard, consistent with the 

State's contention that physicians will be reluctant to certify 

that Namenda IR tablets are medically necessary for their 

patients. Tr. 535:14-16 (Kane) ("So based on the surveys, we 

have quantified that approximately 2.5% or so of patients would 

require Namenda [IR] tablets based on medical necessity"); Kane 

Decl. (PX282) Ex. A; Press Release, Actavis Net Revenue 

Increases 83% to $3.7 Billion in Third Quarter 2014 dated 

November 5, 2014 (PX501) (stating "for select groups of 

patients, perhaps less than 3 percent, the continued utilization 

of the twice-a-day tablet dosing of Namenda® might be necessary 

for treatment.").

112. The limited distribution of Namenda IR does not 

materially alter the nature and impact of the earlier hard 

switch strategy. Tr. 336:9-337:8 (Berndt). Both discontinuance 

and the limited distribution are functionally hard switches.

SA-70
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C. The Absence of Business Purpose

113. Defendants have not established a legitimate pro- 

competitive justification for their plan to limit IR 

distribution until generic entry. Tr. 337:2-4, 411:24-412:20, 

415:12-416:20 (Berndt).

114. Defendants have stated that the very purpose of 

the limited distribution is to blunt generic competition and 

prevent the operation of state generic substitution laws. Tr. 

228:13-15 (Saunders) ("Q. But you intend to fight back and try 

to blunt the force of those laws, right? A. That's the 

definition of competition.").

115. According to Saunders, generic substitution laws 

cause the deck to be "stacked against" Defendants, and "put the 

thumb on the scale for the generics." Tr. 227:5-9.

[T]he market isn't designed for generics as a 
standalone versus innovator. It is the innovator, the 
generic, the pharmacy, the PBM, the managed care 
company all working against the innovator. The decks 
are stacked incredibly the other way. That's why we 
refer to it as a dog fight.

Tr. 223:25-224:4.

SA-71
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116. Defendants have stated that the company is 

fighting back against the state substitution laws by seeking to 

convert patients from Namenda IR to Namenda XR prior to generic 

entry, which would allow Forest to evade the application of 

these laws and thus have a better chance of protecting its 

sales. Tr. 223:25-224:4 (Saunders); Forest Laboratories F3Q 

2014 Earnings Call Transcript (PX2) (Saunders: "if we do the 

hard switch and we've converted patients and caregivers to once- 

a-day therapy versus twice a day, it's very difficult for the 

generics then to reverse-commute back, at least with the 

existing [prescriptions]. They don't have the sales force, they 

don't have the capabilities to go do that. It doesn't mean that 

it can't happen, it just becomes very difficult. It is an 

obstacle that will allow us to, I think, again go into to a slow 

decline versus a complete cliff."). While Saunders discussed 

contemplated discontinuation of Namenda IR on numerous earnings 

calls with investors, he never suggested that this business 

tactic would result in any cost savings or other efficiencies. 

See generally April 29, 2014 transcript of earnings call 

(PX366); Forest Laboratories F4Q 2014 Earnings Call Transcript 

(PX82); Tr. of Jan. 21, 2014 earnings call (PX2); Forest 

Laboratories Management Discusses Q2 2014 Results, Earnings Call

SA-72
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Transcript at 4 (PX485); Tr. Of Jan. 21, 2014 earnings call,

annexed to Zain Decl. as Ex. 1.

117. Under a conventional scenario, i.e., leaving the 

older drug on the market while competing on the merits to 

convince physicians that the newer one is better, it would take 

years to convince patients and physicians to switch to Namenda 

XR. Tr. 694:17—20 (Hausman). The forced switch limits access 

to Namenda IR in order to overcome what Saunders called the 

"inertia" that causes most patients and physicians to resist 

changing medicines, with the goal of impeding lower-cost 

competition and the result of driving up the average price for 

memantine. See Tr. 286:18-287:9 (Saunders), 376:3-17 (Berndt). 

This conflicts with the notion that patients should not be 

switched off of a drug that is working. Tr. 58:5-15 (Lah); Lah 

Decl. (PX85) SI 25; Polivka-West Dep. 90:2-7.
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119. Defendants have referenced several pro- 

competitive for the limited distribution in conjunction with 

this litigation: savings in inventory costs; 

savings due to greater "focus" and a reduction in manufacturing 

costs; benefits from "focus" on newer innovations; and 

distribution and other supply chain-related savings. Meury Hr'g 

570:12-20; Meury Decl. (DX720) SI 14; Saunders Dep. 222:10-21; 

Saunders Dep. 66:13-17; Solomon Dep. 64:4-13, 203:7-17, 203:17- 

204:2; Meury Hr'g 569:17-21; Meury IH Tr. 270:11-272:24.

120. However, Defendants have not quantified most of 

the savings resulting from limiting distribution of Namenda IR. 

Tr. 234:25-235:4 (Saunders); Tr. 416:10-20 (Berndt).

Defendants' economic expert has also not quantified any savings 

from discontinuing the widespread availability of Namenda IR. 

Cremieux Dep. 238:14-241:21.
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121. Defendants' two senior management witnesses, 

Saunders and Meury, did not testify that the purported savings 

from the hard switch were considered when the strategy was 

adopted, nor do these explanations appear elsewhere in the 

documents produced by Defendants.

SA-75

(Berndt); Berndt Decl. (PX64) SI 80-82 (pro-competitive 

rationales proffered by Defendants, including "focus," are not 

credible).

123. Presumably in part because of its announced

concern that selling multiple drugs for the same indication 

reduces "focus." Tr. 221:5-9 (Saunders). While the oral 

solution is nominally on the market, Defendants do not promote 

it, and physicians do not prescribe it. Tr. 245:13-14 

(Saunders); Tr. 58:16-59:1 (Lah); Tr. 732:9-12 (Reisberg); 

Jacobs Dep. 104:9-15; Rovner Dep. 102:18-20.
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124. Since the launch of Namenda XR in mid-2013,

125. Continuing to keep IR tablets available is highly 

unlikely to have any impact on Defendants incentive to innovate. 

Forest launched 8-9 new drugs in new therapeutic areas in the 

last five years without discontinuing or limiting distribution 

of any other drug. Tr. 894:3-895:5 (Cremieux).

V I . Effect of the Anti-Competitive Conduct 

A. Damage to Competition

75
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126. As found above, Namenda IR, Namenda XR, and in 

the future any AB-rated generics that may enter constitute the 

relevant product market, i.e., the memantine market. Tr.336:14- 

16 (Berndt). As found above, Defendants currently have all of 

the sales in that market. Patents and other regulatory 

requirements prevent potential competitors from entering that 

market. The first generic versions of Namenda IR are expected 

to enter the market in July 2015.

127. By implementing the limited distribution, 

Defendants game the generic substitution laws and prevent 

pharmacists from offering patients taking Namenda a lower-priced 

generic. As a result of the hard switch strategy, the 

pharmacist would need to contact the doctor in order to obtain 

approval for generic substitution. Tr. 409:12-23 (Berndt); 

Berndt Decl. (PX64) f 50. If pharmacists are not permitted to 

dispense a lower-priced generic instead of the brand without 

needing to get a new prescription from a doctor, generics are 

unlikely to be able to make substantial sales. Stitt Decl.

(PX122) I 22; Lah Decl. (PX85) 1 32; Berndt Decl. (PX64) 1 50; 

Tr. 380:19-381:7, 381:11-15 (Berndt).

SA-77
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128. Generic products are typically not marketed to 

physicians or patients. Harper Decl. (PX496) SI 11; Tr. 62:24- 

63:1 (Lah); Jacobs Dep. 203:7-18 ("Q. What about from generic

drug companies, do you get any marketing information or pens 

from those firms? . . .  A. I don't remember ever getting—I don't 

know anything about generic companies honestly, never heard of 

one. Q. You can't name a single generic company? A. Not at 

all."); Tr. 759:8-25 (Kohrman) (no sales calls from generic 

manufacturers other than branded generics several years after 

entry).

129. For example, Mylan does not have any direct 

relationship with patients, does not talk to doctors, and does 

not do direct-to-consumer advertising. Moreover, "generic 

products . . . most efficiently will achieve sales through AB-

rated substitution for the branded product at the pharmacy 

level." Tr. 327:1-14 (Harper). Generics compete on price and 

avoid marketing to physicians because the costs of such 

marketing severely impact their ability to offer the 

significantly lower prices upon which they compete. Tr. 299:24- 

300:3, 327:15-328:4 (Harper). In addition, "because the generic 

[firm] promoting the product would have no way to ensure that 

its generic product, rather than an AB-rated generic made by one

SA-78
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of its competitors, would be substituted for the brand by 

pharmacists, a substantial investment in marketing a generic 

product to physicians would not make sense as a practical 

matter." Tr. 328:5-11 (Harper).

130. Generic manufacturers do not generally market to

health plans. As MVP's representative testified:

Q. In your experience, do generic drug manufacturers 
engage in marketing?

A. Not to the—I'm going to just answer no. But they 
may in journals put [advertisements] out. But I have 
never had a generic manufacturer call on me at the 
health plan. And I could have brand manufacturers 
coming in every day to sell their drugs.

So I would say generic manufacturers don't market, and 
the—probably the most—I mean, the reason for that 
would be simple. Because if you're one of three and 
you get somebody to write a prescription and you 
didn't—and not indicate dispense as written, the 
benefit isn't necessarily going to accrue to you.
You're only going to get, if there's three people out 
there, maybe a third of that business. So just the 
motivation behind marketing a generic product is 
limited when compared to a brand product.

Tr.117: 5-19 (Stitt).

131. Generic manufacturers compete by selling products 

at a significant discount relative to their branded equivalents, 

and that discount typically increases as additional generic 

versions of a branded product enter the market. Tr. 376:12-17

78

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page83 of 211



Case l:14-cv-07473-RW S Document 80 Filed 12/11/14 Page 80 of 136

(Berndt); Harper Decl. (PX496) SI 5; see Berndt Decl. (PX64) SI 

17 .

132. Price competition at the pharmacy, facilitated by 

state substitution laws, is the principal means by which 

generics are able to compete in the United States. See Berndt 

Decl. (PX64) SISI 10, 22, 44-46; Stitt Decl. (PX122) SISI 21-22; Tr. 

116:4-117:4 (Stitt); Harper Decl. (PX496) SI 10; Tr. 299:12-23 

(Harper); see also Tr. 409:6-11 (Berndt); Tr. 114:21-115:3 

(Stitt); Tr. 897:3-22 (Cremieux); Brief for Intellectual Prop. & 

Antitrust Law Professors as Amici Curiae at 14, Mylan Pharms., 

Inc., v. Warner Chilcott Pub. Ltd. Co., 2:12-cv-03824 (E.D. Pa.

May 7, 2014) (PX5) ("Under Hatch-Waxman and state substitution

laws, generics can only compete cost-effectively through 

substitution on the new or old branded-drug version."). Generic 

Namenda will not be AB-rated to Namenda XR and generics will not 

be automatically substituted for Namenda XR (after entry in

2015) under New York's mandatory substitution laws. Tr. 115:19- 

25 (Stitt).

133. Non-AB-rated generic drugs, such as generic 

memantine, cannot compete effectively for sales of a branded 

drug in the same class, such as Namenda XR, even if the price of

SA-80
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the generics is much lower than the brand. For example, 

imposing utilization plans to shift people from Lipitor—the 

"biggest [drug] in history"—to generic simvastatin, a non-AB- 

rated generic in the same statin class, only resulted in 30% of 

patients switching from Lipitor to simvastatin. Tr. 815:13- 

817:5 (Kolassa).

limited distribution, they would achieve significantly higher 

levels of conversion from Namenda IR to Namenda XR than they 

would have achieved absent the forced switch. Tr. 218:12-16 

(Saunders) . Before October 2013, Forest predicted that it could

without a hard switch, but Defendants' hard switch strategy is

to XR prior to generic entry. Tr. 217:25-219:3 (Saunders); 

Presentation titled "Namenda IR & XR Conversion Plan" (PX31) at 

31; Presentation discussing "Namenda Disruption Scenarios"

(PX45) at 1; Meury email with subject line reading "Re: Namenda 

Financials" (PX46) at FRX-NY-01565787.

134. If Defendants are permitted to execute the

switch approximately of Namenda IR patients to Namenda XR

expected to result in of Namenda IR patients switching

135. Forest has predicted that forcing a hard switch

from Namenda IR to XR will generate over m

80

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page85 of 211



Case l:14-cv-07473-RW S Document 80 Filed 12/11/14 Page 82 of 136

additional sales of Namenda XR than it would have absent a hard 

switch. Tr. 221:10-15 (Saunders).

136. The limited distribution "is likely to have a 

significant impact on potential generic competition," in that 

" [d]iscontinuing Namenda [IR] in late 2014 and shifting the 

market to Namenda XR ensures that by the time generic entry 

occurs in July 2015, there will be few to no prescriptions of 

Namenda left in the market." Tr. 326:3-16 (Harper); Tr. 124:21- 

125:9 (Stitt) (because Namenda is the only drug in the 

"particular cascade" of drugs used to treat Alzheimer's, 

"prescribers will be forced essentially to switch to the XR 

product."). This decreases the sales opportunities available to 

generic manufacturers because few patients are left on Namenda 

IR who can switch to generics under state substitution laws.

Tr. 380:15-381:10; 409:12-23 (Berndt).

137. Forest internally predicted that, absent the 

forced switch, it would only be able to switch of Namenda IR

prescriptions to Namenda XR prior to generic entry. Tr. 217:25- 

218:5 (Saunders). If of patients switched to Namenda

XR, then generic substitution laws would cause about 90% of the 

remaining of patients still taking Namenda IR to be switched

SA-82
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to generics within a few months of generic entry. Tr. 217:25- 

218:16 (Saunders).

138. Meury stated to investors that perhaps 5-30% or 

more of patients taking Namenda XR might switch back from 

Namenda XR to generic memantine at some point after generic 

entry, a process occasionally referred to as "erosion" or a 

"reverse commute." April 29, 2014 transcript of earnings call 

(PX366) at 12-13; Tr. 88:2-8 (Lah), 223:13-22 (Saunders), 390:9- 

392:17 (Berndt), discussing PX366 ("Q. Okay. Now what did you 

take way from this exchange? A. I take it that by April of this 

year, Forest had conducted a fair bit of research, its marketing 

folks had done that; that they came up with a wide range of 

estimates, and that Meury and Saunders believed the range of 5— 

30 percent is a reasonable range. But notably it's much, much 

less than 100 percent or the 90 percent you would get from a 

conventional launch."). Meury represented to investors in the 

April call that generic erosion would not be on the high side of 

that estimate. April 29, 2014 transcript of earnings call 

(PX366) at 13. That is, 63% of the market would typically be 

generic.

SA-83
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139. As a result of the limited distribution, 

Defendants will be able to maintain their monopoly share of the 

market for memantine for longer than they would have otherwise. 

Defendants predicted that they would have had a share of the

market and generics would have had a share but for the hard

switch. Instead, under the hard switch scenario, the results 

are essentially inverted. In 2016, Defendants are likely to 

achieve an share of the market and generics are likely to

achieve a share. The following graphic, PX580, prepared by

the State, is based on data from Defendants' files and reflects 

this market effect:

SA-84
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SA-85

140. Dr. Hausman, Defendants' economic expert,

corroborated

hard switch, market shares would dramatically change. Tr. 

688:7-11 (Hausman). He did not dispute that with the hard 

switch, a large number of the patients that would have gone on 

to generics would instead end up on Namenda XR. Tr. 692:12-16 

(Hausman).
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141. Mylan predicted, in early January 2014, that 

prescriptions being written for XR would reduce the market for 

IR by . Tr. 300:6-303:17 (Harper); Mylan Namenda sales 

forecast, January 2014 (PX142). Following Forest's announcement

that it would discontinue IR in August, the generic manufacturer 

revised its estimate of IR market share loss to |^H. Tr. 

303:18-304:23, 305:7-11 (Harper); Mylan Namenda sales forecast, 

(PX145) (April 2014). After doing a "deeper dive" in the summer 

of 2014, the generic manufacturer further revised its estimate, 

estimating that the forced switch would reduce the Namenda IR 

market by . Tr. 310:14-25 (Harper); Mylan Namenda sales 

forecast (PX148) (July 2014) . Mylan's January forecasts predict 

that Mylan's revenue from generic Namenda IR will stabilize 

around per quarter. Mylan Namenda sales forecast,

(PX142) (Jan. 2014). By contrast, Mylan's July forecasts 

predict that Mylan's revenue from generic Namenda IR will 

stabilize at per quarter. Mylan Namenda sales forecast,

July 2014 (PX148). Defendants' CEO made a similar projection as

to the effectiveness of the forced switch. Saunders Dep. 

117:16-118:2; Tr. 117:5-25 (Saunders).

142. To date, about 50% of existing patients have 

converted from Namenda IR to Namenda XR in anticipation of the

SA-86
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lack of availability of Namenda IR. Press Release, Forest 

Labs., Inc., "Forest Laboratories Announces Intention to 

Continue Marketing both NAMENDA® Tablets and Once-Daily Namenda 

XR into the Fall of 2014" (PX41) (June 10, 2014) .

143. As found above, several factors are likely to 

inhibit switching from Namenda XR to generic memantine once it 

becomes available in the market. Physicians and caregivers are 

reluctant to disrupt patients' medical routines without a 

medical reason to do so. Tr. 131:8-133:22 (Stitt), 508:1-3, 

541:21-542:4 (Kane).

144. In addition, health plans are reluctant to 

pressure patients to switch from a drug that they are already 

taking, a rule that applies especially powerfully in the case of 

vulnerable patients such as those with Alzheimer's. Stitt Decl. 

(PX122) SISl 45, 47; April 28, 2014 earnings call (PX82) at 13.

145. MVP, the New York health plan, for example, is 

unlikely to try to move patients taking Namenda XR to Namenda IR 

because of the challenges of moving a patient off a drug when he 

is doing well on the drug he is taking. Tr. 134:12-139:16 

(Stitt); Stitt Decl. (PX122) f 45.
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146. This reduction in the market opportunity for 

generics, from an estimated prescriptions down to ^

within a few months, and further to in six to

eight months, is a substantial harm to competition. Tr. 380:15- 

381:15 (Berndt).

147. The Defendants' expert and fact witness predict 

that third party payors and the other intermediaries discussed 

at length above will intervene to thwart Defendants' attempts to 

limit generic memantine's drive into the market. See generally 

Kolassa Decl. (DX821) and this Opinion's Findings of Fact

First, as sophisticated market 

participants with extensive experience as both branded and 

generic manufacturers of drugs, Defendants are unlikely to have 

adopted the limited distribution strategy,

and

the legal expense and reputational costs associated with this 

action,

Second, Dr. Kolassa's exhaustive analysis

of the cost pressures faced by manufacturers generalized across
87
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different drug markets. Neither he nor the Defendants 

analogized between the memantine market and the drug markets in 

which the eight other examples of "hard switches" occurred. As 

found above, this market features a unique unsubstitutable 

product and patients that are extremely sensitive to changes in 

routine. It is these specific characteristics that make limited 

distribution so harmful to patients and to competition, and 

therefore so enticing a strategy upon which Defendants hope to 

profit.

B. Damage to Consumers

148. Consumers benefit from the lower prices of 

generic drugs. Tr. 803:6-8 (Kolassa).

very unlikely that most of them will switch to generic Namenda 

IR. In April 2014, Forest's head of sales told investors that 

perhaps 5-30% of patients taking Namenda XR might switch from 

Namenda XR to generic Namenda at some point after generic entry 

Yoon Decl. Ex. 5 at 13.

149. Once patients have switched to Namenda XR, it is

150. This reduction in the market opportunity for

generics, of the market going to
88
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generics without the forced switch, to only about 5-30% with the 

forced switch, not only substantially harms competition but 

affects the cost of memantine to consumers. Tr. 336:9-337:8 

(Berndt). Based on Defendants' own data, Dr. Berndt testified 

that health plans will pay at least more and

patients will pay more for memantine because of the

actions challenged in this litigation. Berndt Decl. SI! 61-64. 

Dr. Berndt's testimony was credible and substantially not 

impeached.

151. Physicians are reluctant to disrupt patients' 

medical routines without a medical reason to do so. Lah Decl. 

(PX85) ! 25 (won't switch a patient who is stable and doing 

well). One of Defendants' medical experts testified that he 

continues his patients' current prescription even when he would 

not prescribe the drug himself to patients not already taking 

it. Jacobs Dep. 81:14-82:11 ("[I] f they are on a drug and it is

working for them and there was no reason to change it, I 

wouldn't change it."). After patients have been forced to bear 

a change in routine by switching to Namenda XR, physicians are 

reluctant to have their patients switch again. Lah Decl. (PX85) 

! 11; Stitt Decl. (PX122) ! 47 ("[P]hysicians are also reluctant
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to switch patients to a different drug when the patient is 

already doing well on the current drug they are taking.").

152. According to Saunders, this "behavioral change" 

inhibits switching from Namenda XR back to generic memantine. 

Declaration of Saami Zain, dated September 24, 2014 Ex. 1; 

Saunders Dep. at 204-05, annexed to Yoon Decl. as Ex. 12.

153. Defendants' forced switch will also result in 

dramatically higher drug costs for insurers and patients, who 

might otherwise have chosen the less expensive generic. Stitt 

Decl. (PX122) SI 36 (Defendants' forced switch will lead MVP to 

"incur substantially higher costs for its member[s]" and hurt 

patients, who would have higher co-pays for the brand); Tr. 

411:24-412:20 (Berndt); William Meury email and attachment re: 

Namenda Transition Plan l.ppt (PX339) (showing increased 

profits); Tr. 405:16-406:1 (Berndt); Berndt Decl. Figure 4 and 

accompanying text (showing harm to patients and plans). As 

Stitt, an executive at MVP, explained:

I believe that if Actavis is permitted to accomplish 
the "forced switch" of patients from Namenda to 
Namenda XR, it will hurt patients, impose significant 
costs on MVP, and harm the economics of the health 
care delivery system.
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PX122 (Stitt Decl.) SI 56.

154. Alzheimer's patients who are Namenda's users 

(those with moderate to late stages of the disease) are an 

especially vulnerable group of patients. Lah Decl. (PX85) SI 24 

Stitt Decl. (PX122) SI 45; Tr. 379:8-14; 383:12-14 (Berndt); 

Forest Laboratories F4Q 2014 Earnings Call Transcript (PX82). 

Given Alzheimer's patients' vulnerability, " [a]ny small change 

in medication raises the risk of an adverse event" and " [e]ven 

small change in a patient's condition can require him or her to 

be moved to a care facility." Lah Decl. (PX85) SI 24; Tr. 58:5- 

15 (Lah) .

155. Physicians can also be reluctant to switch 

medications because the patients and others, such as their 

caretakers, must be educated on how the new medication is taken 

Stitt Decl. SI 47; Polivka-West Dep. 72:23-73:4.

156. Further, the forced switch could actually result 

in a portion of these vulnerable Alzheimer's patients having to 

switch medications (and face the risks of adverse events) twice 

once because Namenda XR will be the only product available to
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patients; and again because some small number of patients may 

switch back to the generic Namenda IR once it is available.

157. Defendants' surveys show that many physicians, 

caregivers, and pharmacists are concerned about potential harm 

to patients from the forced switch. When presented with the 

possibility that Defendants would restrict the availability of 

Namenda IR, physician responses to the survey included 

statements like "terrible, " "how awful," "horrible," "what kind 

of game is the drug company playing?," "It puts an undue burden 

on us and would anger me," and "Is this legal?" Physician 

survey responses concerning limited distribution plan (PX311) at 

1; Physician survey responses concerning limited distribution 

plan (PX298) at 5, 14. Other physicians specifically complained 

of the reduction in choice, stating that they "would be 

frustrated that a good therapy is no longer available"

(Physician survey responses concerning limited distribution plan 

(PX311) at 3; Physician survey responses concerning 

discontinuation plan (PX299) at 4; Physician survey responses 

concerning limited distribution plan (PX298) at 22, that they 

"would like the choice to be decided between myself and my 

patients," (Physician survey responses concerning limited 

distribution plan (PX311) at 3) and that they suspect Forest "is

SA-93
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manipulating the market to shift to XR product in anticipation 

of generic availability." Physician survey responses concerning 

limited distribution plan (PX298) at 22.

158. Defendants' economic expert testified that, based 

on actual decisions made in the market, approximately of

physicians prefer Namenda IR and approximately prefer

Namenda XR. Tr. 716: 19-25 (Hausman).

159. Defendants' surveys also asked doctors and 

caregivers whether the discontinuation of Namenda IR would be 

"acceptable," as opposed to a word with a more positive 

connotation, such as "desirable." Tr. 503:10-16 ("To be 

acceptable, they would accept it. They wouldn't challenge 

it."). Even using Defendants own surveys and methodology, 21% 

of the caregivers surveyed by the Defendants did not find 

discontinuation of Namenda IR to be acceptable. The reasons 

provided by such caregivers include "patient used to it," "keep 

things the same for now," "he likes having his schedule stay the 

same," "doing well [with] it, no reason [to] change," and "I 

prefer not to change up her medication at this point."

Caregiver survey responses concerning preference for IR versus 

XR (PX304) at 2, 3, 9, 10, 15.
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160. Defendants' documents reflect their expectation 

that " [p]rescribers, patients, caregivers may be confused or 

dissatisfied with either withdrawal or limited distribution 

scenario and may choose to discontinue Namenda treatment." Zain 

Decl. Ex. 31 at 4. Consequently, Forest projected that 

somewhere between of all Namenda patients would not 

switch to Namenda XR and instead cease memantine treatment 

entirely. Zain Decl. Ex. 30 at 31; Zain Decl. Ex. 44 at 1; Zain 

Decl. Ex. 45 at FRX-NY-01565787.

161. If Defendants are allowed to implement their hard 

switch strategy, harm to consumers, and the corresponding gain 

to Forest, would be approximately based on

Defendants' expert's data. Tr. 405:5-406:6 (Berndt). Consumers 

would bear approximately in additional co-payment

costs and in third party payor costs. Tr. 405:5-

406:6 (Berndt).

162. Based upon the facts found above, the public

interest would be served by an injunction. Defendants are

entitled to a just return on their investment in Namenda IR, but

having enjoyed that return for over a decade, the law now

requires them to allow generic competitors a fair opportunity to
94
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compete using state substitution laws. Tr. 417:17-418:14 

(Berndt) (rejecting Defendant's "free-riding" argument, and 

explaining quid-pro-quo of patent exclusivity followed by 

generic entry).

163. The facts with respect to the harm to 

competition, to the consumers and consequently the state, the 

ultimate payor of certain costs, have been found above.

164. Aside from the effect resulting from federal and 

state legislation, the Hatch-Waxman Act and the state 

substitution laws, the Defendants have not established any harm 

resulting from the continued sale of Namenda IR.

SA-96
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constitutes a soft switch which has been the industry practice 

when introducing a new drug.

167. The Defendants have not presented any evidence to 

establish material economic harm resulting from the continued 

sale of Namenda IR after the introduction of Namenda XR, other 

than that which is anticipated upon the entry of generic 

competition resulting from the relevant legislation.

SA-97
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Conclusions of Law

VII. The Preliminary Injunction Standard

The general purpose of a preliminary injunction is to 

avoid irreparable injury to the movant and to preserve the 

court's power to render a meaningful decision after a trial on 

the merits. See WarnerVision Entm't Inc. v. Empire of Carolina, 

Inc., 101 F.3d 259, 261 (2d Cir. 1996); see also 11A Charles A. 

Wright & Arthur R. Miller, Fed. Prac. & Proc. Civ., § 2947 (3d

ed. ) .

A party seeking a preliminary injunction must 

establish: (1) either (a) a likelihood of success on the merits,

or (b) sufficiently serious questions going to the merits of its 

claims to make them fair ground for litigation, plus a balance 

of the hardships tipping decidedly in favor of the moving party; 

(2) irreparable harm; and (3) that issuance of the injunction 

would be in the public interest. See Oneida Nation of N.Y. v. 

Cuomo, 645 F.3d 154, 164 (2d Cir. 2011) (internal quotations and

citations omitted); Red Earth LLC v. United States, 657 F.3d 

138, 143 (2d Cir. 2011).
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With respect to the likelihood of success element, a 

movant must satisfy a higher standard where: " (i) an injunction 

will alter, rather than maintain, the status quo, or (ii) an 

injunction will provide the movant with substantially all the 

relief sought and that relief cannot be undone even if the 

defendant prevails at a trial on the merits." Id. at 33-34. 

Under this higher standard, a movant must show a "clear" or 

"substantial" likelihood of success on the merits or make a 

"clear or substantial showing of sufficiently serious questions 

of merits in their favor." See Wright v. New York State Dep1t 

of Corr. & Cmty. Supervision, 568 F. App1x 53, 55 (2d Cir. 2014) 

quoting Tom Doherty, 60 F.3d at 33-34 (discussing the heighted 

standard with respect to likelihood of success on the merits); 

Jolly v. Coughlin, 76 F.3d 468, 473 (2d Cir. 1996) (same); 

Suthers v. Amgen, Inc., 372 F. Supp. 2d 416, 425 (S.D.N.Y. 2005)

(discussing the heighted standard with respect to substantial 

question analysis); Shred-It Am., Inc. v. Haley Sales Inc., 01- 

cv-0041E, 2001 WL 209906, at *1 (W.D.N.Y. Feb. 26, 2001) (same). 

The movant must also make a "strong" showing of irreparable 

harm. Doe v. New York University, 666 F.2d 761, 773 (2d Cir. 

1981). Defendants urge that the heightened standard as 

described in Tom Doherty be applied in this case. Defs.' Mem. 

in Opp'n 13-15 .
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The instant motion does not require the heightened 

standard set out in Tom Doherty. While, "[t]he distinction 

between mandatory and prohibitory injunctions is not without 

ambiguities or critics . . . [a] preliminary injunction is

usually prohibitory, [i.e., forbids or restrains an act,] and 

seeks generally only to maintain the status quo pending a trial 

on the merits." Louis Vuitton Malletier v. Dooney & Bourke,

Inc., 454 F.3d 108, 114 (2d Cir. 2006) (internal quotations

omitted) citing Tom Doherty, 60 F.3d at 34 and Black’s Law 

Dictionary 788 (7th ed.1999). The State is seeking an 

injunction barring Defendants from altering their current 

Namenda IR sales and distribution strategy pending a final 

resolution of this case. AC 1 d. The requested interim relief 

would maintain the status quo, i.e., continue Defendants' 

current Namenda IR sales and distribution activities in order to 

preserve the Court's power to make a final determination 

regarding the legality of Defendants' proposed new course of 

action. The authorities Defendants cite in support of the 

higher standard are inapposite, as those pertain to injunctions 

that would alter rather than perpetuate the status quo. See 

e.g., Lincoln Cercpac v. Health and Hospitals Corp., 920 F.Supp. 

488, 494 (S.D.N.Y. 1996) (holding that an injunction to re-open
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an already-closed hospital would be mandatory rather than 

prohibitive, since it would upset the status quo); Cacchillo v. 

Insmed, Inc. , 638 F.3d 401, 405 (2d Cir. 2011) (holding that an 

injunction requiring a company to provide a document that it 

had, up to that point, refused to provide is mandatory rather 

than prohibitive); SEC v. Unifund SAL, 910 F.2d 1028, 1039 (2d 

Cir. 1990) (holding that a prohibition against violating 

securities laws in the future is mandatory rather than 

prohibitive); Union Cosmetic Castle, Inc. v. Amorepacific 

Cosmetics USA, Inc., 454 F. Supp. 2d 62, 68 (E.D.N.Y. 2006)

(holding that an injunction requiring a company to re-establish 

a severed business relationship is mandatory rather than 

prohibitive); Vantico Holdings v. Apollo Mgmt., LP, 247 F. Supp. 

2d 437, 451 (S.D.N.Y. 2003) (holding that an injunction 

requiring a party to alter the way it votes is mandatory rather 

than prohibitive).

The second aspect of the Tom Doherty heightened 

standard is also inapplicable. A preliminary injunction would 

not provide the State with substantially all of the final relief 

it seeks in this case. The State seeks a permanent injunction 

and civil penalties for current violations of New York law and 

seeks to recover damages caused by Defendants' "misleading
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announcements of the timing and scope of their discontinuation 

of Namenda IR." PI. ' s Mem. in Supp't 20; AC 1 c. Moreover, the 

preliminary injunction would only bar Defendants from altering 

current Namenda IR distribution until a final adjudication of 

this case is completed.

Since a heightened mandatory injunction standard does 

not apply in this case, the State may show the following to 

succeed on its motion for a preliminary injunction: (1) a

sufficiently serious question going to the merits of its claims 

to make them fair ground for litigation; (2) irreparable harm in 

the absence of the preliminary injunction; (3) a balance of the 

hardships tipping decidedly in its favor; and (4) that issuance 

of the injunction would be in the public interest. See Oneida, 

645 F.3d at 164.

VIII. Substantial Questions of Antitrust Violations Exist

The State has presented facts as set forth above to 

support its claims of violations of Sections 1 and 2 of the 

Sherman Act, and of New York State's Donnelly Act.

SA-102
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A. The Appropriate Market is the U.S. Memantine Drug Market

An initial step in antitrust claim analysis requires 

identification of the market, which consists of a relevant 

product and geographic market. PepsiCo, Inc. v. Coca-Cola Co., 

315 F.3d 101, 105 (2d Cir. 2002) (components of market 

definition); Geneva Pharm. Tech. Corp. v. Barr Labs. Inc., 386 

F.3d 485, 496 (2d Cir. 2004) (market definition is the initial 

step to both Section 1 and Section 2 claims). A relevant 

geographic market is the area "in which the seller operates and 

where consumers can turn, as a practical matter, for supply of 

the relevant product." United States v. Eastman Kodak Co., 63 

F.3d 95, 104 (2d Cir. 1995). A relevant product market "is

composed of products that have reasonable interchangeability for 

the purposes for which they are produced—price, use and 

qualities considered." United States v. E. I. Du Pont de 

Nemours & Co., 351 U.S. 377, 404 (1956). As the geographic

market is not in dispute here, definition of the product market 

is the relevant inquiry. FOF 1 70.

In defining the market, courts consider the choices

available to consumers in the market. See Eastman Kodak Co. v.

Image Tech. Servs. , 504 U.S. 451, 482 (1992) citing United

States v. Grinnell Corp., 384 U.S., at 572. Courts consider
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"practical indicia [such as] industry or public recognition of 

the submarket as a separate economic entity, the product's 

peculiar characteristics and uses, unique production facilities, 

distinct customers, distinct prices, sensitivity to price 

change, and specialized vendors." See Brown Shoe Co. v. United 

States, 370 U.S. 294, 325 (1962) . Cross-elasticity of demand is 

a common empirical methodology used to determine whether two or 

more products comprise the same market. See e.g. Bogan v. 

Hodgkins, 166 F.3d 509, 516 (2d Cir. 1999) citing Brown Shoe,

370 U.S. at 325; Chapman v. New York State Div. for Youth, 546 

F.3d 230, 238 (2d Cir. 2008); Hayden Pub. Co. v. Cox Broad.

Corp., 730 F.2d 64, 71 (2d Cir. 1984) . The cross-elasticity of

demand calculation measures change in sales of a product to 

price changes of a potential substitute. E . I. du Pont, 351 

U.S. at 400. A high cross-elasticity of demand suggests 

substitutability, while a low one does not; consumers will 

respond to an increase in the price of one product by purchasing 

the relatively inexpensive second product only if the two 

products are substitutes. See id. As a result, two products 

with high cross-elasticity of demand are properly grouped into 

the same market since they are substitutes. Id.
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A single product may constitute a relevant market 

where there are no reasonably interchangeable substitutes. See 

Image Tech. , 504 U.S. at 481-82. To be a substitute product for 

purposes of product market definition, customers must be willing 

to switch to a competitive product as a result of a price 

change. United States v. H&R Block, Inc., 833 F. Supp. 2d 36 

(D.D.C. 2011).

As in this instance, courts have found a single brand- 

name drug and its generic equivalents to be a relevant product 

market in cases where the challenged conduct involves a branded 

drug manufacturer's effort to exclude generic competition. See, 

e.g., In re Nexium (Esomeprazole) Antitrust Litig., 968 F. Supp. 

2d 367, 377-88 (D. Mass. 2013) ("The fact that other drugs may 

be used to treat heartburn and related conditions is immaterial 

to the present inquiry."); In re Terazosin Hydrochloride 

Antitrust Litig., 352 F. Supp. 2d 1279, 1319 n.40 (S.D. FI.

2005) .

The facts found above establish the State's contention 

that the appropriate product market in this case is the 

nationwide memantine market. See generally FOF § IV. CIs and 

memantine are not considered substitutes nor are they prescribed
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as such by physicians. FOF Sll 58, 62. CIs are used to treat

patients with mild-stage Alzheimer's while memantine is not 

indicated for such patients, and the two types of drugs are 

predominantly complements rather than supplements. FOF SI 57.

Defendants' contention that the appropriate product 

market should include CIs is not well supported by the evidence. 

As found above, Defendants' cross elasticity of demand analysis 

was less convincing than the State's. FOF SI 6 7 .  Industry 

categorizations of memantine and CIs as part of the "Alzheimers' 

Drug Market" or an "anti-dementia" category do not alter the 

observable behavior of patients and physicians, as reflected in 

the cross elasticity of demand analyses summarized above. See 

FOF § IV.B. Categorizations in this instance may not be based 

on substitutability, but rather serve as umbrella terms 

encompassing distinct product markets: akin to, perhaps, 

categorizing two distinct non-substitutable products such as a 

sponge and soap under the umbrella of cleaning supplies. 

Similarly, the fact that both CIs and memantine tablets can be 

produced using the same machinery and sold along the same 

distribution channels does not establish substitutability. 

Adopting Defendants' contention, tablet forms of dissimilar 

medicines, for example heart medication and statins, may be
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considered substitutes because they can be made on the same 

machines and distributed along the same sales channels.

The appropriate geographic and product market for 

antitrust purposes in this case has been established as the 

memantine market in the United States.

B. The Defendant's Monopoly Power

To establish a claim of unlawful monopolization under 

Section 2 of the Sherman Act, the State must show that 

Defendants: (a) have monopoly power in a relevant market and;

(b) acquired or maintained such monopoly power through 

anticompetitive exclusionary conduct. See Grinnell, 384 U.S. at 

570-71. To establish a claim of unlawful attempted 

monopolization under Section 2 of the Sherman Act, the State 

must show that Defendants: (1) engaged in anticompetitive

behavior; (2) with specific intent to monopolize; and (3) with a 

dangerous probability of achieving monopoly power. Spectrum 

Sports, Inc. v. McQuillan, 506 U.S. 447, 456 (1993); PepsiCo,

315 F.3d at 105 (2d Cir. 2002) . The two claims are 

substantially identical, with the exception that attempted 

monopolization requires a showing of specific intent to

SA-107

106

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page111 of 211



Case l:14-cv-07473-RW S Document 80 Filed 12/11/14 Page 108 of 136

monopolize. The remaining elements can be addressed jointly. 

Exclusionary behavior under the monopolization claim and 

anticompetitive conduct under the attempted monopolization claim 

overlap. The first monopolization and the third attempted 

monopolization elements vary only by degree. See Tops Markets, 

Inc. v. Quality Markets, Inc., 142 F.3d 90, 100 (2d Cir. 1998) 

("the same concept of market power as that used in a completed 

monopolization claim [applies] . . . [though] a lesser degree of

market power may establish an attempted monopolization claim 

than that necessary to establish a completed monopolization 

claim").

Having established that the relevant market is the 

nationwide memantine market, the issue is whether Defendants 

have monopoly power in the relevant market, i.e., "the ability 

to control prices or exclude competition." United States v.

E.I. du Pont de Nemours & Co., 351 U.S. 377, 391 (1956);

PepsiCo, 315 F.3d at 107. While a "patent does not of itself 

establish a presumption of market power in the antitrust sense, " 

In re Indep. Serv. Organizations Antitrust Litig., 203 F.3d 

1322, 1325 (Fed. Cir. 2000), a high market share is an 

indication of monopoly power. Tops Markets, 142 F.3d at 98 

(guoting Broadway Delivery Corp. v. United Parcel Serv. of

SA-108
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America, Inc. , 651 F.2d 122, 129 (2d Cir.1981) ("the higher a 

market share, the stronger is the inference of monopoly power"). 

A complete market power analysis considers market share in light 

of the relevant market's particular characteristics, including 

"strength of the competition, the probable development of the 

industry, the barriers to entry, the nature of the 

anticompetitive conduct and the elasticity of consumer demand." 

Id. citing Int'l Distribution Centers, Inc. v. Walsh Trucking 

Co. , 812 F.2d 786, 792 (2d Cir. 1987); see also Hayden, 730 F.2d 

at 69 citing United States v. Columbia Steel Co., 334 U.S. 495, 

527 (1948). Market power may also be established by considering

evidence of anticompetitive effects of the challenged conduct. 

FTC v. Ind. Fed'n of Dentists, 476 U.S. 447, 460-61 (1986)

("proof of actual detrimental effects . . . can obviate the need

for an inquiry into market power, which is but a surrogate for 

detrimental effects."); Geneva Pharms, 386 F.3d at 509; Tops 

Markets, 142 F.3d at 98 (market power may be proven by direct 

evidence of anticompetitive effects) ; Todd v. Exxon Corp., 275 

F.3d 191, 206 (2d Cir. 2001) ("If a plaintiff can show that a 

defendant's conduct exerted an actual adverse effect on 

competition, this is a strong indicator of market power.").

SA-109
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As established by the facts found above, prior to 

generic entry into the market, Defendants are the exclusive 

producers of all forms of memantine. FOF SI 41. Until that 

time, Defendants control price and distribution for memantine, 

and have a patent-protected right to exclude all competition.

FOF SI 126. As CIs are not indicated for moderate to severe 

Alzheimer's patients, most patients in that group have no 

alternative to memantine. FOF SI 57. Prior to July 2015, 

Defendants have 100% of the market, there is no competition, 

development is controlled by Defendants, Defendants' patent are 

absolute barriers to entry, and demand is inelastic: Defendants 

have monopoly power. See generally FOF § IV.

Starting in July 2015, however, several generic 

manufacturers enter the memantine market and Defendants' 

memantine market share is projected to drop below 100%. See FOF 

SI SI 126-27, 136. Determining whether Defendants will continue to 

enjoy monopoly power following generic entry requires 

projections of future conditions in the memantine market.

SA-110
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Defendants will control sufficient market share to qualify as 

strong evidence of monopoly power. As found above, Defendants 

projected control of |^H of the memantine market ( 

and with the upcoming fixed dose combination) in 2 0 1 6 .  FOF

SI 1 3 9 .  This is a considerable market share, indeed "a share 

above 7 0 %  is usually strong evidence of monopoly power."

Broadway Delivery Corp. v. United Parcel Serv. of Am., Inc., 651 

F.2d 122, 129 (2d Cir. 1981).

Moreover, depending on other market factors, courts in 

the Second Circuit have permitted findings of market power with 

shares less than 50%. See United States v. Visa USA, Inc., 344

F.3d 229, 240 (2d Cir. 2003) (MasterCard found to have market 

power with 26% market share); Broadway Delivery, 651 F.2d at 129 

("the jury should not be told that it must find monopoly power 

lacking below a specified share or existing above a specified 

share"); In re Payment Card Interchange Fee & Merchant Discount 

Antitrust Litig., 562 F. Supp. 2d 392, 400 (E.D.N.Y. 2008) (a 

finding of market share less than 30% would not foreclose the 

possibility of proving monopoly power).

In the hard switch scenario, Defendants' generic 

competitors will be limited to the of the memantine market

SA-111
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not controlled by XR and the anticipated FDC Namenda product.

FOF SI 1 3 9 .  The switch-resistant Namenda users already taking 

XR, i.e., the majority of all memantine users at the time of 

generic entry, will likely exhibit the same resistance to 

adopting generic IR as exhibited by current IR patients 

resisting XR. FOF SISI 8 5 ,  1 5 4 .  Physician and health plan 

hesitations to change their patients' medications will 

exacerbate this inertia. FOF SISI 1 4 3 - 4 5 ,  1 5 5 .

Defendants' dominance in the memantine market creates 

an adverse effect on memantine pricing and competition. FOF SI 

1 1 7 .  Non-AB-rated generic drugs are not able to compete 

effectively for sales of a branded drug in the same class, even 

if the price of the generics is much lower than the brand. FOF 

SI 1 3 3 .  The Lipitor example, where the absence of AB- 

substitution limited a generic to only 3 0 %  of the market, is 

illustrative. FOF SI 1 3 3 .  Furthermore, generic drugs are 

typically not marketed to physicians or patients. FOF SI 1 2 8 .  

Defendants' conduct, by emphasizing the more expensive patent- 

protected formulations of memantine and eliminating distribution 

of the Namenda IR formulation subject to generic substitution 

laws, may therefore significantly alter the average price of 

memantine in the market. FOF SI 1 1 7 .
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The evidence found above, while not definitive, 

adequately establishes a substantial question as to whether 

Defendants have monopoly power over the relevant market.

C. Anticompetitive Conduct by Defendants

While the mere possession of monopoly power is not 

unlawful, monopolists cannot run their businesses in an 

anticompetitive manner. See e.g., Verizon Commc'ns Inc. v. Law

Offices of Curtis V. Trinko, LLP, 540 U.S. 398, 407 (2004);

United States v. Microsoft, 253 F.3d 34, 64 (D.C. Cir. 2001);

C.R. Bard, Inc. v. M3 Sys. , 157 F.3d 1340 (Fed. Cir. 1998); 

United States v. Dentsply Int'l, 399 F.3d 181 (3d Cir. 2005) .

The central inquiry is whether "a monopoly [is] 

engaging in exclusionary conduct as distinguished from growth or 

development as a consequence of a superior product, business 

acumen, or historic accident." Microsoft Corp., 253 F.3d at 58 

quoting Grinnell, 384 U.S. at 571; see also Berkey Photo, Inc. 

v. Eastman Kodak Co., 603 F.2d 263, 274 (2d Cir. 1979); Port

Dock & Stone Corp. v. Oldcastle Ne., Inc., 507 F.3d 117, 124 (2d

Cir. 2007); In re Adderall XR Antitrust Litig., 754 F.3d 128,
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133 (2d Cir. 2014), as corrected (June 19, 2014); cf. United 

States v. Colgate & Co., 250 U.S. 300, 307 (1919) ("In the 

absence of any purpose to create or maintain a monopoly, the 

[Sherman] act does not restrict the long recognized right of 

trader or manufacturer engaged in an entirely private business, 

freely to exercise his own independent discretion as to parties 

with whom he will deal) (emphasis added).

A monopolist's decision to withdraw a product from 

customers may violate antitrust laws if done for the sole 

purpose of harming competition, i.e., if it constitutes 

exclusionary conduct. See e.g., Abbott Labs, v. Teva Pharm. 

USA, Inc. , 432 F. Supp. 2d 408, 424 (D. Del. 2006) (defendant's

decision to withdraw a prior drug formulation of TriCor in an 

effort to shift patients to a new one and exclude generic 

competition may be exclusionary); Xerox Corp. v. Media Scis.

Int' 1. , 511 F. Supp. 2d 372, 388 (S.D.N.Y. 2007) (discontinued 

and redesigned printer models to "foreclose all other 

competition, and not to improve the product" may be 

exclusionary); Glen Holly Entm't v. Tektronix Inc., 352 F.3d 

367, 374 (9th Cir. 2003) (reversing dismissal of plaintiff's 

antitrust claims when "discontinuation of the only competing 

product on the market [left consumers with no] viable choice
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between market alternatives") (internal citation omitted)); Free 

Freehand Corp. v. Adobe Sys., 852 F. Supp. 2d 1171, 1182 (N.D.

Cal. 2012) ("[I]t is reasonable to infer that Adobe's

discontinuation of FreeHand and channeling of FreeHand users to 

Illustrator made it more difficult for potential competitors of 

Illustrator . . .  to enter the market"); see also Berkey Photo, 

603 F.2d at 287 n.39 ("the situation might be completely 

different if, upon the introduction of the 110 system, Kodak had 

ceased producing film in the 126 size, thereby compelling camera 

purchasers to buy a Kodak 110 camera").

The D.C. Circuit case United States v. Microsoft lays 

out a useful framework for determining whether Defendants have 

engaged in anticompetitive conduct. 253 F.3d at 58. The 

plaintiff must demonstrate that the defendant's conduct had an 

anticompetitive effect. Id. If the plaintiff establishes an 

anticompetitive effect, then the monopolist may proffer a 

procompetitive justification for its conduct - "a nonpretextual 

claim that its conduct is indeed a form of competition on the 

merits because it involves, for example, greater efficiency or 

enhanced consumer appeal." Id. at 58-59. If the monopolist 

succeeds, then the plaintiff must rebut that justification or
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demonstrate that the anticompetitive harm of the conduct 

outweighs its procompetitive effect. Id. at 59.

The Microsoft case has been widely cited by courts in

this circuit, and its framework is frequently employed. See 

e.g., Meredith Corp. v. Sesac, LLC, 1 F. Supp. 3d 180, 222 

(S.D.N.Y. 2014) (citing Microsoft, 253 F.3d at 59, for the 

proposition that "the determination of § 2 liability calls for a 

weighing of the exclusionary conduct against any 'valid business 

reasons' for it."); IHS Dialysis v. Davita, Inc., 2013 U.S.

Dist. LEXIS 47532, *24 (S.D.N.Y. Mar. 31, 2013) (citing 

Microsoft, 253 F.3d at 58 for the proposition "[w]hether any 

particular act of a monopolist is exclusionary, rather than 

merely a form of vigorous competition, can be difficult to 

discern: the means of illicit exclusion, like the means of 

legitimate competition, are myriad."); In re Fresh Del Monte

Pineapples Antitrust Litig., 2009 U.S. Dist. LEXIS 97289, *21,

55, 69 (S.D.N.Y. Sept. 30, 2009) (utilizing the Microsoft test 

to determine a § 2 violation). This framework has also more 

recently been applied in another forced switch antitrust 

decision, In Re Suboxone Antitrust Litigation, MDL No. 2445 

(E.D. Pa. Dec. 3, 2014).
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As explained below, anticompetitive effect is 

adequately demonstrated under the Microsoft framework and 

Defendants' procompetitive justifications are either not 

plausible or outweighed by the anticipated anticompetitive 

effects of the limited distribution strategy.

1. The State Demonstrated Anticompetitive Effect

The State demonstrated a substantial risk that

Defendants' limited distribution strategy would harm competition

in the memantine market, as found above. See generally FOF §

VI. Both regulators and commentators recognize the substantial

anticompetitive effect that circumvention of state substation

laws can have. See Brief for Federal Trade Commission as Amicus

Curiae at 9, Mylan Pharms., Inc., v. Warner Chilcott Pub. Ltd.

Co., No. 2:12-CV-03824-PD (E.D. Pa. Dec. 13, 2012) (PX4) ("As a

practical matter, if a generic cannot be substituted at the

pharmacy counter, the economically meaningful market for the

generic product disappears."); Brief for Intellectual Prop. &

Antitrust Law Professors as Amici Curiae at 14, Mylan (PX5)

("Under Hatch-Waxman and state substitution laws, generics can

only compete cost-effectively through substitution on the new or

old branded drug version."); cf. FTC v. Actavis, 133 S.Ct. 2223,

2228 (2013) ("The Hatch-Waxman process, by allowing the generic

to piggy-back on the pioneer's approval efforts, speed[s] the
116
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introduction of low-cost generic drugs to market . . . thereby

furthering drug competition.") (internal quotations and 

citations omitted).

Defendants undertook to achieve significantly higher 

levels of conversion from IR to XR precisely by reducing generic 

competition, putting in place a limited distribution strategy to 

serve as an "obstacle" to generic switching, thwarting state 

substitution laws. The result of the forced switch, as found 

above, is inflation of XR's share of the memantine market. FOF 

SISl 134, 137. Most patients are effectively denied access to IR 

for the six months prior to generic entry.

That the limited distribution does not ban all 

competition does not demonstrate absence of exclusionary 

behavior. Exclusionary behavior need not result in "total 

foreclosure" of competition, but rather is found where "the 

challenged practices bar a substantial number of rivals or 

severely restrict the market's ambit." Dentsply, 399 F.3d at 

191; LePage's Inc. v. 3M, 324 F.3d 141, 159 (3d Cir. 2003); 

Microsoft, 253 F.3d at 69; In re Fresh Del Monte Pineapples 

Antitrust Litig., 04-MD-1628, 2009 WL 3241401, at *16 (S.D.N.Y. 

Sept. 30, 2009) aff1d sub nom. Am. Banana Co. v. J. Bonafede

SA-118
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Co. , 407 F. App’x 520 (2d Cir. 2010) . "Where a course of action

is ambiguous, 'consideration of intent may play an important 

role in divining the actual nature and effect of the alleged 

anticompetitive conduct.'" Berkey Photo, 603 F.2d at 288 

quoting United States v. United States Gypsum Co., 438 U.S. 422, 

436 n .13 (1978).

The State has met its burden under the first prong of

Microsoft.

2. Defendants' Procompetitive Justifications Are 
Pretextual

In evaluating a monopolization claim, the trier of 

fact must distinguish "between conduct that defeats a competitor 

because of efficiency and consumer satisfaction, and conduct 

that not only (1) tends to impair the opportunities of rivals, 

but also (2) either does not further competition on the merits 

or does so in an unnecessarily restrictive way." Trans Sport, 

Inc. v. Starter Sportswear, Inc., 964 F.2d 186, 188-89 (2d Cir. 

1992) (internal quotations and citations omitted); see also 

Microsoft, 253 F.3d at 59, 65.

SA-119
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The Supreme Court has held that where consumer choices 

are made as a result of "forcing" customers to purchase a 

product, then that is not competition on the merits. Jefferson 

Parish Hosp. Dist. No. 2 v. Hyde, 466 U.S. 2, 27 (1984)

(condemning tying as anticompetitive where it "restraints] 

competition on the merits by forcing purchases that would not 

otherwise be made"). Where "the conduct has no rational 

business purpose other than its adverse effects on competitors, 

an inference that it is exclusionary is supported." Stearns 

Airport Equip. Co. v. FMC Corp., 170 F.3d 518, 522 (5th Cir. 

1999).

Saunders stated, contemporaneously with the adoption 

of the hard switch by Forest, that the purpose of the switch was 

anticompetitive: to put barriers obstacles in the path of 

producers of generic memantine and thereby protect Namenda's 

revenues from a precipitous decline following generic entry.

FOF SI 116. He further stated: "if we do the hard switch and 

we've converted patients and caregivers to once-a-day therapy 

versus twice a day, it's very difficult for the generics then to 

reverse-commute back, at least with the existing 

[prescriptions]. They don't have the sales force, they don't 

have the capabilities to go do that. It doesn't mean that it

SA-120
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can't happen, it just becomes very difficult. It is an obstacle 

that will allow us to, I think, again go into to a slow decline 

versus a complete cliff."). FOF SI 116.

Saunders's motivation for the hard switch, expressed 

at the hearing, that his team could better "focus" on XR and FDC 

if IR was no longer sold by Defendants, was not as specific, or 

as persuasive, as his earlier representations to shareholders, 

quoted above. Compare FOF SI 7 8  with SI 1 1 6 ;  see also FOF SI 1 2 2 .

As found above, Defendants' and Defendants' experts' 

rationalizations for the hard switch strategy are not only 

later-in-time but also not as persuasive. The only quantified 

savings from the limited distribution are roughly of the

loss of IR revenue within the first six months. FOF SI 119. 

Defendants did not quantify the remaining pro-competitive 

justifications identified in conjunction with this case. FOF SISl 

116, 120. Nor did Saunders elaborate on how the hard switch 

strategy would allow for greater focus. FOF SIS! 116, 120. There 

is no indication that these ancillary benefits were the basis 

for Defendants' hard switch strategy. FOF SI 121.

SA-121
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Finally, by contending at the hearing that a 

preliminary injunction against the forced switch would require 

significant changes to Defendants' operations as a result of the

essentially conceded that it is this expectation of 

increased sales of Namenda XR that is driving their business 

decision to engage in the forced switch. No other non-pretexual 

pro-competitive purpose has been established, either at the 

hearing or by any contemporary Forest analysis.

business justifications for their exclusionary conduct that 

outweigh the anticompetitive effects. Microsoft, 253 F.3d at 

59; Xerox, 511 F. Supp. 2d at 389. Since these legitimate 

business justifications must outweigh the anticompetitive effect 

of the conduct to avoid liability, proffering a minor, 

immaterial efficiency justification for conduct, the principal 

purpose and effect of which is to harm competition, will not 

render such conduct lawful. Microsoft, 253 F.3d at 58-59, 64-

66; Xerox, 511 F. Supp. 2d at 388-89; Abbott Labs., 432 F. Supp. 

2d at 422. Rather, in such cases, the procompetitive benefits

potential loss of in sales, Defendants have

3. Any Procompetitive Justifications Are Outweighed by 
the Anticompetitive Impact of the Conduct

To avoid liability, Defendant may offer legitimate
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of the business justification must outweigh the anticompetitive 

effects.

SA-123

As discussed above, Defendants have not identified how 

the limited distribution efficiencies would outweigh

. The savings from the limited distribution are 

dwarfed by the loss of IR revenue within the first six months. 

FOF SI 119. The remaining justifications were not quantified.

FOF SISI 119-120. More to the point, these cost savings are 

dwarfed by the considerable anticompetitive harm: both to 

patients, who will pay in higher co-payments or

have to switch medications twice, and to third party payors, who 

will pay more than . FOF SI 161.

On the basis of these factual findings, Defendants' 

justifications are outweighed by the anticompetitive effects of 

the limited distribution. Therefore, there is a serious 

question as to whether Defendants' limited distribution strategy 

constitutes competitive conduct.

D. Sherman Act Section 1 Claim
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To establish a claim under Section 1 of the Sherman 

Act, the State must demonstrate: (a) concerted action between

Defendants and Foundation Care; (b) resulting in an unreasonable 

restraint of trade affecting the United States. See Tops 

Markets, 142 F.3d at 95-96; 15 U.S.C. § 1 ("Every contract, 

combination in the form of trust or otherwise, or conspiracy, in 

restraint of trade or commerce among the several States, or with 

foreign nations, is declared to be illegal") ; see also Leegin 

Creative Leather Products, Inc. v. PSKS, Inc., 551 U.S. 877, 885 

(2007) (noting that Section 1 is properly construed to bar only 

unreasonable restraints, not all restraints).

Concerted action within the meaning of Section 1 

exists when an agreement between "separate economic actors 

pursuing separate economic interests . . . deprives the

marketplace of independent centers of decisionmaking." Am. 

Needle, Inc. v. Nat11 Football League, 560 U.S. 183, 195 (2010) 

(internal quotations and citations omitted). Foundation Care 

and Defendants are separate economic actors, occupying differing 

roles in the memantine supply chain: under the hard switch 

strategy, Defendants remain the sole supplier, or "vendor," and 

Foundation Care becomes the sole distributor, termed the 

"independent contractor." FOF f 104. This is sufficient to
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establish concerted action. See Anderson News, LLC v. Am.

Media, Inc., 680 F.3d 162, 182 (2d Cir. 2012).

Allegations of restraints that are not per se unlawful 

are analyzed under the rule of reason test, where "the 

factfinder weighs all of the circumstances of a case in deciding 

whether a restrictive practice should be prohibited as imposing 

an unreasonable restraint on competition." Leegin, 551 U.S. at 

885 (2007) (internal citations and quotations omitted). "When 

applying the rule of reason, courts weigh all of the 

circumstances surrounding the challenged acts to determine 

whether the alleged restraint is unreasonable, taking into 

account factors such as specific information about the relevant 

business, the restraint's history, nature, and effect, and 

whether the businesses involved have market power." Gatt 

Commc'ns, Inc. v. PMC Associates, L.L.C., 711 F.3d 68, 75 (2d

Cir. 2013) (internal quotations omitted) citing Leegin, 551 U.S. 

at 885).

The Section 2 analysis above satisfies the 

unreasonable restraint prong. Defendants have monopoly power in 

the memantine market. See generally FOF § IV. The hard switch 

strategy will likely have an anticompetitive effect on that
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market, denying current memantine patients access to IR tablets 

and driving up the average price of memantine following generic 

entry. See generally FOF § VI. In sum, the hard switch 

strategy constitutes an unreasonable restrain on trade without a 

pro-competitive justification, as discussed above.

The cases Defendants cite in opposition to this claim 

do not alter this conclusion. While it is true that 

manufacturers generally have control over distribution, E & L 

Consulting, Ltd. v. Doman Indus. Ltd., 472 F.3d 23, 30 (2d Cir.

2006), they are not permitted to exert that control in a manner 

that violates the antitrust laws. See Leegin, 551 U.S. at 892 

(discussing the illegality of vertical restraints).

In E & L Consulting, the Second Circuit affirmed 

dismissal of a Section 1 claim for failure to plead that the 

concerted action would yield an adverse effect on the market.

472 F.3d at 31. The facts in that case established that the 

defendant-monopolist would continue to enjoy monopoly power with 

or without the agreement in question. Id. at 29 (the monopolist 

held 95% of the market). Since the defendant in E & L 

Consulting did not need the agreement to further its monopoly, 

the Second Circuit concluded that the agreement was not a proper
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basis for Section 1 liability. Id. at 30. By contrast, 

Defendants in this case face potential competition from numerous 

generic manufacturers in summer of 2015, and are relying on the 

MSA to maintain their market power. This is also not a case 

where the vertical agreement is made for a pro-competitive 

reason. Compare the anticompetitive effect in this case with 

that in Cont'l T.V., Inc. v. GTE Sylvania Inc., 433 U.S. 36 

(1977) ("[v]ertical restrictions promote interbrand competition 

by allowing the manufacturer to achieve certain efficiencies in 

the distribution of his products").

As with the Section 2 claims, the State has 

demonstrated a substantial question exists as to the legality of 

the MSA as governed by Section 1 of the Sherman Act.

E. State Law Violations by Defendants

The Donnelly Act makes illegal and void any contract, 

arrangement, or agreement that restrains competition in any 

business, or unlawfully interferes with the free exercise of any 

activity in the conduct of any business, and is generally 

construed in accordance with the Sherman Act. See N.Y. Gen.
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Bus. Law § 340; Anheuser-Busch, Inc. v. Abrams, 71 N.Y.2d 327, 

334 (N.Y. 1988) .

"A plaintiff alleging a claim under the Donnelly Act 

must identify the relevant product market, allege a conspiracy 

between two or more entities, and allege that the economic 

impact of that conspiracy was to restrain trade in the relevant 

market." Thome v. Alexander & Louisa Calder Found., 890 

N.Y.S.2d 16, 32 (App. Div. 2009); see also, Benjamin of Forest 

Hills Realty, Inc. v. Austin Sheppard Realty, Inc., 823 N.Y.S.2d 

79 (App. Div. 2006); Yankees Entm’t & Sports Network, LLC v. 

Cablevision Sys. Corp., 224 F. Supp. 2d 657, 678 (S.D.N.Y.

2002) .

The Donnelly Act analysis tracks the Section 1 of the 

Sherman Act claim, as analyzed above. As with the Section 1 

claim, the State has met its burden of demonstrating a 

substantial question going to the merits of this claim.

Under Section 63(12), the New York State Attorney 

General may sue defendants for violations of state or federal 

law, including Sherman Act or Donnelly Act violations, affecting 

more than one person within New York State. N.Y. Exec. L. §
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63(12); State v. Feldman, 210 F. Supp. 2d 294, 300 (S.D.N.Y.

2002) (antitrust violations are predicate offenses); State v. 

Stevens, 497 N.Y.S.2d 812, 813 (N.Y. Sup. Ct. 1985); People v.

Wilco Energy Corp., 728 N.Y.S.2d 471, 471 (2d Dep't 2001) (the

Attorney General can show repetition of any separate and 

distinct fraudulent or illegal act, or conduct which affects 

more than one person to satisfy the "repetition" requirement 

under the law).

As discussed above, the State has established a 

substantial question on the merits of its Sherman and Donnelly 

Act antitrust claims, and therefore adequately established these 

claims as well.

IX. A Preliminary Injunction Is Appropriate

Upon the establishment of serious questions of 

antitrust violations as concluded above, the standard questions 

for preliminary injunction relief remain and are concluded in 

favor of the State. The irreparable injury has been 

established, the balance of hardships tips markedly in the favor 

of the State, and the public interest is best served by 

preliminary relief maintaining the status quo.
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Since the introduction of Namenda XR in 2013, Forest 

has successfully marketed and sold both XR and IR products. FOF 

SI 53. Namenda IR has been in the market since 2004 and its 

yearly sales have exceeded $1.5 billion, as found above. FOF SI 

44. The present Forest sales program is consistent with an 

accepted industry practice of a soft switch when a new product 

is introduced, a practice that maintains consumer choice before 

and after generic entry into the market. FOF SI 36. To maintain 

the status quo is appropriate relief under the circumstances 

here presented.

A. Irreparable Harm Has Been Established

Although the State has maintained otherwise, see PI.'s 

Mem. in Supp't 40, it is not entitled to a presumption of 

irreparable harm. See 15 U.S.C. § 26 (authorizing injunction 

"when and under the same conditions and principles as injunctive 

relief against threatened conduct that will cause loss or damage 

is granted by courts of equity . . . and a showing that the

danger of irreparable loss or damage is immediate"); Salinger v. 

Colting, 607 F.3d 68, 78 n.7 (2d Cir. 2010) (noting that eBay

Inc. v. MercExchange, LLC, 547 U.S. 388, (2006), eliminated all
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presumptions of irreparable harm absent contrary explicit 

congressional intent); see also Weinberger v. Romero-Barcelo, 

456 U.S. 305, 313 (1982) (statute should not be read lightly to 

replace traditional equity test) . Therefore, the State "must 

demonstrate that absent a preliminary injunction [it] will 

suffer an injury that is neither remote nor speculative, but 

actual and imminent, and one that cannot be remedied if a court 

waits until the end of trial to resolve the harm." Grand River 

Enter. Six Nations, Ltd. v. Pryor, 481 F.3d 60, 66 (2d Cir.

2007) (internal quotations and citations omitted).

Consequently, the State must show that there is a "substantial 

chance that upon final resolution of the action the parties 

cannot be returned to the positions they previously occupied." 

Brenntag Int'l Chemicals, Inc. v. Bank of India, 175 F.3d 245, 

249 (2d Cir. 1999).

The facts found above established that that patients, 

caregivers, and physicians will be constrained in obtaining 

Namenda IR in the absence of a preliminary injunction. FOF 1 

112. Permanent damage to competition in the memantine market 

can also result from Defendants' planned hard switch strategy. 

See generally FOF § VI.A.
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In addition, in the absence of a preliminary 

injunction and in the accomplishment of the Defendants' hard 

switch, consumers will pay almost $300 million more for a 

memantine drug than if the present sales patter is maintained. 

Although this is a projected financial loss to Alzheimer's 

patients, it can be avoided by maintaining the status quo. See 

Bon-Ton Stores v. May Dep't Stores Co., 881 F. Supp. 860, 866 

(W.D.N.Y. 1994) ("With respect to irreparable harm, doubts as to 

whether an injunction sought is necessary . . . should be

resolved in favor of granting the injunction.") (internal 

quotations and citations omitted).

B. The Balance of Hardships Tips in Favor of the State

In determining whether to grant a preliminary 

injunction, courts consider the balance of harms between the 

movant and the party subject to the injunction. See Amoco Prod. 

Co. v. Vill. of Gambell, 480 U.S. 531, 542 (1987); Random House,

Inc. v. Rosetta Books LLC, 283 F.3d 490, 492 (2d Cir. 2002) .

The facts found above demonstrate that the hard switch 

will injure competition and consumers. See generally FOF § VI. 

Conversely, the Defendants have not demonstrated any harm
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resulting from their continuing the same IR distribution 

strategy they have been using since 2004. FOF SI 38. And 

Defendants have failed to quantify any material costs that would 

result from an injunction. FOF SI SI 116, 120. No evidence has 

been submitted that continuing to supply the market with Namenda 

IR, an activity they have been doing by choice for over a 

decade, constitutes a hardship. To the contrary, the evidence 

suggests that continuing to sell IR will be a net benefit to 

De f e ndan t

SA-133

• ^OF SI 118.

Having to compete with other firms in the market is 

what the antitrust laws require, not a cognizable harm. Harm is 

not established by refraining conduct that "seems clearly to be 

an effort to game the rather intricate FDA rules to 

anticompetitive effect." Abbott Labs., 432 F. Supp. 2d at 422. 

As found above, Defendants actually risk losing in

revenues gained through anticompetitive, i.e., illegally, 

conduct. This is not a cognizable harm.

C. The Public Interest Favors Granting the Injunction
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Finally, " [c]ourts of equity may, and frequently do, 

go much farther both to give and withhold relief in furtherance 

of the public interest than they are accustomed to go when only 

private interests are involved.") (internal quotations and 

citations omitted." United States v. First Nat'l City Bank, 379 

U.S. 378, 383 (1965); accord Register.com, Inc. v. Verio, Inc., 

356 F.3d 393, 424 (2d Cir. 2004) quoting Standard & Poor’s Corp.

v. Commodity Exch., Inc., 683 F.2d 704, 711 (2d Cir. 1982).

Here, the State seeks to enforce laws on behalf of the 

public. FOF SI 1. Courts presume that government action taken 

in furtherance of a regulatory or statutory scheme is in the 

public interest. See, e.g., Register.com, Inc. v. Verio, Inc., 

356 F.3d 393, 424 (2d Cir. 2004). Enforcing the antitrust laws

serves the public interest in a competitive marketplace, here 

the memantine market. See United States v. Siemens Corp., 621

F.2d 499, 506 (2d Cir. 1980).

Additionally, a preliminary injunction will protect 

the public interest by safeguarding the fundamental compromise 

envisioned by the Hatch-Waxman Act, which sought to reconcile 

the sometimes conflicting public policy goals of making 

affordable generic drugs available to consumers and protecting

SA-134
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pharmaceutical companies' incentives to innovate. FOF § II.E. 

Defendants have accepted a five-year extension to their patent 

rights, took advantage of pediatric exclusivity, and used Hatch- 

Waxman's mechanism for delaying generic entry by suing would-be 

generic competitors, thus delaying their approval. FOF SI 38.

The hard switch violates the spirit of the Hatch-Waxman Act and 

the public policy underlying it.

Defendants have contended that allowing them to engage 

in the hard switch will allow increased innovation in the long 

term, as greater financial resources are made available to 

Defendants. Defs.' Mem. in Opp'n 23. However, optimizing the 

incentives for innovation requires that the legal system reward 

pharmaceutical companies for truly innovative conduct that 

benefits consumers, by means of better drugs that physicians and 

patients are willing to switch to voluntarily. Providing 

financial rewards for anticompetitive conduct is not in the 

public interest.
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Conclusion

Based upon the finding of fact conclusions of law set 

forth above, a preliminary injunction will issue. The State 

will submit a proposed preliminary injunction by 5:00 PM on 

December 12, 2014, and a hearing will be held in Courtroom 23B 

on December 15, 2014 at noon.

It is so ordered.

New York, NY 
December ' j , 2014

ROBERT W . SWEET 
U.S.D.J.
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DOCUMENT l 

UNITED STATES DISTRICT COURT n·c 1 .,,,. r.q •'"'I) 
SOUTHERN DISTRICT OF NEW YORK J! ~~~:~~:f~ON ·A,~. L.:.t . .t'f.~_,J;'- P 
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THE PEOPLE OF THE STATE OF NEW YORK , 

Pl a i nt i ff , 14 Civ . 7473 

-against - ORDER 

ACTAVIS , PLC , a nd 
FOREST LABORATORIES , LLC, 

Defendants . 

------------------------------------- -X 

Upon the f indings of fact and conc l usion s of law set 

forth i n t he Op i n i on of th i s Court dated December 11 , 201 4 , it 

i s hereby ORDERED that : 

1 . Dur ing the In junction Term as defined be l ow, the 

Defendants s h all cont inue to make Namenda IR (immedia t e-release) 

tablets availab le on t he same terms and conditions applicable 

since July 21 , 2013 (the date Na me nda XR entered the market) . 

2 . On or before December 23 , 2014 , Defen da nts shall 

inform healthcare providers , pharmacists , patients , caregivers , 

and hea l th plans of this i njunction (and provide a copy of t he 

i n junction or other means to easily view the injunction) and the 

cont inued availab ility of Namenda IR in t h e same or 

1 
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substantially similar manner in wh ich they in formed the m of 

Defendants ' plan to discontinue Namenda IR in February 2014 . 

3 . The Defendants shall not impose a "medical 

necessity" requirement or form for t h e filling of prescriptions 

of Namenda IR during t h e Injunction Term. 

4. In order to allow for an orderly transition , thi s 

inj unction shall be effective from the date of issuance until 

thirty days after July 11 , 20 15 {the date when generic memantine 

will first be avail able ) (the "Injunction Term") . 

New York, NY 
December ;r. 2014 

2 

ROBERT W. SWEET 
U . S . D . J . 
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CONSTITUTION OF THE UNITED 
STATES 

We the People of the United States, in Order 
to form a more perfect Union, establish justice, in
sure domestic Tranquility, provide for the common 
defence, promote the general Welfare, and secure 
the Blessings of Liberty to ou rselves and our 
Posterity, do ordain and establish this Constitution 
for the United Sta tes of America. 

Article. I. 

Section. 1. All legislative Powers herein grant
ed shall be vested in a Congress of the United 
States, whid1 shall consist of a Senate and House 
of Representatives. 

Section. 2. The House of Representatives sha ll 
be composed of Members chosen every second 
Year by the People of the several States, and the 
Electors in each State sha ll have the Qualifications 
requisite for Electors of the most numerous Branch 
of the State Legislature. 

No Person shall be a Representative who shall 
not have attained to the Age of twenty five Years, 
and been seven Years a Citizen of the United 
States, and who shall not, w hen elected, be an In
habitant of that State in which he shall be chosen. 

[Representatives and direct Taxes shall be ap
portioned among the several States which may 
be included within th is Union, according to their 
respective Numbers, which shall be determined 
by adding to the whole Number of free Persons, 
including those bow1d to Service for a Tem1 of 
Years, and excluding Indians not taxed , three fifths 
of all o the r Persons.)* The actual Enumeration 

*Changed by section 2 of the Fourteenth Amendment. 
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the President of the United States; and before the 
Same shall take Effect, shall be approved by him, 
or being disapproved by him, shall be repassed by 
two thirds of the Senate and House of Represent
atives, according to the Rules and Limitations 
prescribed in the Case of a Bill. 

Section. 8. The Congress shall have Power To 
lay and collect Taxes, Duties, Imposts and Excises, 
to pay the Debts and provide for the common 
Defence and general Welfare of the United States; 
but all Duties, Imposts and Excises shall be uni
form throughout the United States; 

To borrow Money on the credit of the United 
States; 

To regulate Commerce with foreign Nations, 
and among the several States, and with the Indi
an Tribes; 

To establish an uniform Rule of Naturalization, 
and uniform Laws on the subject of Bankruptcies 
throughout the United States; 

To coin Money, regulate the Value thereof, and 
of foreign Coin, and fix the Standard of Weights 
and Measures; 

To provide for the Punishment of counterfeit
ing the Securities and current Coin of the United 
States; 

To establish Post Offices an d post Roads; 
To promote the Progress of Science and use

ful Arts, by securing for limited Tm1.es to Authors 
and Inventors the exclusive Right to their respec
tive Writings and Discoveries; 

To constitute Tribunals inferior to the supreme 
Court; 

To define and pwush Piracies and Felonies 
committed on the high Seas, and Offenses against 
the Law of Nations; 

To declare War, grant Letters of Marque and 
Reprisal, and make Rules concerning Captures on 
Land and Water; 

6 
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Sec.
15h. Applicability of parens patriae actions.
16. Judgments.
17. Antitrust laws not applicable to labor organi

zations.
18. Acquisition by one corporation of stock of an

other.
18a. Premerger notification and waiting period.
19. Interlocking directorates and officers.
19a, 20. Repealed.
21. Enforcement provisions.
21a. Actions and proceedings pending prior to

June 19, 1936; additional and continuing vio
lations.

22. District in which to sue corporation.
23. Suits by United States; subpoenas for wit

nesses.
24. Liability of directors and agents of corpora

tion.
25. Restraining violations; procedure.
26. Injunctive relief for private parties; excep

tion; costs.
26a. Restrictions on the purchase of gasohol and

synthetic motor fuel.
26b. Application of antitrust laws to professional

major league baseball.
27. Effect of partial invalidity.
27a. Transferred.
28. Repealed.
29. Appeals.
30 to 33. Repealed.
34. Definitions applicable to sections 34 to 36.
35. Recovery of damages, etc., for antitrust vio

lations from any local government, or offi
cial or employee thereof acting in an offi
cial capacity.

36. Recovery of damages, etc., for antitrust vio
lations on claim against person based on of
ficial action directed by local government, 
or official or employee thereof acting in an 
official capacity.

37. Immunity from antitrust laws.
37a. Definitions.
37b. Confirmation of antitrust status of graduate

medical resident matching programs.
38. Association of marine insurance companies;

application of antitrust laws.

H is t o r i c a l  N o t e

This chapter includes among other statutory provi
sions the Sherman Act, comprising sections 1 to 7 of 
this title, the Clayton Act, comprising sections 12, 13,. 
14 to 19, 20. 21, and 22 to 27 of this title and sections 52 
and 53 of Title 29. Labor, the Wilson Tariff Act, com
prising sections 8 and 9 of this title, the Robinson-Pat- 
man Price Discrimination Act. comprising sections 13, 
13a, 13b, and 21a of this title, the “ Expediting A ct” , sec
tions 28 and 29 of this title, and the “ Hart-Scott-Rodino 
Antitrust Improvements Act of 1976” , comprising sec
tions 15c to 15h, 18a, and 66 of this title. For complete 
classification of the Hart-Scott-Rodino Act, see Short 
Title note under section 1 of this title.

Co n g r e s s io n a l  in v e s t ig a t io n  o f  m o n o p o l y

Joint Res. June 16, 1938, ch. 456, 52 Stat. 705, created 
a Temporary National Economic Committee which was 
authorized to make a full investigation on monopoly 
and the concentration of economic power in and finan
cial control over production and distribution of goods 
and services. The time for submitting the final report 
under Joint Res. June 16, 1938, ch. 456, 52 Stat. 705, as 
amended Apr. 26, 1939, ch. 104, §§1, 2, 53 Stat. 624, was 
extended to Apr. 3. 1941, by Joint Res. Dec. 16, 1940, ch. 
932, 54 Stat. 1225. The committee’s report was presented 
to Congress on Mar. 31, 1941, and was published in Sen
ate Document No. 35.

E x e c u t iv e  O r d e r  No. 12022
Ex. Ord. No. 12022, Dec. 1, 1977. 42 F.R. 61441, as 

amended by Ex. Ord. No. 12052, Apr. 7, 1978, 43 F.R.

15133, which related to the National Commission for the 
Review of Antitrust Laws and Procedures, was revoked 
by Ex. Ord. No. 12258, Dec. 31, 1980, 46 F.R. 1251, for
merly set out as a note under section 14 of the Appen
dix to Title 5, Government Organization and Employ
ees. •

§ 1. Trusts, etc., in restraint of trade illegal; pen
alty

Every con tra ct , com bin a tion  in the form  o f 
trust or otherw ise, or consp iracy , in restraint o f 
trade or com m erce  am ong the several States, or 
with foreign  nations, is declared to be illegal. 
Every person who shall m ake any con tra ct or 
engage in any com bination  or  consp iracy  hereby 
declared to be illegal shall be deem ed g u ilty  o f 
a felony, and, on con v iction  thereof, shall be 
punished by fine not exceeding $100,000,000 if  a 
corporation , or, if  any other person, $1,000,000, or 
by im prisonm ent n ot exceeding 10 years, or  by 
both  said punishm ents, in the d iscretion  o f  the 
court.
(Ju ly  2, 1890, ch. 647, §1, 26 Stat. 209; Aug. 17, 
1937, ch. 690, t itle  VIII, 50 Stat. 693; Ju ly  7, 1955, 
ch. 281, 69 Stat. 282; Pub. L. 93-528, §3, D ec. 21,
1974, 88 S tat. 1708; Pub. L. 94-145, §2, Dec. 12,
1975, 89 S tat. 801; Pub. L. 101-588, §4(a), Nov. 16, 
1990, 104 Stat. 2880: Pub. L. 108-237, t itle  II, 
§ 215(a), June 22, 2004, 118 Stat. 668.)

A m e n d m e n t s

2004— Pub. L. 108-237 substituted “ 5100,000.000” for 
“ $10,000,000” , “ $1,000,000” for “ 5350,000” , and “ 10”  for

1990— Pub. L. 101-588 substituted “ 510,000,000” for “ one 
million dollars” and “ $350,000” for “ one hundred thou
sand dollars” .

1975— Pub. L. 94-145 struck out from first sentence 
two provisos granting anti-trust exemption to State 
fair trade laws.

1974— Pub. L. 93-528 substituted “ a felony, and, on 
conviction thereof, shall be punished by fine not ex
ceeding one million dollars if a corporation, or, if any 
other person, one hundred thousand dollars, or by im
prisonment not exceeding three years” for “ a mis
demeanor, and on conviction thereof, shall be punished 
by fine not exceeding fifty thousand dollars, or by im
prisonment not exceeding one year” .

1955—Act July 7, 1955, substituted “ fifty thousand 
dollars” for “ five thousand dollars” .

1937—Act Aug. 17, 1937, inserted two provisos.

E f f e c t i v e  D a t e  o f  2001 A m e n d m e n t

Pub. L. 107-72, §4, Nov. 20, 2001, 115 Stat. 650, provided 
that: “ This Act [enacting and amending provisions set 
out as notes under this section] and the amendments 
made by this Act shall take effect on September 30, 
2001. ”

E f f e c t i v e  D a t e  o f  1975 A m e n d m e n t

Pub. L. 94-145, §4, Dec. 12, 1974, 89 Stat. 801, provided 
that: “ The amendments made by sections 2 and 3 of 
this Act [amending this section and section 45 of this 
title] shall take effect upon the expiration of the nine
ty-day period which begins on the date of enactment of 
this Act [Dec. 12, 1975].”

S h o r t  T i t l e  o f  2009 a m e n d m e n t

Pub. L. 111-30, §1, June 19, 2009, 123 Stat. 1775, pro
vided that: “ This Act [enacting and amending provi
sions set out as notes under this section] may be cited 
as the ‘Antitrust Criminal Penalty Enhancement and 
Reform Act of 2004 Extension A ct’ . "

S h o r t  T i t l e  o f  2008 A m e n d m e n t

Pub. L. 110-327, §1, Sept. 30, 2008. 122 Stat. 3566, pro
vided that: “This Act [amending provisions set out as
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a note under this section] may be cited as the ‘Need- 
Based Educational Aid Act of 2008’ .”

S h o r t  T i t l e  o p  2007 a m e n d m e n t

Pub. L. 110-6, §1, Feb. 26, 2007, 121 Stat. 61, provided 
that: “ This Act [amending provisions set out as a note 
under this section] may be cited as the ‘Antitrust Mod
ernization Commission Extension Act of 2007’ .”

S h o r t  T i t l e  o f  2004 A m e n d m e n t

Pub. L. 108-237, title II, §201, June 22, 2004. 118 Stat. 
665, provided that: “ This title [amending this section 
and sections 2, 3, and 16 of this title and enacting provi
sions set out as notes under this section and section 16 
of this title] may be cited as the ‘Antitrust Criminal 
Penalty Enhancement and Reform Act of 2004’ . "

S h o r t  t i t l e  o f  2002 A m e n d m e n t

Pub. L. 107-273, div. C, title IV, §14101, Nov. 2, 2002, 116 
Stat. 1921, provided that: “ This title [amending sec
tions 3, 12, 27, and 44 of this title, section 225 of Title 
7, Agriculture, section 1413 of Title 30, Mineral Lands 
and Mining, and section 2135 of Title 42. The Public 
Health and Welfare, repealing sections 30 and 31 of this 
title, enacting provisions set out as a note under sec
tion 3 of this title, amending provisions set out as 
notes under this section and section 8 of this title, and 
repealing provisions set out as notes under section 15 of 
this title and section 41309 of Title 49, Transportation] 
may be cited as the 'Antitrust Technical Corrections 
Act of 2002’ . "

S h o r t  T i t l e  o f  2001 A m e n d m e n t

Pub. L. 107-72, §1, Nov. 20. 2001, 115 Stat. 648, provided 
that: "T h is Act [enacting and amending provisions set 
out as notes under this section] may be cited as the 
‘Need-Based Educational Aid Act of 2001’ .”

S h o r t  T i t l e  o f  1998 A m e n d m e n t

Pub. L. 105-297, §1, Oct. 27. 1998, 112 Stat. 2824, pro
vided that: “ This Act [enacting section 26b of this title 
and provisions set out as a note under section 26b of 
this title] may be cited as the ‘Curt Flood Act of 1998’ .”

S h o r t  T i t l e  o f  1997 a m e n d m e n ts

Pub. L. 105-43, §1, Sept. 17, 1997, 111 Stat. 1140, pro
vided that: “ This Act [enacting and amending provi
sions set out as notes below] may be cited as the ‘Need- 
Based Educational Aid Antitrust Protection Act of 
1997’.”

Pub. L. 105-26, §1, July 3. 1997, 111 Stat. 241, provided 
that: “ This Act [amending sections 37 and 37a of this 
title and enacting provisions set out as notes under sec
tion 37 of this title] may be cited as the ‘Charitable Do
nation Antitrust Immunity Act of 1997’ .”

S h o r t  T i t l e  of  1995 A m e n d m e n t

Pub. L. 104-63, §1, Dec. 8, 1995, 109 Stat. 687, provided 
that: “This Act [enacting sections 37 and 37a of this 
title and provisions set out as a note under section 37 
of this title] may be cited as the ‘Charitable Gift Annu
ity Antitrust Relief Act of 1995’ .”

S h o r t  T i t l e  o f  1990 a m e n d m e n t

Pub. L. 101-588, §1, Nov. 16, 1990, 104 Stat. 2879, pro
vided: “ That this Act [amending this section and sec
tions 2, 3, 15a, and 19 of this title and repealing section 
20 of this title] may be cited as the ‘Antitrust Amend
ments Act of 1990’ . "

S h o r t  T i t l e  o f  1984 A m e n d m e n t

Pub. L. 98-544, §1, Oct. 24, 1984, 98 Stat. 2750, provided: 
“ That this Act [enacting sections 34 to 36 of this title  
and provisions set out as a note under section 34 of this 
title] may be cited as the ‘Local Government Antitrust 
Act of 1984’ .”

S h o r t  T i t l e  o f  1982 a m e n d m e n t

Pub. L. 97-290, title IV, §401, Oct. 8. 1982, 96 Stat. 1246. 
provided that: “ This title [enacting section 6a of this

title and amending section 45 of this title] may be cited 
as the ‘Foreign Trade Antitrust Improvements A ct of 
1982’ .”

S h o r t  T i t l e  o f  1980 A m e n d m e n t

Pub. L. 96-493, §1, Dec. 2, 1980, 94 Stat. 2568, provided: 
“ That this Act [enacting section 26a of this title] may 
be cited as the ‘Gasohol Competition Act of 1980’. "

S h o r t  T i t l e  o f  1976 A m e n d m e n t

Pub. L. 94-435, §1, Sept. 30. 1976, 90 Stat. 1383, pro
vided: “ That this Act [enacting sections 15c to 15b, 18a, 
and 66 of this title, amending sections 12, 15b, 16, 26, and 
1311 to 1314 of this title, section 1505 of Title 18, Crimes 
and Criminal Procedure, and section 1407 of Title 28, 
Judiciary and Judicial Procedure, and enacting provi
sions set out as notes under sections 8, 15c, 18a, and 1311 
of this title] may be cited as the ‘Hart-Scott-Rodino 
Antitrust Improvements Act of 1976’ . "

S h o r t  T i t l e  o f  1975 a m e n d m e n t

Pub. L. 94-145, §1, Dec. 12, 1975, 89 Stat. 801, provided: 
“That this Act [amending this section and section 45 of 
this title and enacting provisions set out as a note 
under this section] may be cited as the ‘Consumer 
Goods Pricing Act of 1975’ .”

S h o r t  T it l e  o f  1974 A m e n d m e n t

Pub, L. 93-528, §1, Dec. 21, 1974, 88 Stat. 1706, provided: 
“ That this Act [amending this section and section 2, 3, 
16, 28, and 29 of this title, section 401 of Title 47, Tele
communications, and sections 43, 44, and 45 of former 
Title 49, Transportation, and enacting provisions set 
out as notes under this section and section 29 of this 
title] may be cited as the ‘Antitrust Procedures and 
Penalties Act’ .”

S h o r t  T it l e

Pub. L. 94—435, title HI, §305(a), Sept. 30, 1976, 90 Stat. 
1397, added immediately following the enacting clause 
of act July 2, 1890, the following: “ That this Act [this 
section and sections 2 to 7 of this title] may be cited as 
the ‘Sherman A ct’ .”

A n t i t r u s t  E n f o r c e m e n t  E n h a n c e m e n t s  a n d  
C o o p e r a t io n  In c e n t iv e s

Pub. L. 108-237, title II, §§211-214, June 22, 2004, 118 
Stat. 666, 667, as amended by Pub. L. 111-30, §2, June 19, 
2009, 123 Stat. 1775: Pub. L. 111-190, §§1-4, June 9, 2010, 
124 Stat. 1275, 1276, provided that:
“ SEC. 211. SUNSET.

“ (a )  In  G e n e r a l .— E x c e p t a s  pro vided  in s u b se c tio n  
(b ), th e  p ro v isio n s  o f  s e c t io n s  211 th ro u g h  214 o f  th is  
s u b tit le  [th is  n o te ] sh a ll c e a se  to  h a ve  e ffe c t  16 y e a r s  
a fte r  th e  d a te  o f  e n a c tm e n t  o f  th is  A c t  [Ju n e 22, 2004], 

“ (b ) E x c e p t io n s .— W ith  re sp e c t  to—
“ (1) a person who receives a marker on or before 

the date on which the provisions of section 211 
through 214 of this subtitle shall cease to have effect 
that later results in the execution of an antitrust le
niency agreement; or 

“ (2) an applicant who has entered into an antitrust 
leniency agreement on or before the date on which 
the provisions of sections 211 through 214 of this sub
title shall cease to have effect, 

the provisions of sections 211 through 214 of this sub
title shall continue in effect.
“ SEC. 212. DEFINITIONS.

“ In this subtitle [subtitle A (§§211-215) of title II of 
Pub. L. 108-237, amending this section and sections 2 
and 3 of this title and enacting this note]:

“ (1) A n t i t r u s t  d iv is io n .— The term ‘Antitrust Divi
sion’ means the United States Department of Justice 
Antitrust Division.

“ (2) A n t i t r u s t  l e n i e n c y  a g r e e m e n t .— The term 
‘antitrust leniency agreement,’ or ‘agreement,’ 
means a leniency letter agreement, whether condi
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tional or final, between a person and the Antitrust 
Division pursuant to the Corporate Leniency Policy 
of the Antitrust Division in effect on the date of exe
cution of the agreement.

“ (3) A n t i t r u s t  l e n i e n c y  a p p l ic a n t .— The term 
‘antitrust leniency applicant,’ or ‘applicant,’ means, 
with respect to an-antitrust leniency agreement, the 
person that has entered into the agreement.

“ (4) C la im a n t .—The term ‘claimant’ means a per
son or class, that has brought, or on whose behalf has 
been brought, a civil action alleging a violation of 
section 1 or 3 of the Sherman Act [15 U.S.C. 1, 3] or 
any similar State law, except that the term does not 
include a State or a subdivision of a State with re
spect to a civil action brought to recover damages 
sustained by the State or subdivision.

“ (5) C o o p e r a t in g  in d iv id u a l .—The term ‘cooperat
ing individual’ means, with respect to an antitrust le
niency agreement, a current or former director, offi
cer, or employee of the antitrust leniency applicant 
who is covered by the agreement.

“ (6) M a r k e r .— The term ‘marker’ means an assur
ance given by the Antitrust Division to a candidate 
for corporate leniency that no other company will be 
considered for leniency, for some finite period of 
time, while the candidate is given an opportunity to 
perfect its leniency application.

“ (7) P e r s o n .— T h e  te r m  ‘p e rso n ’ h a s  th e  m e a n in g  
g iv e n  i t  in  s u b s e c tio n  (a) o f  th e  f ir s t  s e c t io n  o f th e  
C la y to n  A c t  [15 U.S.C. 12(a)],

“ SEC. 213. LIMITATION ON RECOVERY.
“ (a) In  G e n e r a l .— Subject to subsection (d). in any 

civil action alleging a violation of section 1 or 3 of the 
Sherman A ct [15 U.S.C. 1, 3], or alleging a violation of 
any similar State law, based on conduct covered by a 
currently effective antitrust leniency agreement, the 
amount of damages recovered by or on behalf of a 
claimant from an antitrust leniency applicant who sat
isfies the requirements of subsection (b), together with 
the amounts so recovered from cooperating individuals 
who satisfy such requirements, shall not exceed that 
portion of the actual damages sustained by such claim
ant which is attributable to the commerce done by the 
applicant in the goods or services affected by the viola
tion.

“ (b) R e q u ir e m e n t s .— Subject to subsection (c ), an 
antitrust leniency applicant or cooperating individual 
satisfies the requirements of this subsection with re
spect to a civil action described in subsection (a) if the 
court in which the civil action is brought determines, 
after considering any appropriate pleadings from the 
claimant, that the applicant or cooperating individual, 
as the case may be, has provided satisfactory coopera
tion to the claimant with respect to the civil action, 
which cooperation shall include—

“ (1) providing a full account to the claimant of all 
facts known to the applicant or cooperating individ
ual, as the case may be, that are potentially relevant 
to the civil action;

“ (2) furnishing all documents or other items poten
tially relevant to the civil action that are in the pos
session, custody, or control of the applicant or co
operating individual, as the case may be, wherever 
they are located; and 

“ (3)(A) in the case of a cooperating individual—
“ (i) making himself or herself available for such 

interviews, depositions, or testimony in connection 
with the civil action as the claimant may reason
ably require; and 

“ (ii) responding completely and truthfully, with
out making any attempt either falsely to protect or 
falsely to implicate any person or entity, and with
out intentionally withholding any potentially rel
evant information, to all questions asked by the 
claimant in interviews, depositions, trials, or any 
other court proceedings in connection with the civil 
action; or
“ (B) in the case of an antitrust leniency applicant, 

using.its best efforts to secure and facilitate from co

operating individuals covered by the agreement the 
cooperation described in clauses (i) and (ii) and sub- 
paragraph (A).
“ (c) T i m e l in e s s .—The court shall consider, in mak

ing the determination concerning satisfactory coopera
tion described in subsection (b), the timeliness of the 
applicant’s or cooperating individual’s cooperation 
with the claimant.

“ (d) C o o p e r a t io n  A f t e r  E x p ir a t io n  o f  S t a y  o r  P r o 
t e c t i v e  O r d e r .—If the Antitrust Division does obtain a 
stay or protective order in a civil action based on con
duct covered by an antitrust leniency agreement, once 
the stay or protective order, or a portion thereof, ex
pires or is terminated, the antitrust leniency applicant 
and cooperating individuals shall provide without un
reasonable delay any cooperation described in para
graphs (1) and (2) of subsection (b) that was prohibited 
by the expired or terminated stay or protective order, 
or the expired or terminated portion thereof, in order 
for the cooperation to be deemed satisfactory under 
such paragraphs.

“ (e) C o n t in u a tio n .—Nothing in this section shall be 
construed to modify, impair, or supersede the provi
sions of sections 4, 4A, and 4C of the Clayton Act [15 
U.S.C. 15, 15a, 15c] relating to the recovery of costs of 
suit, including a reasonable attorney’s fee, and interest 
on damages, to the extent that such recovery is author
ized by such sections.
“ SEC. 214. RIGHTS, AUTHORITIES. AND LIABIL

ITIES NOT AFFECTED.
“ Nothing in this subtitle [subtitle A (§§211-215) of 

title II of Pub. L. 108-237, amending this section and 
sections 2 and 3 of this title and enacting this note] 
shall be construed to—

“ (1) affect the rights of the Antitrust Division to 
seek a stay or protective order in a civil action based 
on conduct covered by an antitrust leniency agree
ment to prevent the cooperation described in section 
213(b) of this subtitle from impairing or impeding the 
investigation or prosecution by the Antitrust Divi
sion of conduct covered by the agreement;

“ (2) create any right to challenge any decision by 
the Antitrust Division with respect to an antitrust 
leniency agreement; or 

“ (3) affect, in any way, the joint and several liabil
ity of any party to a civil action described in section 
213(a) of this subtitle, other than that of the antitrust 
leniency applicant and cooperating individuals as 
provided in section 213(a) of this subtitle.”
[Pub. L. 111-190, §6, June 9, 2010, 124 Stat. 1276, pro

vided that: “ The amendments made by section 1 
[amending section 211 of Pub. L. 108-237, set out above] 
shall take effect immediately before June 22, 2010.” ] 

[Pub. L. 111-30, §3, June 19, 2009, 123 Stat. 1775, pro
vided that: “ The amendment made by section 2 
[amending section 211(a) of Pub. L. 108-237, set out 
above] shall take effect immediately before June 22, 
2009.” ]

A n t i t r u s t  M o d e r n iz a t io n  Co m m is s io n

Pub. L. 107-273, div. C, title I, subtitle D, Nov. 2, 2002, 
116 Stat. 1856, as amended by Pub. L. 110-6, §2, Feb. 26, 
2007, 121 Stat. 61, provided that:
“ SEC. 11051. SHORT TITLE.

“ This subtitle may be cited as the ‘Antitrust Mod
ernization Commission Act of 2002’.
“ SEC. 11052. ESTABLISHMENT.

“ There is established the Antitrust Modernization 
Commission (in this subtitle referred to as the ‘Com
mission’).
“ SEC. 11053. DUTIES OF THE COMMISSION.

“ The duties of the Commission are—
“ (1) to examine whether the need exists to modern

ize the antitrust laws and to identify and study relat
ed issues;

“ (2) to solicit views of all parties concerned with 
the operation of the antitrust laws;
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“ (3) to evaluate the advisability of proposals and 
current arrangements with respect to any issues so 
identified: and 

“ (4) to prepare and to submit to Congress and the 
President a report in accordance with section 11058. 

“ SEC. 11054. MEMBERSHIP.
“ (a ) N u m b e r  a n d  A p p o in tm e n t .— The Commission 

shall be composed of 12 members appointed as follows: 
“ (1) Four members, no more than 2 of whom shall 

be of the same political party, shall be appointed by 
the President. The President shall appoint members 
of the opposing party only on the recommendation of 
the leaders of Congress from that party.

“ (2) Two members shall be appointed by the major
ity leader of the Senate.

“ (3) Two members shall be appointed by the minor
ity leader of the Senate.

“ (4) Two members shall be appointed by the Speak
er of the House of Representatives.

“ (5) Two members shall be appointed by the minor
ity leader of the House of Representatives.
“ (b) I n e l i g i b i l i t y  f o r  A p p o in tm e n t .— Members of 

Congress shall be ineligible for appointment to the 
Commission.

“ (c ) T e r m  o f  A p p o in t m e n t .—
“ (1) In  g e n e r a l .—Subject to paragraph (2), mem- 

, bers of the Commission shall be appointed for the life 
of the Commission.

“ (2) E a r l y  t e r m in a t io n  o f  a p p o in tm e n t .— If a  
member of the Commission who is appointed to the 
Commission as—

“ (A) an officer or employee of a government 
ceases to be an officer or employee of such govern
ment; or

“ (B) an individual who is not an officer or em
ployee of a government becomes an officer or em
ployee of a government; 

then such member shall cease to be a member of the 
Commission on the expiration of the 90-day period be
ginning on the date such member ceases to be such offi
cer or employee of such government, or becomes an of
ficer or employee of a government, as the case may be.

“ (d) Q u o ru m .— Seven members of the Commission 
shall constitute a quorum, but a lesser number may 
conduct meetings.

“ (e) A p p o in tm e n t  D e a d lin e .—Initial appointments 
under subsection (a) shall be made not later than 60 
days after the date of enactment of this Act [Nov. 2, 
2002],

“ (f) M e e t i n g s .—The Commission shall meet at the 
call of the chairperson. The first meeting of the Com
mission shall be held not later than 30 days after the 
date on which all members of the Commission are first 
appointed under subsection (a) or funds are appro
priated to carry out this subtitle, whichever occurs 
later.

“ (g) V a c a n c y .—A vacancy on the Commission shall 
be filled in the same manner as the initial appointment 
is made.

“ (h) C o n s u l t a t i o n  b e f o r e  A p p o in tm e n t .— Before ap
pointing members of the Commission, the President, 
the majority and minority leaders of the Senate, the 
Speaker of the House of Representatives, and the mi
nority leader of the House of Representatives shall con
sult with each other to ensure fair and equitable rep
resentation of various points of view in the Commis
sion.

“ (i) C h a ir p e r s o n : V ic e  C h a ir p e r s o n .— The President 
shall select the chairperson of the Commission from 
among its appointed members. The leaders of Congress 
from the opposing party of the President shall select 
the vice chairperson of the Commission from among its 
remaining members.
“ SEC. 11055. COMPENSATION OF THE COMMISSION, 

“ (a ) P a y .—
“ (1) N o n g o v e r n m e n t  e m p l o y e e s — Each member of 

the Commission who is not otherwise employed by a 
government shall be entitled to receive the daily 
equivalent of the annual rate of basic pay payable for

level IV  of the Executive Schedule under section 5315 
of title 5 United States Code, as in effect from time 
to time, for each day (including travel time) during 
which such member is engaged in the actual perform
ance of duties of the Commission.

“ (2) G o v e r n m e n t  e m p lo y e e s .— A member of the 
Commission who is an officer on employee of a gov
ernment shall serve without additional pay (or bene
fits in the nature of compensation) for service as a 
member of the Commission.
“ (b) T r a v e l  E x p e n s e s .— Members of the Commission 

shall receive travel expenses, including per diem in lieu 
of subsistence, in accordance with subchapter I of chap
ter 57 of title 5, United States Code.
“ SEC. 11056. STAFF OF COMMISSION; EXPERTS AND 

CONSULTANTS.
“ (a) S t a f f . —

“ (1) A p p o in tm e n t .—The chairperson of the Com
mission may, without regard to the provisions of 
chapter 51 of title 5 of the United States Code (relat
ing to appointments in the competitive service), ap
point and terminate an executive director and such 
other staff as are necessary to enable the Commission 
to perform its duties. The appointment of an execu
tive director shall be subject to approval by the Com
mission.

“ (2) C o m p e n s a tio n .—The chairperson of the Com
mission may fix the compensation of the executive 
director and other staff without regard to the provi
sions of chapter 51 and subchapter III of chapter 53 of 
title 5 of the United States Code (relating to classi
fication of positions and General Schedule pay rates), 
except that the rate of pay for the executive director 
and other staff may not exceed the rate of basic pay 
payable for level V of the Executive Schedule under 
section 5315 of title 5 United States Code, as in effect 
from time to time.
“ (b) E x p e r t s  a n d  C o n s u l t a n t s — The Commission 

may procure temporary and intermittent services of 
experts and consultants in accordance with section 
3109(b) of title 5. United States Code.
“ SEC. 11057. POWERS OF THE COMMISSION.

“ (a) H e a r in g s  a n d  M e e t i n g s .— The Commission, or a 
member of the Commission if authorized by the Com
mission, may hold such hearings, sit and act at such 
time and places, take such testimony, and receive such 
evidence, as the Commission considers to be appro
priate. The Commission or a member of the Commis
sion may administer oaths or affirmations to witnesses 
appearing before the Commission or such member.

“ (b) O f f i c i a l  D a t a ,—The Commission may obtain di
rectly from any executive agency (as defined in section 
105 of title 5 of the United States Code) or court infor
mation necessary to enable it to carry out its duties 
under this subtitle. On the request of the chairperson of 
the Commission, and consistent with any other law, 
the head of an executive agency or of a Federal court 
shall provide such information to the Commission.

“ (c) F a c i l i t i e s  a n d  S u p p o r t  S e r v i c e s — The Admin
istrator of General Services shall provide to the Com
mission on a reimbursable basis such facilities and sup
port services as the Commission may request. On re
quest of the Commission, the head of an executive 
agency may make any of the facilities or services of 
such agency available to the Commission, on a reim
bursable or nonreimbursable basis, to assist the Com
mission in carrying out its duties under this subtitle.

“ (d) E x p e n d it u r e s  a n d  C o n t r a c t s .— The Commission 
or, on authorization of the Commission, a member of 
the Commission may make expenditures and enter into 
contracts for the procurement of such supplies, serv
ices, and property as the Commission or such member 
considers to be appropriate for the purpose of carrying 
out the duties of the Commission. Such expenditures 
and contracts may be made only to such extent or in 
such amounts as are provided in advance in appropria
tion Acts.

“ (e) M a i l s .— The Commission may use the United 
States mails in the same manner and under the same
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conditions as other departments and agencies of the 
United States.

“ (f) G i f t s ,  B e q u e s t s ,  a n d  D e v is e s .— The Commission 
may accept, use, and dispose of gifts, bequests, or de
vises of services or property, both real and personal, for 
the purpose of aiding or facilitating the work of the 
Commission. Gifts, bequests, or devises of money and 
proceeds from sales of other property received as gifts, 
bequests, or devises shall be deposited in the Treasury 
and shall be available for disbursement upon order of 
the Commission.
“ SEC. 11058. REPORT.

“ Not later than 3 years after the first meeting of the 
Commission, the Commission shall submit to Congress 
and the President a report containing a detailed state
ment of the findings and conclusions of the Commis
sion, together with recommendations for legislative or 
administrative action the Commission considers to be 
appropriate.
“ SEC. 11059. TERMINATION OF COMMISSION.

“ The Commission shall cease to exist 60 days after 
the date on which the report required by section 11058 
is submitted.
“ SEC. 11060. AUTHORIZATION OF APPROPRIATIONS.

“ There is authorized to be appropriated 54,000,000 to 
carry out this subtitle.”

Y e a r  2000 I n f o r m a t io n  a n d  R e a d i n e s s  D is c l o s u r e

Pub. L. 105-271, Oct. 19, 1998, 112 Stat. 2386, as amend
ed by Pub. L. 107-273, div. C, title IV. § 14102(e), Nov. 2, 
2002, 116 Stat. 1922, known as the Year 2000 Information 
and Readiness Disclosure Act, provided for the free dis
closure and exchange of information about computer 
processing problems, solutions, test practices and test 
results, and related matters in connection with the 
transition to the year 2000.

A p p l ic a t io n  o f  A n t it r u s t  L a w s  t o  A w a r d  o f  N e e d - 
B a s e d  E d u c a t io n a l  A id

Pub. L. 107-72, §3, Nov. 20, 2001, 115 Stat. 648, provided 
that:

“ (a ) S t u d y .—
“ (1) In  g e n e r a l .—The Comptroller General shall 

conduct a study of the effect of the antitrust exemp
tion on institutional student aid under section 568 of 
the Improving America’s Schools Act of 1994 (15 
U.S.C. 1 note) [Pub. L. 103-382, see below],

“ (2) C o n s u l t a t i o n .—The Comptroller General shall 
have final authority to determine the content of the 
study under paragraph (1), but in determining the 
content of the study, the Comptroller General shall 
consult with—

“ (A) the institutions of higher education partici
pating under the antitrust exemption under section 
568 of the Improving America’s Schools Act of 1994 
(15 U.S.C. 1 note) (referred to in this Act [see Short 
Title of 2001 Amendment note above] as the ‘par
ticipating institutions’);

“ (B) the Antitrust Division of the Department of 
Justice; and

“ (C) other persons that the Comptroller General 
determines are appropriate.
“ (3) M a t t e r s  s t u d ie d .—

“ (A) In  g e n e r a l .—The study under paragraph (1) 
shall—

“ (i) examine the needs analysis methodologies 
used by participating institutions;

“ (ii) identify trends in undergraduate costs of 
attendance and institutional undergraduate grant 
aid among participating institutions, including—

“ (I) the percentage of first-year students re
ceiving institutional grant aid;

“ (II) the mean and median grant eligibility 
and institutional grant aid to first-year stu
dents; and

“ (III) the mean and median parental and stu
dent contributions to undergraduate costs of at

tendance for first year students receiving insti
tutional grant aid;
“ (iii) to the extent useful in determining the ef

fect of the antitrust exemption under section 568 
of the Improving America’s Schools A ct of 1994 (15 
U.S.C. 1 note), examine—

“ (I) comparison data, identified in clauses (i) 
and (ii), from institutions of higher education 
that do not participate under the antitrust ex
emption under section 568 of the Improving 
America’s Schools Act of 1994 (15 U.S.C. 1 note); 
and

“ (II) other baseline trend data from national 
benchmarks; and
“ (iv) examine any other issues that the Comp

troller General determines are appropriate, in
cluding other types of aid affected by section 568 
of the Improving America’s Schools A ct of 1994 (15 
U.S.C. 1 note).
“ (B) ASSESSMENT.—

“ (i)  IN GENERAL.— T h e  s tu d y  under pa rag ra p h  (1) 
s h a ll a sse ss  w h a t e ffe c t  th e a n t it r u s t  e x e m p tio n  
on  in s t itu t io n a l s tu d e n t aid  h a s  had on  in s t i tu 
tio n a l u n d e rg ra d u a te  g ra n t a id  an d  p a r e n ta l c o n 
tr ib u tio n  to  u n d erg rad u a te  c o s ts  o f  a tte n d a n c e .

“ (ii) C h a n g e s  o v e r  t im e .—The assessment 
under clause (i) shall consider any changes in in
stitutional undergraduate grant aid and parental 
contribution to undergraduate costs of attend
ance over time for institutions of higher edu
cation, including consideration of—

“ (I) the time period prior to adoption of the 
consensus methodologies at participating insti
tutions; and 

“ (II) the data examined pursuant to subpara
graph (A)(iii).

“ (b) R e p o r t .—
“ (1) IN GENERAL.— Not later than September 30, 2006, 

the Comptroller General shall submit a report to the 
Committee on the Judiciary of the Senate and the 
Committee on the Judiciary of the House of Rep
resentatives that contains the findings and conclu
sions of the Comptroller General regarding the m at
ters studied under subsection (a).

“ (2) I d e n t i f y i n g  in d iv id u a l  i n s t i t u t io n s .— The 
Comptroller General shall not identify an individual 
institution of higher education in information sub
mitted in the report under paragraph (1) unless the 
information on the institution is available to the 
public.
“ (c) R e c o r d k e e p in g  R e q u ir e m e n t .—

“ (1) IN g e n e r a l .— For the purpose of completing 
the study under subsection (a)(1), a participating in
stitution shall—

“ (A) collect and maintain for each academic year 
until the study under subsection (a)(1) is com
pleted—

“ (i) student-level data that is sufficient, in the 
judgment of the Comptroller General, to permit 
the analysis of expected family contributions, 
identified need, and undergraduate grant aid 
awards; and

“ (ii) information on formulas used by the insti
tution to determine need; and
“ (B) submit the data and information under para

graph (1) to the Comptroller General at such time 
as the Comptroller General may reasonably require. 
“ (2) n o n -p a r t i c i p a t i n g  i n s t i t u t io n s .— Nothing in 

this subsection shall be construed to require an insti
tution of higher education that does not participate 
under the antitrust exemption under section 568 of 
the Improving America’s Schools Act of 1994 (15 
U.S.C. 1 note) to collect and maintain data under this 
subsection.”
Pub. L. 103-382, title V. §568(a)-(d), Oct. 20, 1994, 108 

Stat. 4060, 4061, as amended by Pub. L. 105-43, §2(a), 
Sept. 17, 1997, 111 Stat. 1140; Pub. L. 10&-244, title I, 
§ 102(a)(3), Oct. 7, 1998, 112 Stat. 1618; Pub. L. 107-72, §2, 
Nov. 20, 2001, 115 Stat. 648; Pub. L. 110-327, §2, Sept. 30, 
2008, 122 Stat. 3566, provided that:
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“ (a) E x e m p tio n .—It shall not be unlawful under the 
antitrust laws for 2 or more Institutions of higher edu
cation at which all students admitted are admitted on 
a need-blind basis, to agree or attempt to agree—

“ (1) to award such students financial aid only on 
the basis of demonstrated financial need for such aid;

“ (2) to use common principles of analysis for deter
mining the need of such students for financial aid if 
the agreement to use such principles does not restrict 
financial aid officers at such institutions in their ex
ercising independent professional judgment with re
spect to individual applicants for such financial aid;

“ (3) to use a common aid application form for need- 
based financial aid for such students if the agreement 
to use such form does not restrict such institutions in 
their requesting from such students, or in their 
using, data in addition to the data requested on such 
form; or

“ (4) to exchange through an independent third 
party, before awarding need-based financial aid to 
any of such students who is commonly admitted to 
the institutions of higher education involved, data 
submitted by the student so admitted, the student’s 
family, or a financial institution on behalf of the stu
dent or the student’s family relating to assets, liabil
ities, income, expenses, the number of family mem
bers, and the number of the student’s siblings in col
lege, if each of such institutions of higher education 
is permitted to retrieve such data only once with re
spect to the student.
“ (b) L i m i t a t i o n s .— S u b se c tio n  (a ) sh a ll n o t  ap p ly  

w ith  re sp e c t  to—
“ (1) any financial aid or assistance authorized by 

the Higher Education Act of 1965 (20 U.S.C. 1001 et 
seq.) [and 42 U.S.C. 2751 et seq.J; or 

“ (2) any contract, combination, or conspiracy with 
respect to the amount or terms of any prospective fi
nancial aid award to a specific individual.
“ (c) D e f in it i o n s .— For purposes of this section—

“ (1) the term ‘alien’ has the meaning given such 
term in section 101(3) [101(a)(3)] of the Immigration 
and Nationality Act (8 U.S.C. 1101(3) [1101(a)(3)]);

“ (2) the term ‘antitrust laws’ has the meaning 
given such term in subsection (a) of the first section 
of the Clayton Act (15 U.S.C. 12(a)), except that such 
term includes section 5 of the Federal Trade Commis
sion Act (15 U.S.C. 45) to the extent such section ap
plies to unfair methods of competition;

“ (3) the term ‘ institution of higher education’ has 
the meaning given such term in section 101 of the 
Higher Education Act of 1965 [20 U.S.C. 1001];

“ (4) the term ‘lawfully admitted for permanent res
idence’ has the meaning given such term in section 
101(20) [101(a)(20)] of the Immigration and Nationality 
Act (8 U.S.C. 1101(20) [1101(a)(20)]);

“ (5) the term ‘national of the United States’ has 
the meaning given such term in section 101(22) 
[101(a)(22)] of the Immigration and Nationality Act (8 
U.S.C. 1101(22) [1101(a)(22)]);

“ (6) the term ‘on a need-blind basis' means without 
regard to the financial circumstances of the student 
involved or the student’s family; and 

“ (7) the term ‘student’ means, with respect to an 
institution of higher education, a national of the 
United States or an alien admitted for permanent 
residence who is admitted to attend an undergradu
ate program at such institution on a full-time basis. 
“ (d) E x p ir a t io n .— Subsection (a) shall expire on Sep

tember 30, 2015.”
[Pub. L. 105-43, §2(b), Sept. 17, 1997, 111 Stat. 1140, pro

vided that: “The amendments made by subsection (a) 
[amending section 568(a)-(d) of Pub. L. 103-382, set out 
above] shall take effect immediately before September 
30, 1997.” ]

§ 2. Monopolizing trade a felony; penalty
Every person who shall m onopolize, or a t

tem pt to  m onopolize, or com bine or conspire 
w ith  any oth er person or persons, to  m onopolize

any part o f  the trade or com m erce am ong the 
several States, or w ith foreign  nations, shall be 
deem ed gu ilty  o f  a felony, and, on con v iction  
thereof, shall be punished by fine n ot exceeding 
$100,000,000 i f  a corp oration , or, i f  any oth er per
son, $1,000,000, o r  by im prisonm ent n ot exceeding 
10 years, or by both  said punishm ents, in the dis
cretion  o f  the court.
(Ju ly  2, 1890, ch. 647, §2, 26 Stat. 209; Ju ly  7, 1955, 
ch. 281, 69 Stat. 282; Pub. L. 93-528, §3, Dec. 21, 
1974, 88 Stat. 1708; Pub. L. 101-588, §4(b), Nov. 16, 
1990, 104 Stat. 2880; Pub. L. 108-237, title  II, 
§215(b), June 22, 2004, 118 Stat. 668.)

A m e n d m e n t s

2004— Pub. L. 108-237 substituted “ $100,000,000” for 
“ $10,000,000” , “ $1,000,000” for “ $350,000” , and “ 10” for

1990— Pub. L. 101-588 substituted “ $10,000,000” for “ one 
million dollars” and “ $350,000” for “ one hundred thou
sand dollars” .

1974— Pub. L. 93-528 substituted “ a felony, and, on 
conviction thereof, shall be punished by fine not ex
ceeding one million dollars if a corporation, or, if any 
other person, one hundred thousand dollars, or by im
prisonment not exceeding three years” for “ a mis
demeanor, and, on conviction thereof, shall be punished 
by fine not exceeding fifty thousand dollars, or by im
prisonment not exceeding one year” .

1955— Act July 7, 1955, substituted “ fifty thousand 
dollars” for “ five thousand dollars” .

§3. Trusts in Territories or District of Columbia 
illegal; combination a felony

(a) E very con tra ct , com bin ation  in form  o f 
trust or otherw ise, or conspiracy, in restra in t o f  
trade or com m erce  in any T errito ry  o f  the 
United States or o f  the D istrict o f  Colum bia, or 
in restraint o f  trade or com m erce betw een any 
such T erritory  and another, or betw een any such 
T erritory  or T erritories  and any S tate  or States 
or the D istrict o f  Colum bia, or w ith  foreign  na
tions, or between the D istrict o f  C olum bia and 
any State or S tates or foreign nations, is de
clared illega l. E very person who shall m ake any 
such con tra ct or  engage in any such com bina
tion  or  consp iracy, shall be deem ed g u ilty  o f  a 
felony, and, on con v iction  thereof, shall be pun
ished by fine n ot exceeding $100,000,000 if  a co r 
poration , or, if  any  oth er person, $1,000,000, or  by 
im prisonm ent n ot exceeding 10 years, or both  
said punishm ents, in the d iscretion  o f  the court.

(b) Every person who shall m onopolize, or a t
tem pt to m onopolize , or com bine or  conspire 
with any other person or persons, to m onopolize 
any part o f  the trade or com m erce  in any T erri
tory  o f  the U nited States or o f  the D istrict o f 
Colum bia, or betw een any such T erritory  and 
another, or betw een any such T erritory  or T erri
tories and any S tate  or States or  the D istrict o f  
Colum bia, or w ith  foreign  nations, or between 
the D istrict o f  Colum bia, and any State or 
States or foreign  nations, shall be deem ed g u ilty  
o f  a felony, and, on  con v iction  thereof, shall be 
punished by fine n ot exceeding $100,000,000 i f  a 
corporation , or, i f  any oth er person, $1,000,000, or 
by im prisonm ent n ot exceeding  10 years, or  by 
both said punishm ents, in the d iscretion  o f  the 
court.
(Ju ly  2, 1890, ch. 647, §3, 26 Stat. 209; Ju ly  7, 1955, 
ch. 281, 69 Stat. 282; Pub. L. 93-528, §3, Dec. 21, 
1974, 88 Stat. 1708; Pub. L. 101-588, §4(c), Nov. 16,
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“ (a) E x e m p tio n .—It shall not be unlawful under the 
antitrust laws for 2 or more institutions of higher edu
cation at which all students admitted are admitted on 
a need-blind basis, to agree or attempt to agree—

“ (1) to award such students financial aid only on 
the basis of demonstrated financial need for such aid;

“ (2) to use common principles of analysis for deter
mining the need of such students for financial aid If 
the agreement to use such principles does not restrict 
financial aid officers at such institutions in their ex
ercising independent professional judgment with re
spect to individual applicants for such financial aid;

“ (3) to use a common aid application form for need- 
based financial aid for such students if the agreement 
to use such form does not restrict such institutions in 
their requesting from such students, or in their 
using, data in addition to the data requested on such 
form; or

“ (4) to exchange through an independent third 
party, before awarding need-based financial aid to 
any of such students who is commonly admitted to 
the institutions of higher education involved, data 
submitted by the student so admitted, the student’s 
family, or a financial institution on behalf of the stu
dent or the student’s family relating to assets, liabil
ities, income, expenses, the number of family mem
bers, and the number of the student’s siblings in col
lege, if each of such institutions of higher education 
is permitted to retrieve such data only once with re
spect to the student.
“ (b) L i m i t a t i o n s ,— S u b se c tio n  (a ) sh a ll n o t  ap p ly  

w ith  re sp e c t  to—
“ (1) any financial aid or assistance authorized by 

the Higher Education Act of 1965 (20 U.S.C. 1001 et 
seq.) [and 42 U.S.C. 2751 et seq.J; or 

“ (2) any contract, combination, or conspiracy with 
respect to the amount or terms of any prospective fi
nancial aid award to a specific individual.
“ (c) D e f in it i o n s .— For purposes of this section—

“ (1) the term ‘alien’ has the meaning given such 
term in section 101(3) [101(a)(3)] of the Immigration 
and Nationality Act (8 U.S.C. 1101(3) [1101(a)(3)]);

“ (2) the term ‘antitrust laws’ has the meaning 
given such term in subsection (a) of the first section 
of the Clayton Act (15 U.S.C. 12(a)), except that such 
term includes section 5 of the Federal Trade Commis
sion Act (15 U.S.C. 45) to the extent such section ap
plies to unfair methods of competition;

“ (3) the term ‘ institution of higher education’ has 
the meaning given such term in section 101 of the 
Higher Education Act of 1965 [20 U.S.C. 1001];

“ (4) the term ‘lawfully admitted for permanent res
idence’ has the meaning given such term in section 
101(20) [101(a)(20)] of the Immigration and Nationality 
Act (8 U.S.C. 1101(20) [1101(a)(20)]);

“ (5) the term ‘national of the United States’ has 
the meaning given such term in section 101(22) 
[101(a)(22)] of the Immigration and Nationality Act (8 
U.S.C. 1101(22) [1101(a)(22)]);

“ (6) the term ‘on a need-blind basis' means without 
regard to the financial circumstances of the student 
involved or the student’s family; and 

“ (7) the term ‘student’ means, with respect to an 
institution of higher education, a national of the 
United States or an alien admitted for permanent 
residence who is admitted to attend an undergradu
ate program at such institution on a full-time basis, 
"(d ) E x p ir a t io n .— Subsection (a) shall expire on Sep

tember 30, 2015.”
[Pub. L. 105-43, §2(b), Sept. 17, 1997, 111 Stat. 1140, pro

vided that: “The amendments made by subsection (a) 
[amending section 568(a)-(d) of Pub. L. 103-382, set out 
above] shall take effect immediately before September 
30, 1997.” ]

§ 2. Monopolizing trade a felony; penalty
Every person who shall m onopolize, or a t

tem pt to  m onopolize, or com bine or conspire 
w ith  any oth er person or persons, to  m onopolize

any part o f  the trade or com m erce am ong the 
several States, or w ith foreign  nations, shall be 
deem ed gu ilty  o f  a felony, and, on con v iction  
thereof, shall be punished by fine n ot exceeding 
$100,000,000 i f  a corp oration , or, i f  any oth er per
son, $1,000,000, o r  by im prisonm ent n ot exceeding 
10 years, or by both  said punishm ents, in the dis
cretion  o f  the court.
(Ju ly  2, 1890, ch. 647, §2, 26 Stat. 209; Ju ly  7, 1955, 
ch. 281, 69 Stat. 282; Pub. L. 93-528, §3, Dec. 21, 
1974, 88 Stat. 1708; Pub. L. 101-588, §4(b), Nov. 16, 
1990, 104 Stat. 2880; Pub. L. 108-237, title  II, 
§215(b), June 22, 2004, 118 Stat. 668.)

A m e n d m e n t s

2004— Pub. L. 108-237 substituted “ $100,000,000” for 
“ $10,000,000” , “ $1,000,000” for “ $350,000” , and “ 10” for

1990— Pub. L. 101-588 substituted “ $10,000,000” for “ one 
million dollars” and “ $350,000” for “ one hundred thou
sand dollars” .

1974— Pub. L. 93-528 substituted “ a felony, and, on 
conviction thereof, shall be punished by fine not ex
ceeding one million dollars if a corporation, or, if any 
other person, one hundred thousand dollars, or by im
prisonment not exceeding three years” for “ a mis
demeanor, and, on conviction thereof, shall be punished 
by fine not exceeding fifty thousand dollars, or by im
prisonment not exceeding one year” .

1955— Act July 7, 1955, substituted “ fifty thousand 
dollars” for “ five thousand dollars” .

§3. Trusts in Territories or District of Columbia 
illegal; combination a felony

(a) E very con tra ct , com bin ation  in form  o f 
trust or otherw ise, or conspiracy, in restra in t o f  
trade or com m erce  in any T errito ry  o f  the 
United States or o f  the D istrict o f  Colum bia, or 
in restraint o f  trade or com m erce betw een any 
such T erritory  and another, or betw een any such 
T erritory  or T erritories  and any S tate  or States 
or the D istrict o f  Colum bia, or w ith  foreign  na
tions, or between the D istrict o f  C olum bia and 
any State or S tates or foreign nations, is de
clared illega l. E very person who shall m ake any 
such con tra ct or  engage in any such com bina
tion  or  consp iracy, shall be deem ed g u ilty  o f  a 
felony, and, on con v iction  thereof, shall be pun
ished by fine n ot exceeding $100,000,000 if  a co r 
poration , or, if  any  oth er person, $1,000,000, or  by 
im prisonm ent n ot exceeding 10 years, or both  
said punishm ents, in the d iscretion  o f  the court.

(b) Every person who shall m onopolize, or a t
tem pt to m onopolize , or com bine or  conspire 
with any other person or persons, to m onopolize 
any part o f  the trade or com m erce  in any T erri
tory  o f  the U nited States or o f  the D istrict o f 
Colum bia, or betw een any such T erritory  and 
another, or betw een any such T erritory  or T erri
tories and any S tate  or States or  the D istrict o f  
Colum bia, or w ith  foreign  nations, or between 
the D istrict o f  Colum bia, and any State or 
States or foreign  nations, shall be deem ed g u ilty  
o f  a felony, and, on  con v iction  thereof, shall be 
punished by fine n ot exceeding $100,000,000 i f  a 
corporation , or, i f  any oth er person, $1,000,000, or 
by im prisonm ent n ot exceeding  10 years, or  by 
both said punishm ents, in the d iscretion  o f  the 
court.
(Ju ly  2, 1890, ch. 647, §3, 26 Stat. 209; Ju ly  7, 1955, 
ch. 281, 69 Stat. 282; Pub. L. 93-528, §3, Dec. 21, 
1974, 88 Stat. 1708; Pub. L. 101-588, §4(c), Nov. 16,
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§ 13c. Exemption of non-profit institutions from 
price discrimination provisions

N othing in the A ct approved June 19, 1936, 
known as the R ob inson -P atm an  A n tid iscrim in a
tion  A ct, shall apply  to purchases o f  th eir sup
plies for th eir  own use by schools, colleges, uni
versities, public libraries, churches, hospitals, 
and charitab le  in stitu tion s not operated for 
profit.
(M ay 26, 1938, ch. 283, 52 Stat. 446.)

R e f e r e n c e s  i n  T e x t

The Act approved June 19, 1936, known as the Robin
son-Patman Antidiscrimination Act, referred to in 
text, is act June 19, 1936, ch. 592, 49 Stat. 1526, also 
known as the Robinson-Patman Price Discrimination 
Act, which enacted sections 13a, 13b, and 21a of this 
title and amended section 13 of this title. For complete 
classification of this Act to the Code, see Short Title  
note set out under section 13 of this title and Tables.

§ 14. Sale, etc., on agreement not to use goods of 
competitor

It shall be unlaw ful for any person engaged in 
com m erce , in the course o f  such com m erce, to  
lease or m ake a sale or con tra ct for  sale o f  
goods, wares, m erchandise, m achinery, supplies, 
or oth er com m od ities , w hether patented or un
patented, fo r  use, consum ption , or resale w ithin  
the U nited S tates or  any T erritory  th ereof or 
the D istrict o f  Colum bia or any insular posses
sion  or oth er p lace  under the ju risd iction  o f  the 
U nited States, or  fix  a price charged therefor, or 
d iscou n t from , or  rebate upon, such price, on the 
con d ition , agreem ent, or understanding th at the 
lessee or purchaser th ereof shall n o t use or deal 
in the goods, wares, m erchandise, m achinery, 
supplies, or oth er  com m od ities  o f  a com p etito r  
or com p etitors  o f  the lessor or seller, where the 
e ffe ct  o f  such lease, sale, or con tra ct for  sale or 
such con d ition , agreem ent, or understanding 
m ay be to  su bstantia lly  lessen com p etition  or 
tend to  crea te  a m on opoly  in any line o f  com 
m erce.
(Oct. 15, 1914, ch. 323, §3, 38 Stat. 731.)
§ 15. Suits by persons injured
(a) Amount of recovery; prejudgment interest

E xcept as provided in subsection  (b) o f  th is 
section , any person who shall be in jured in his 
business or  property  by reason o f anyth ing  for 
bidden in the an titru st laws m ay sue therefor in 
any d is tr ic t  cou rt o f  the United S tates in the 
d is tr ict in w hich  the defendant resides or  is 
found or  has an agent, w ithout respect to  the 
am ount in controversy , and shall recover three
fold  the dam ages by him  sustained, and the cost 
o f  su it, in cluding  a reasonable a tto rn e y ’s fee. 
The cou rt m ay award under th is section , pursu
ant to  a m otion  by such person prom ptly  made, 
sim ple in terest on actu al dam ages for  the period 
beginning on the date o f  service o f  such person ’s 
pleading settin g  forth  a c la im  under the an ti
trust laws and ending on the date o f  judgm ent, 
or for any shorter period therein, i f  the cou rt 
finds th at the award o f  such in terest for  such pe
riod  is ju st in the circum stances. In determ ining 
whether an award o f  in terest under th is section  
for any period is ju st in the circum stances, the 
cou rt shall consider on ly—

(1) whether such person or the opposing 
party, or either party’s representative, made 
motions or asserted claims or defenses so lack
ing in merit as to show that such party or rep
resentative acted intentionally for delay, or 
otherwise acted in bad faith;

(2) whether, in the course of the action in
volved, such person or the opposing party, or 
either party’s representative, violated any ap
plicable rule, statute, or court order providing 
for sanctions for dilatory behavior or other
wise providing for expeditious proceedings; 
and

(3) whether such person or the opposing 
party, or either party’s representative, en
gaged in conduct primarily for the purpose of 
delaying the litigation or increasing the cost 
thereof.

(b) Amount of damages payable to foreign states
and instrumentalities of foreign states

(1) Except as provided in paragraph (2), any 
person who is a foreign state may not recover 
under subsection (a) of this section an amount 
in excess of the actual damages sustained by it 
and the cost of suit, including a reasonable at
torney’s fee.

(2) Paragraph (1) shall not apply to a foreign 
state if—

(A) such foreign state would be denied, under 
section 1605(a)(2) of title 28, immunity in a 
case in which the action is based upon a com
mercial activity, or an act, that is the subject 
matter of its claim under this section;

(B) such foreign state waives all defenses 
based upon or arising out of its status as a for
eign state, to any claims brought against it in 
the same action;

(C) such foreign state engages primarily in 
commercial activities; and

(D) such foreign state does not function, 
with respect to the commercial activity, or 
the act, that is the subject matter of its claim  
under this section as a procurement entity for 
itself or for another foreign state.

(c) Definitions
For purposes of this section—

(1) the term “ commercial activity” shall 
have the meaning given it in section 1603(d) of 
title 28, and

(2) the term “ foreign state” shall have the 
meaning given it in section 1603(a) of title 28.

(Oct. 15, 1914, ch. 323, §4, 38 Stat. 731; Pub. L. 
96-349, § 4(a)(1), Sept. 12, 1980, 94 Stat. 1156; Pub. 
L. 97-393, Dec. 29, 1982, 96 Stat. 1964.)

R e f e r e n c e s  in  T e x t

The antitrust laws, referred to in subsec. (a), are de
fined in section 12 of this title.

P r i o r  P r o v i s i o n s

Section supersedes two former similar sections en
acted by act July 2, 1890, ch. 647, §7, 26 Stat. 210, and act 
Aug. 27, 1894, ch. 349, §77, 28 Stat. 570, each of which 
were restricted in operation to the particular act cited. 
Section 7 of act July 2, 1890, was repealed by act July 
7, 1955. ch. 283, §3, 69 Stat. 283, effective six months 
after July 7, 1955. Section 77 of act Aug. 27, 1894, was re
pealed by Pub. L. 107-273, div. C, title IV, 
§§ 14102(c)(1)(A), 14103, Nov. 2, 2002, 116 Stat. 1921, 1922. 
effective Nov. 2, 2002, and applicable only with respect 
to cases commenced on or after Nov. 2, 2002.
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A m e n d m e n t s

1982— Pub. L. 97-393 designated existing provisions as 
subsec. (a), inserted “ Except as provided in subsection 
(b) of this section,” , and added subsecs, (b) and (c).

1980— Pub. L. 96-349 inserted provisions respecting 
award of prejudgment interest including considerations 
for the court in determining whether an award is just 
under the circumstances.

E f f e c t i v e  D a t e  o f  1980 A m e n d m e n t

Pub. L. 96-349, §4(b), Sept. 12. 1980, 94 Stat. 1157, pro
vided that: “ The amendments made by this section 
[amending this section and sections 15a and 15c of this 
title] shall apply only with respect to actions com
menced after the date of the enactment of this Act 
[Sept 12, 1980].”

§ 15a. Suits by United States; amount of recovery;
prejudgment interest

W henever the United States is hereafter in 
jured in its business or  property  by reason o f 
an yth ing  forbidden in the an titrust laws it  may 
sue th erefor in the United States d is tr ict cou rt 
for  the d is tr ic t in which the defendant resides or 
is found or has an agent, w ithout respect to  the 
am oun t in controversy , and shall recover three
fold  the dam ages by it  sustained and the co s t  o f 
suit. The cou rt may award under this section , 
pursuant to  a m otion  by the United States 
p rom ptly  m ade, sim ple in terest on actu al dam 
ages for the period beginning on the date o f 
serv ice  o f  the pleading o f  the United S tates set
ting  forth  a c la im  under the an titrust laws and 
ending on the date o f  judgm ent, or for  any 
sh orter period  therein, i f  the cou rt finds that 
the award o f  such interest for such period is ju st 
in the c ircum stances. In determ ining whether 
an award o f  in terest under th is section  for  any 
period  is ju st in the circum stances, the cou rt 
shall consider on ly—

(1) w hether the United States or the oppos
ing party, or either p a rty ’s representative, 
made m otion s or asserted cla im s or defenses 
so la ck in g  in  m erit as to show that such party 
or representative acted in ten tion a lly  for  delay 
or  otherw ise acted in bad faith;

(2) whether, in the course o f  the action  in
volved , the United States or the opposing 
party, or  e ither pa rty ’s representative, v io 
lated any applicable rule, statute, or cou rt 
order providing for sanctions for d ila tory  be
h av ior or otherw ise providing for expeditious 
proceedings;

(3) w hether the United States or the oppos
ing party, or  either p a rty ’s representative, en
gaged in con d u ct prim arily  for the purpose o f  
delaying  the lit iga tion  or increasing the cost 
thereof; and

(4) w hether the award o f such in terest is nec
essary to  com pensate the United S tates ade
qu ately  for the in jury sustained by the United 
States.

(O ct. 15, 1914, ch. 323, §4A, as added Ju ly  7, 1955, 
ch. 283, §1, 69 Stat. 282; am ended Pub. L. 96-349, 
§ 4(a)(2), Sept. 12, 1980, 94 Stat. 1156; Pub. L. 
101-588, §5, Nov. 16, 1990, 104 Stat. 2880.)

R e f e r e n c e s  in  T e x t

The antitrust laws, referred to in text, are defined in 
section 12 of this title.

A m e n d m e n t s

1990—Pub. L. 101-588 substituted “ threefold the” for 
“ actual” .

1980— Pub. L. 96-349 inserted provisions respecting 
award of prejudgment interest including considerations 
for the court in determining whether an award is just 
under the circumstances.

E f f e c t i v e  D a t e  o f  1980 A m e n d m e n t

Amendment by Pub. L. 96-349 applicable only with re
spect to actions commenced after Sept. 12, 1980, see sec
tion 4(b) of Pub. L. 96-349, set out as a note under sec
tion 15 of this title.

E f f e c t iv e  D a t e

Section effective six months after July 7, 1955, see 
note set out under section 15b of this title.

§ 15b. Limitation of actions
Any action  to en force any cause o f  action  

under section  15, 15a, or 15c o f  th is t itle  shall be 
forever barred unless com m en ced  w ith in  four 
years after the cause o f  a ction  accrued. No cause 
o f  a ction  barred under existing law on the e ffec
tive  date o f  th is A ct shall be revived by this Act.
(O ct. 15, 1914, ch. 323, §4B, as added J u ly  7, 1955, 
ch. 283, §1, 69 Stat. 283; am ended Pub. L. 94-435, 
t it le  III, §302(1), Sept. 30, 1976, 90 Stat. 1396.)

R e f e r e n c e s  in  T e x t

The effective date of this Act, referred to in text, 
probably refers to the effective date of act July 7, 1955, 
ch. 283, 69 Stat. 282, which was six months after July 7, 
1955.

This Act, referred to in text, probably refers to act 
July 7, 1955.

A m e n d m e n t s

1976— Pub. L. 94-435 substituted “ section 15, 15a, or 
15c” for “ sections 15 or 15a” .

E f f e c t i v e  D a t e

Act July 7, 1955, ch. 283, §4, 69 Stat. 283, provided: 
“ This Act [enacting this section and section 15a of this 
title, amending section 16 of this title, and repealing 
provisions set out as a note under section 15 of this 
title] shall take effect six months after its enactment 
[July 7, 1955].”

§ 15c. Actions by State attorneys general
(a) Parens patriae; monetary relief; damages; 

prejudgment interest
(1) Any attorn ey  general o f  a State m ay bring 

a civ il a ction  in the name o f  such State, as 
parens patriae on behalf o f  natural persons re
siding in such State, in any d is tr ic t  cou rt o f  the 
U nited S tates having ju risd iction  o f the defend
ant, to secure m onetary  re lie f as provided in 
th is section  for in jury sustained by such natural 
persons to their property  by reason o f  any v io la 
tion  o f  section s 1 to 7 o f th is title . The cou rt 
shall exclude from  the am ount o f  m onetary  re
lie f  awarded in such action  any am oun t o f  m one
tary  re lie f (A ) w hich duplicates am ounts which 
have been awarded for the sam e in jury, or (B) 
w hich is properly  a llocab le  to (i) natural persons 
who have excluded their c la im s pursuant to sub
section  (b)(2) o f  th is section , and (ii) any busi
ness en tity .

(2) The co u rt shall award the State as m on e
tary  re lie f threefold  the tota l dam age sustained 
as described in paragraph (1) o f  th is subsection , 
and the co s t  o f  suit, in cluding  a reasonable a t
to rn ey ’s fee. The cou rt m ay award under this 
paragraph, pursuant to a m otion  by such State
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$5,000 or by  im prisonm ent for  n ot exceeding one 
year, or  by  both, in the d iscretion  o f  the court.
(O ct. 15, 1914, ch. 323, §14, 38 Stat. 736.)

R e f e r e n c e s  in  T e x t

The antitrust laws, referred to in text, are defined in 
section 12 of this title.

§ 25. Restraining violations; procedure
The several d is tr ic t  cou rts  o f  the United 

States are invested with ju risd iction  to  prevent 
and restrain  v io la tion s  o f  th is A ct, and it  shall 
be the duty o f  the several U nited S tates a tto r 
neys, in their respective d istricts, under the d i
rection  o f  the A ttorn ey  G eneral, to  in stitu te  
proceedings in equ ity  to  prevent and restrain 
such v io la tion s. Such proceedings m ay be by 
way o f  p etition  settin g  forth  the case and pray
ing that such v io la tion  shall be en joined or 
otherw ise prohibited. When the parties co m 
plained o f  shall have been duly n otified  o f such 
petition , the cou rt shall proceed, as soon as m ay 
be, to  the hearing and determ ination  o f the case; 
and pending such petition , and before final de
cree, the cou rt m ay at any tim e m ake such tem 
porary restraining order or p roh ib ition  as shall 
be deem ed ju st in the prem ises. W henever it 
shall appear to  the cou rt before w hich  any such 
proceeding m ay be pending th at the ends o f  ju s
tice  require th at oth er parties should be brought 
before the court, the cou rt m ay cause them  to 
be sum m oned w hether they reside in the d istrict 
in w hich the co u rt is held or not, and subpoenas 
to th at end m ay be served in any d is tr ic t  by  the 
m arshal thereof.
(Oct. 15, 1914, ch. 323, §15, 38 Stat. 736; June 25, 
1948, ch. 646, §1, 62 Stat. 909.)

R e f e r e n c e s  in  T e x t

This Act, referred to in text, is act Oct. 15, 1914, ch. 
323, 38 Stat. 730, as amended, which is classified gener
ally to sections 12, 13, 14 to 19, 20, 21, and 22 to 27 of this 
title, and sections 52 and 53 of Title 29, Labor. For fur
ther details and complete classification of this Act to 
the Code, see References in Text note set out under sec
tion 12 of this title and Tables.

C h a n g e  o f  N a m e

Act June 25, 1948, eff. Sept. 1, 1948, substituted 
‘ ‘United States attorneys” for “ district attorneys of 
the United States” . See section 541 et seq. of Title 28, 
Judiciary and Judicial Procedure.

§26. Injunctive relief for private parties; excep
tion; costs

Any person, firm , corporation , or  associa tion  
shall be en titled  to sue for and have in ju n ctive  
relifef, in any cou rt o f  the U nited S tates having 
ju risd iction  over the parties, against threatened 
loss or  dam age by a v io la tion  o f  the an titrust 
laws, in cluding section s 13, 14, 18, and 19 o f  this 
title , when and under the sam e con d ition s and 
princip les as in ju n ctive  re lie f against th reat
ened con d u ct th at w ill cause loss or  dam age is 
granted by  cou rts o f  equ ity, under the rules g ov 
erning such proceedings, and upon the execu tion  
o f  proper bond against dam ages for  an in ju n c
tion  im prov iden tly  granted and a show ing that 
the danger o f  irreparable loss or dam age is im 
m ediate, a prelim inary  in ju n ction  m ay issue; 
Provided, T hat noth ing  herein conta in ed  shall be

construed to  en title  any person, firm , corp ora 
tion , or a ssocia tion , excep t the U nited States, to 
bring su it for in ju n ctive  re lie f against any com 
m on carrier su bject to  the ju risd iction  o f  the 
Surface Transportation  Board under su btitle  IV 
o f t it le  49. In any action  under this section  in 
w hich the p la in tiff substantially  prevails, the 
cou rt shall award the co s t  o f  suit, including  a 
reasonable a tto rn e y ’s fee, to such p la in tiff.
(Oct. 15, 1914, ch. 323, §16, 38 Stat. 737; Pub. L. 
94-435, tit le  III, §302(3), Sept. 30, 1976, 90 Stat. 
1396; Pub. L. 104-88, t it le  III, §318(3), Dec. 29, 1995, 
109 Stat. 949.)

R e f e r e n c e s  in  t e x t

The antitrust laws, referred to in text, are defined in 
section 12 of this title.

A m e n d m e n t s

1995— Pub. L. 104-88 substituted “ for injunctive relief 
against any common carrier subject to the jurisdiction 
of the Surface Transportation Board under subtitle IV 
of title 49" for “ in equity for injunctive relief against 
any common carrier subject to the provisions of the 
Act to regulate commerce, approved February fourth, 
eighteen hundred and eighty-seven, in respect of any 
matter subject to the regulation, supervision, or other 
jurisdiction of the Interstate Commerce Commission.”

1976— Pub. L. 94-435 inserted provision authorizing 
court to award costs, including attorneys’ fees, to a 
successful plaintiff.

E f f e c t i v e  D a t e  o f  1995 A m e n d m e n t

Amendment by Pub. L. 104-88 effective Jan. 1, 1996, 
see section 2 of Pub. L. 104-88, set out as an Effective 
Date note under section 701 of Title 49, Transportation.

§26a. Restrictions on the purchase of gasohol 
and synthetic motor fuel

(a) Limitations on the use of credit instruments; 
sales, resales, and transfers

E xcept as provided in subsection  (b) o f  this 
section , it  shall be unlawful for any person en
gaged in com m erce, in the course o f  such co m 
m erce, d irectly  or in d irectly  to  im pose any con 
d ition , restriction , agreem ent, or understanding 
that—

(1) lim its  the use o f  cred it instrum ents in 
any transaction  concern in g  tlie sale, resale, or 
transfer o f  gasohol or other syn th etic  m otor 
fuel o f  equ ivalent u sab ility  in any case in 
w hich there is no sim ilar lim ita tion  on trans
action s  concern in g  such person ’s conventional 
m otor  fuel; or

(2) otherw ise unreasonably d iscrim inates 
against or unreasonably lim its  the sale, re
sale, or transfer o f  gasohol or oth er syn th etic  
m otor  fuel o f  equ ivalent u sab ility  in  any case 
in w hich such syn th etic  or convention a l m otor 
fuel is sold for  use, consum ption , or  resale 
w ith in  the United States.

(b) Credit fees; equivalent conventional motor 
fuel sales; labeling of pumps; product liabil
ity disclaimers; advertising support; furnish
ing facilities

(1) N othing in th is section  or in any oth er pro
v ision  o f  law in e ffect on D ecem ber 2, 1980, w hich 
is sp ecifica lly  applicable to the sale o f  petro
leum  products shall preclude any person referred 
to in subsection  (a) o f  this section  from  im pos
ing a reasonable fee for cred it on the sale, re
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m ay require the advertisem ent to include, fo r  
a period n ot to exceed 2 years from  the date o f  
the approval o f  the drug under section  355 o f 
th is title  or section  262 o f  t itle  42, a specific  
disclosure o f  such date o f  approval i f  the S ec
retary  determ ines that the advertisem ent 
would otherw ise be false or m isleading.

(f) Rule of construction 
N othing in this section  m ay be construed as 

having any e ffect on requirem ents under section  
352(n) o f  th is title  or on the au th ority  o f  the 
S ecretary  under section  314.550, 314.640, 601.45, or 
601.94 o f t itle  21, Code o f Federal R egu lations (or 
successor regulations).
(June 25, 1938, ch. 675, §503B, as added Pub. L. 
110-85, t itle  IX, §901(d)(2), Sept. 27, 2007, 121 Stat. 
939.)

E f f e c t i v e  D a t e

S ection  e ffectiv e  180 clays a fter Sept. 27 . 2007. see sec
tion  909 o f  Pub. L. 110-85, set ou t as an E ffective  D ate 
o f  2007 A m endm ent n ote  under section  331 o f  this title .

§ 354. Veterinary feed directive drugs
(a) Lawful veterinary feed directive requirement

(1) A drug intended for use in or on anim al 
feed w hich  is lim ited  by an approved application  
filed  pursuant to section  360b(b) o f  this title , a 
cond ition ally -approved  app lication  filed  pursu
ant to section  360ccc o f th is title , or an index 
listing  pursuant to section  360ccc-l o f  this title  
to use under the professional supervision o f  a l i 
censed veterinarian  is a veterinary  feed d irec
tive drug. A ny anim al feed bearing or con ta in 
ing a veterinary  feed d irective  drug shall be fed 
to anim als on ly  by or upon a lawful veterinary 
feed d irective issued by a licensed veterinarian 
in the course o f  the veterinarian ’s professional 
practice . When labeled, d istributed, held, and 
used in accordance w ith this section , a veteri
nary feed directive drug and any anim al feed 
bearing or conta in in g  a veterinary  feed directive 
drug shall be exem pt from  section  352(f) o f  this 
title .

(2) A veterinary  feed directive is lawful i f  it—
(A) conta in s such in form ation  as the Sec

retary  m ay by general regu lation  or by order 
require; and

(B) is in com plian ce with the cond ition s and 
in d ications for use o f  the drug set forth  in  the 
n otice  published pursuant to section  360b(i) o f 
th is title , or the index listin g  pursuant to sec
tion  360ccc-l(e) o f  th is title .
(3)(A) Any persons involved  in the distribu tion  

or use o f  anim al feed bearing or conta in in g  a 
veterinary feed directive drug and the licensed 
veterinarian  issuing the veterinary feed d irec
tive shall m aintain  a copy  o f  the veterinary  feed 
directive applicable to each such feed, except in 
the case o f a person d istributing  such feed to  an
other person for  further d istribu tion . Such per
son d istributing the feed shall m aintain  a w rit
ten acknow ledgm ent from  the person to whom  
the feed is shipped stating that that person shall 
not ship or m ove such feed to  an anim al produc
tion  fa c ility  w ith ou t a veterinary feed directive 
or ship such feed to another person for further 
d istribution  unless that person has provided the 
same w ritten  acknow ledgm ent to  its  im m ediate 
supplier.

(B) Every person required under subparagraph
(A) to m aintain  records, and every person in 
charge or custody  thereof, shall, upon request o f  
an o fficer  or em ployee designated by the S ec
retary, perm it such o fficer  or em ployee at all 
reasonable tim es to have access to  and copy  and 
verify  such records.

(C) Any person who distributes anim al feed 
bearing or conta in in g  a veterinary feed directive 
drug shall upon first engaging in  such d istribu 
tion  n o tify  the Secretary  o f that person ’ s name 
and place o f business. The failure to provide 
such n otifica tion  shall be deem ed to  be an act 
w hich results in the drug being m isbranded.
(b) Labeling and advertising

A veterinary feed d irective  drug and any feed 
bearing or conta in in g  a veterinary  feed directive 
drug shall be deem ed to  be m isbranded i f  their 
labeling fails to  bear such cau tion ary  statem ent 
and such other in form ation  as the Secretary  
m ay by general regu lation  or by order prescribe, 
or their advertising fails to con form  to the con 
d itions and in d ications for use published pursu
ant to section  360b(i) o f  th is title , or the index 
listin g  pursuant to  section  360ccc-l(e) o f this 
t it le  or fails to  contain  the general cautionary  
statem ent prescribed by the Secretary.
(c) Nonprescription status

N either a drug subject to th is section , nor an i
m al feed bearing or conta in in g  such a drug, 
shall be deem ed to  be a prescription  article  
under any Federal or State law.
(June 25. 1938. ch. 675, §504. as added Pub. L. 
104-250, §5(b), Oct. 9, 1996. 110 Stat. 3155; amended 
Pub. L. 108-282, t itle  I, § 102(b)(5)(G), (H), Aug. 2, 
2004, 118 Stat. 903.)

P r io r  P r o v is io n s

A p rior  section  354. a ct  June 25. 1938. ch. 675. §504. 52 
S tat. 1052. w hich  d irected  S ecretary  to  prom ulgate  reg 
u la tion s for listing  o f  coa l-ta r  co lors , was repealed ef
fe ctive  Ju ly  12, 1960, su b ject to  p rov ision s o f  section  203 
o f  Pub. L. 86-618. by  Pub. L. 86-618. t itle  I. § 103(a)(2), 
t it le  II. §202. Ju ly  12. 1960 . 74 Stat. 398. 404.

A m e n d m e n t s

2004— Subsec. (a)(1). Pub. L. 108-282, §102(b)(5)(G), sub
stitu ted  "360b(b) o f  th is t itle , a con d ition a lly -ap p roved  
ap p lica tion  filed  pursuant to  section  360ccc o f  th is 
t it le , or an index lis tin g  pursuant to  section  360ccc-l o f  
th is t it le ”  fo r  “ 360b(b) o f  this t it le ” .

Subsecs. (a)(2)(B), (b). Pub. L. 108-282, § 102(b)(5)(H), 
su bstitu ted  “ 360b(i) o f  th is t it le , or the index listing  
pursuant to  section  360ccc-l(e ) o f  th is t it le ”  fo r  ” 360b(i) 
o f  th is t it le ” .

§ 355. New drugs
(a) Necessity of effective approval of application

No person shall in troduce or deliver for in tro 
du ction  in to  in terstate com m erce any new drug, 
unless an approval o f  an application  filed  pursu
ant to  subsection  (b) or (j) o f  th is section  is ef
fective  w ith  respect to  such drug.
(b) Filing application; contents

(1) A ny person m ay file w ith the S ecretary  an 
app lication  with respect to any drug su bject to 
the provisions o f  subsection  (a) o f  th is section . 
Such person shall subm it to the S ecretary  as a 
part o f  the application  (A) fu ll reports o f  inves
tiga tion s w hich  have been made to show w heth
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er or n ot such drug is safe for  use and whether 
such drug is e ffective  in use; (B) a fu ll lis t o f  the 
articles used as com ponents o f such drug; (C) a 
full statem en t o f  the com position  o f  such drug; 
(D) a fu ll description  o f the m ethods used in, and 
the fa c ilitie s  and con tro ls  used for, the m anufac
ture, processing, and pack ing  o f  such drug; (E) 
such sam ples o f  such drug and o f the articles 
used as com ponents th ereof as the Secretary  
m ay require; (F ) specim ens o f  the labeling pro
posed to be used for  such drug, and (G) any as
sessm ents required under section  355c o f  this 
title . The applicant shall file  w ith  the applica 
tion  the patent num ber and the expiration  date 
o f any patent w hich cla im s the drug for  w hich 
the applicant subm itted  the application  or 
which cla im s a m ethod o f using such drug and 
with respect to  w hich a c la im  o f patent in fringe
m ent cou ld  reasonably  be asserted if a person 
not licensed  by the ow ner engaged in the m anu
facture, use, or sale o f the drug. If an applica 
tion  is filed  under this subsection  for  a drug and 
a patent w hich cla im s such drug or a m ethod  o f 
using such drug is issued after the filin g  date 
but before approval o f the ap plication , the appli
cant shall am end the ap p lica tion  to include the 
in form ation  required by the preceding sentence. 
Upon approval o f  the app lication , the Secretary  
shall publish in form ation  subm itted under the 
two preceding sentences. The Secretary shall, in 
consu ltation  with the D irector  o f  the N ational 
Institutes o f  Health and w ith representatives o f  
the drug m anufacturing industry, review  and de
velop guidance, as appropriate, on the inclusion  
o f w om en and m inorities in c lin ica l tria ls re
quired by clause (A).

(2) An application  subm itted under paragraph
(1) for  a drug for w hich  the investigations de
scribed in clause (A) o f  such paragraph and re
lied upon by the applicant for approval o f  the 
application  were n ot condu cted  by or for the ap
p licant and for w hich the applican t has n o t ob 
tained a right o f  reference or use from  the per
son by or for  w hom  the investigation s were con 
ducted shall also include—

(A) a certifica tion , in the op in ion  o f  the ap
plicant and to  the best o f  his knowledge, with 
respect to each patent w hich  cla im s the drug 
for  w hich such in vestigation s were conducted 
or w hich  cla im s a use for such drug for  which 
the applicant is seeking approval under this 
subsection  and fo r  which in form ation  is re
quired to  be filed under paragraph (1) or sub
section  (c) o f  th is section —

(i) th at such patent in form ation  has n ot 
been filed ,

(ii) th at such patent has expired,
(iii)  o f  the date on which such patent w ill 

expire, or
(iv ) that such patent is invalid or w ill n ot 

be in fringed by the m anufacture, use, or sale 
o f  the new drug for  w hich  the ap p lication  is 
subm itted; and
(B) i f  w ith  respect to the drug for w hich  in 

vestigation s described in paragraph (1)(A) were 
condu cted  in form ation  was filed  under para
graph (1) or subsection  (c ) o f  this section  for a 
m ethod o f  use patent w hich does not c la im  a 
use for  w hich  the applicant is seeking ap
proval under this subsection , a statem en t that 
the m ethod o f use patent does n ot c la im  such 
a use.

(3 )  N o t i c e  o f  o p i n i o n  t h a t  p a t e n t  i s  i n v a l i d

OR W ILL NOT BE IN FRINGED.—
(A) A g r e e m e n t  t o  g i v e  n o t i c e .—An appli

cant that m akes a certifica tion  described in 
paragraph (2)(A )(iv) shall include in the appli
ca tion  a statem ent that the applican t w ill 
g ive n otice  as required by this paragraph.

(B) T i m i n g  o f  n o t i c e .—An applicant that 
m akes a ce rt ifica tio n  described in paragraph
(2)(A )(iv) shall give n otice  as required under 
th is paragraph—

(i) i f  the certifica tion  is in the ap plication , 
not la ter than 20 days after the date o f the 
postm ark on the n otice  w ith  w hich  the S ec
retary in form s the applicant that the appli
cation  has been filed ; or

(ii) i f  the ce rt ifica tio n  is in an am endm ent 
or supplem ent to  the application , at the 
tim e a t which the applicant subm its the 
am endm ent or supplem ent, regardless o f 
w hether the applicant has already given no
tice  w ith  respect to another such ce rt ifi
cation  contained  in the application  or in an 
am endm ent or supplem ent to the applica
tion.
(C )  R e c i p i e n t s  o f  n o t i c e .— An applicant re

quired under th is paragraph to give n otice  
shall give n otice  to—

(i) each ow ner o f  the patent that is the 
subject o f the cert ifica tion  (or a representa
tive o f  the owner designated to receive such 
a n otice ); and

(ii) the holder o f  the approved application  
under this subsection  for  the drug that is 
claim ed by the patent or a use o f  w hich  is 
claim ed by the patent (or a representative o f 
the holder designated to  receive such a no
tice).
(D) C o n t e n t s  o f  n o t i c e .—A n otice  required 

under this paragraph shall—
(i) state th at an app lication  th at contains 

data from  b ioav a ilab ility  or bioequivalence 
studies has been subm itted under this sub
section  for the drug w ith  respect to which 
the cert ifica tion  is made to obtain  approval 
to  engage in the com m ercia l m anufacture, 
use, or sale o f the drug before the expiration  
o f the patent referred to in the cert ifica tion ; 
and

(ii) include a detailed  statem ent o f  the fa c
tual and legal basis o f the opin ion  o f the ap
p licant that the patent is invalid or w ill not 
be infringed.

(4)(A) An applicant m ay  n ot am end or supple
m ent an application  referred to in paragraph (2) 
to seek approval o f  a drug that is a d ifferent 
drug than the drug identified  in the ap plication  
as subm itted to the Secretary.

(B) With respect to the drug for w hich such an 
app lication  is subm itted, noth ing  in this sub
section  or subsection  (c)(3) o f th is section  pro
h ibits an applicant from  am ending or supple
m enting  the ap p lica tion  to  seek approval o f  a 
d ifferent strength.

(5)(A) The Secretary shall issue guidance for 
the individuals who review  applications su bm it
ted under paragraph (1) or under section  262 o f 
t it le  42, w hich  shall relate  to  prom ptness in con 
ducting  the review , tech n ica l excellence, la ck  o f 
bias and co n flic t  o f  in terest, and know ledge o f
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regu latory  and sc ien tific  standards, and w hich 
shall apply equally  to  a ll individuals who review  
such applications.

(B) The Secretary  shall m eet w ith a sponsor o f  
an in vestigation  or an applicant for  approval for 
a drug under this subsection  or section  262 o f 
t itle  42 i f  the sponsor or  applicant m akes a rea
sonable w ritten  request for  a m eeting  for  the 
purpose o f  reaching agreem ent on the design and 
size o f  c lin ica l tr ia ls intended to form  the pri
m ary basis o f  an effectiveness c la im  or, w ith re
spect to an applicant fo r  approval o f  a b io log ica l 
product under section  262(k) o f t itle  42, any n ec
essary clin ica l study or studies. The sponsor or 
applicant shall provide in form ation  necessary 
for discussion and agreem ent on the design and 
size o f  the c lin ica l trials. M inutes o f  any such 
m eeting  shall be prepared by the Secretary  and 
made availab le to the sponsor or applicant upon 
request.

(C) A n y agreem ent regarding the param eters 
o f  the design and size o f  c lin ica l tria ls o f  a new 
drug under th is paragraph that is reached be
tween the Secretary  and a sponsor or applicant 
shall be reduced to w riting  and made part o f  the 
adm in istrative record by the Secretary . Such 
agreem ent shall not be changed after the testing 
begins, except—

(i) with the w ritten  agreem ent o f the spon
sor or applicant; or

(ii) pursuant to a decision , made in accord 
ance w ith  subparagraph (D) by the d irector  o f  
the review ing division , th at a substantial sc i
en tific  issue essential to  determ ining the safe
ty  or effectiveness o f  the drug has been id en ti
fied after the testing has begun.

(D) A decision  under subparagraph (C )(ii) by 
the d irector shall be in w ritin g  and the S ec
retary  shall provide to  the sponsor or applicant 
an opportu n ity  for  a m eeting at w hich  the d irec
tor  and the sponsor or applicant w ill be present 
and at w hich  the d irector  w ill docum ent the sc i
en tific  issue involved.

(E) The w ritten  decisions o f  the review ing di
v ision  shall be binding upon, and m ay n ot di
rectly  or in d irectly  be changed by, the field  or 
com plian ce d ivision  personnel unless such field  
or com plian ce d iv ision  personnel dem onstrate to 
the review ing division  w hy such decision  should 
be m odified.

(F) No action  by the review ing division  m ay be 
delayed because o f  the unava ilab ility  o f in for
m ation  from  or action  by field  personnel unless 
the review ing d iv ision  determ ines that a delay 
is necessary to assure the m arketin g  o f a safe 
and e ffective  drug.

(G) For purposes o f  this paragraph, the review 
ing division  is the division  responsible for the 
review  o f an app lication  for approval o f  a drug 
under this subsection  or section  262 o f  t it le  42 
(including  a ll sc ien tific  and m edica l m atters, 
chem istry , m anufacturing, and contro ls).

(6) An application  subm itted under this sub
section  shall be accom panied by the ce r t if i
ca tion  required under section  282(j)(5)(B) o f  title  
42. Such cert ifica tion  shall n o t be considered an 
elem ent o f  such application .

(c) Period for approval of application; period for, 
notice, and expedition of hearing; period for 
issuance of order

(1) W ithin one hundred and e ighty  days after 
the filin g  o f  an app lication  under subsection  (b) 
o f  th is section , or such additional period as m ay 
be agreed upon by the Secretary  and the appli
cant, the S ecretary  shall either—

(A) approve the application  i f  he then finds 
th at none o f the grounds fo r  denying approval 
specified  in subsection  (d) o f  this section  ap
plies, or

(B) give the applicant n otice  o f  an oppor
tu n ity  for a hearing before the Secretary 
under subsection  (d) o f  this section  on the 
question  w hether such application  is approv- 
able. I f the applicant e lects to accep t the op
p ortu n ity  for hearing by w ritten  request w ith 
in th irty  days after such n otice , such hearing 
shall com m ence n ot m ore than n inety  days 
after the expiration  o f  such th irty  days unless 
the Secretary  and the applicant otherw ise 
agree. Any such hearing shall thereafter be 
condu cted  on an expedited basis and the S ec
retary 's  order thereon shall be issued w ithin  
n inety  days a fter the date fixed by the S ec 
retary  for  filin g  final briefs.
(2) I f  the patent in form ation  described in sub

section  (b) o f  th is section  could  n ot be filed  w ith  
the subm ission  o f an application  under sub
section  (b) o f  th is section  because the applica 
tion  was filed  before the patent in form ation  was 
required under subsection  (b) o f  this section  or a 
patent was issued a fter  the ap p lication  was ap
proved under such subsection , the holder o f an 
approved app lication  shall file  w ith the Sec
retary  the patent num ber and the expiration  
date o f any patent which cla im s the drug for 
w hich the application  was subm itted or which 
cla im s a m ethod o f using such drug and w ith re
spect to  w hich a c la im  o f  patent in fringem ent 
cou ld  reasonably  be asserted i f  a person n ot l i 
censed by the owner engaged in the m anufac
ture, use, or sale o f  the drug. If the holder o f an 
approved ap p lication  cou ld  n ot file  patent in for
m ation  under subsection  (b) o f  th is section  be
cause it  was not required at the tim e the appli
ca tion  was approved, the holder shall file  such 
in form ation  under this subsection  n ot later than 
th irty  days after Septem ber 24, 1984, and i f  the 
holder o f an approved app lication  cou ld  n ot file  
patent in form ation  under subsection  (b) o f  this 
section  because no patent had been issued when 
an app lication  was filed  or approved, the holder 
shall file  such in form ation  under th is subsection  
n ot later than th irty  days after the date the pat
ent involved is issued. Upon the subm ission  o f 
patent in form ation  under this subsection , the 
Secretary  shall publish it.

(3) The approval o f  an application  filed  under 
subsection  (b) o f  this section  w hich  conta in s a 
ce rt ifica tio n  required by paragraph (2) o f such 
subsection  shall be made e ffective  on the last 
applicable date determ ined by applying the fo l
low ing to each ce rt ifica tio n  made under sub
section  (b)(2)(A) o f  this section :

(A) If the applicant on ly  made a ce rt ifi
ca tion  described in clause (i) or (ii) o f  sub
section  (b)(2)(A) o f  this section  or  in both  such 
clauses, the approval m ay be made effective  
im m ediately .
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Suprem e Court o f  the U nited States upon ce r t io 
rari or cert ifica tion  as provided in section  1254 
o f t itle  28. The com m encem ent o f proceedings 
under this subsection  shall not, unless sp ecifi
ca lly  ordered by the cou rt to  the contrary , oper
ate as a stay of the S ecretary ’s order.
(i) Exemptions of drugs for research; discre

tionary and mandatory conditions; direct re
ports to Secretary

(1) The S ecretary  shall prom ulgate regulations 
for exem pting from  the operation  o f  the fore
going  subsections o f  this section  drugs intended 
so le ly  fo r  in vestigation al use by experts quali
fied by sc ien tific  training and experience to in 
vestigate the sa fety  and effectiveness o f  drugs. 
Such regu lations m ay, w ithin  the discretion  o f 
the Secretary , am ong other condition s relating  
to the p rotection  o f the public health, provide 
for con d ition in g  such exem ption  upon—

(A ) the subm ission  to the Secretary , before 
any c lin ica l testing  o f  a new drug is under
taken, o f  reports, by the m anufacturer or the 
sponsor o f  the in vestigation  o f  such drug, o f  
preclin ica l tests (including  tests on anim als) 
o f  such drug adequate to  ju stify  the proposed 
c lin ica l testing;

(B) the m anufacturer or the sponsor o f  the 
in vestigation  o f a new drug proposed to be d is
tributed to investigators for  c lin ica l testing 
obtain ing  a signed agreem ent from  each o f 
such investigators that patients to w hom  the 
drug is adm inistered w ill be under his personal 
supervision, or under the supervision  o f inves
tiga tors responsible to  him, and that he w ill 
n ot supply such drug to any other in vestiga
tor, or to clin ics, for  adm in istration  to hum an 
beings;

(C) the establishm ent and m aintenance o f 
such records, and the m aking o f  such reports 
to  the Secretary, by  the m anufacturer or the 
sponsor o f the in vestigation  o f  such drug, o f  
data (including  but n o t lim ited  to an a lytica l 
reports by investigators) obtained as the re 
su lt o f  such in vestigation al use o f  such drug, 
as the Secretary  finds w ill enable h im  to 
evaluate the sa fety  and effectiveness o f  such 
drug in the event o f  the filin g  o f  an applica 
tion  pursuant to  subsection  (b) o f this section ; 
and

(D) the subm ission to the Secretary  by the 
m anufacturer or the sponsor o f the in vestiga
tion  o f  a new drug o f  a statem ent o f  in tent re 
garding w hether the m anufacturer or sponsor 
has plans for assessing pediatric sa fety  and ef
ficacy .
(2) S u b ject to paragraph (3), a c lin ica l inves

tiga tion  o f  a new drug m ay begin 30 days after 
the Secretary has received from  the m anufac
turer or sponsor o f  the in vestigation  a subm is
sion conta in in g  such in form ation  about the drug 
and the c lin ica l in vestigation , including—

(A) in form ation  on design o f  the in vestiga
tion  and adequate reports o f  basic in form a
tion, certified  by the applicant to be accurate 
reports, necessary to assess the sa fety  o f the 
drug for use in c lin ica l in vestigation ; and

(B) adequate in form ation  on the chem istry  
and m anufacturing o f  the drug, con tro ls  ava il
able for the drug, and prim ary data tabu la
tions from  anim al or hum an studies.

(3)(A) A t any tim e, the Secretary  m ay prohibit 
the sponsor o f an in vestigation  from  conducting  
the in vestigation  (referred to in this paragraph 
as a “ c lin ica l h o ld ” ) i f  the Secretary  m akes a 
determ ination  described in subparagraph (B). 
The S ecretary  shall sp ecify  the basis for the 
c lin ica l hold, including the specific  in form ation  
available to the Secretary w hich  served as the 
basis for  such c lin ica l hold, and con firm  such de
term ination  in w riting.

(B) For purposes o f  subparagraph (A), a deter
m ination  described in th is subpai'agraph with 
respect to a c lin ica l hold is that—

(i) the drug involved represents an unreason
able risk  to the sa fety  o f the persons who are 
the su bjects o f  the c lin ica l in vestigation , ta k 
ing in to  accou n t the qu a lifica tions o f  the c lin 
ica l in vestigators, in form ation  about the drug, 
the design o f the c lin ica l in vestigation , the 
con d ition  for  w hich the drug is to  be inves
tigated , and the health status o f  the subjects 
involved; or

(ii) the c lin ica l hold should be issued for 
such other reasons as the Secretary m ay by 
regu lation  establish  (including  reasons estab
lished by regu lation  before N ovem ber 21, 1997).
(C) Any w ritten  request to the Secretary  from  

the sponsor o f an in vestigation  that a c lin ica l 
hold be rem oved shall receive a decision , in w rit
ing and sp ecify in g  the reasons therefor, w ithin 
30 days after receip t o f such request. Any such 
request shall include su ffic ien t in form ation  to 
support the rem oval o f such c lin ica l hold.

(4) R egu lations under paragraph (1) shall pro
vide that such exem ption  shall be cond ition ed  
upon the m anufacturer, or the sponsor o f  the in 
vestigation , requiring that experts using such 
drugs for in vestigation al purposes cert ify  to  
such m anufacturer or sponsor th at they  w ill in 
form  any human beings to w hom  such drugs, or 
any con tro ls  used in con n ection  therew ith, are 
being adm inistered, or their representatives, 
that such drugs are being used for  in vestiga 
tiona l purposes and w ill obta in  the consent o f 
such hum an beings or their representatives, ex
cept where it  is n ot feasible or it is contrary  to 
the best interests o f  such hum an beings. N oth
ing in th is subsection  shall be construed to  re
quire any c lin ica l in vestigator to subm it di
rect ly  to the Secretary  reports on the in vestiga
tiona l use o f drugs. The S ecretary  shall update 
such regu lations to require in clu sion  in the in 
form ed consent docum ents and process a state
m ent that c lin ica l tr ia l in form ation  for such 
c lin ica l in vestigation  has been or w ill be sub
m itted  for  inclusion  in the registry  data bank 
pursuant to  subsection  (j) o f  section  282 o f title  
42.
(j) Abbreviated new drug applications

(1) A ny person m ay file w ith the S ecretary  an 
abbreviated application  for the approval o f  a 
new drug.

(2)(A) An abbreviated application  for a new 
drug shall con ta in —

(i) in form ation  to show that the cond ition s 
o f  use prescribed, recom m ended, or suggested 
in the labeling proposed for the new drug have 
been previously  approved for a drug listed 
under paragraph (7) (hereinafter in this sub
section  referred to as a “ listed  drug ’ ’ );
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(iiX I) i f  the listed  drug referred to in clause
(i) has on ly  one a ctive  ingredient, in form ation  
to  show that the active  ingredient o f  the new 
drug is the same as th at o f  the listed drug;

(II) i f  the listed  drug referred to in clause (i) 
has m ore than one active  ingredient, in form a
tion  to show th at the active  ingredients o f the 
new drug are the same as those o f the listed 
drug, or

(III) i f  the listed  drug referred to  in clause (i) 
has m ore than one active  ingredient and i f  one 
o f  the active  ingredients o f  the new drug is d if
ferent and the application  is filed pursuant to 
the approval o f  a p etition  filed  under subpara
graph (C), in form ation  to  show that the other 
a ctive  ingredients o f  the new drug are the 
same as the active  ingredients o f  the listed 
drug, in form ation  to show th at the d ifferent 
a ctive  ingredient is an active  ingredient o f  a 
listed  drug or o f a drug which does n ot m eet 
the requirem ents o f section  321(p) o f  th is title , 
and such other in form ation  respecting the d if
ferent a ctive  ingredient w ith respect to which 
the petition  was filed  as the S ecretary  m ay re 
quire;

(iii) in form ation  to show that the route o f 
adm in istration , the dosage form , and the 
strength o f  the new drug are the same as those 
o f  the listed  drug referred to  in clause (i) or, 
i f  the route o f  adm in istration , the dosage 
form , or the strength  o f  the new drug is d if
ferent and the application  is filed  pursuant to 
the approval o f  a petition  filed  under subpara
graph (C), such in form ation  respecting the 
route o f  adm in istration , dosage form , or 
strength with respect to  w hich the petition  
was filed  as the Secretary  m ay require;

(iv ) in form ation  to  show th at the new drug 
is b ioequ ivalen t to the listed  drug referred to 
in clause (i), except th at if the ap p lica tion  is 
filed  pursuant to the approval of a p etition  
filed  under subparagraph (C), in form ation  to 
show that the active  ingredients o f  the new 
drug are o f  the sam e ph arm acolog ica l or 
th erapeutic class as those o f the listed  drug 
referred to  in clause (i) and the new drug can 
be expected to have the same th erapeutic ef
fe c t  as the listed  drug when adm inistered to 
patients for a con d ition  o f  use referred to in 
clause (i);

(v) in form ation  to  show that the labeling 
proposed for the new drug is the same as the 
labeling approved for the listed  drug referred 
to  in clause (i) except for  changes required be
cause o f  d ifferences approved under a petition  
filed  under subparagraph (C) or because the 
new drug and the listed  drug are produced or 
d istributed by d ifferent m anufacturers;

(v i) the item s specified  in clauses (B) 
through (F) o f  subsection  (b)(1) o f  th is section ;

(v ii) a certifica tion , in the op in ion  o f  the ap
p licant and to the best o f  his knowledge, with 
respect to  each patent w hich  cla im s the listed 
drug referred to in clause (i) or w hich  cla im s 
a use for  such listed  drug for  w hich  the appli
cant is seeking approval under th is subsection  
and for  w hich in form ation  is required to  be 
filed under subsection  (b) or (c ) o f  th is sec
tion —

(I) th at such patent in form ation  has n ot
been filed ,

(II) that such patent has expired,
(III) o f the date on w hich  such patent w ill 

expire, or
(IV) that such patent is invalid  or w ill n ot 

be in fringed by the m anufacture, use, or sale 
o f the new drug for w hich the application  is 
subm itted; and
(v iii) i f  w ith respect to  the listed  drug re

ferred to in clause (i) in form ation  was filed 
under subsection  (b) or (c) o f th is section  for a 
m ethod o f  use patent w hich does n ot c la im  a 
use for  w hich the applicant is seeking ap
proval under th is subsection , a statem ent that 
the m ethod o f use patent does not cla im  such 
a use.

The S ecretary  m ay not require that an abbre
v iated  application  contain  in form ation  in addi
tion  to  th at required by clauses (i) through
(v iii).

( B )  N o t i c e  o f  o p i n i o n  t h a t  p a t e n t  i s  i n v a l i d

OR W ILL NOT BE IN FRINGED.—
(i) A g r e e m e n t  t o  g i v e  n o t i c e .— An applicant 

that m akes a certifica tion  described in sub- 
paragraph (A )(v ii)(IV ) shall include in the ap
p lica tion  a statem ent th at the applicant w ill 
g ive n otice  as required by this subparagraph.

(ii) T i m i n g  o f  n o t i c e .—An applicant that 
m akes a ce rt ifica tio n  described in subpara
graph (A )(v ii)(IV ) shall give n o tice  as required 
under this subparagraph—

(I) i f  the certifica tion  is in the application , 
not la ter than 20 days after the date o f the 
postm ark on the n otice  w ith w hich  the S ec 
retary in form s the applicant that the appli
cation  has been filed ; or

(II) i f  the cert ifica tion  is in an am endm ent 
or supplem ent to  the application , at the 
tim e at which the applicant subm its the 
am endm ent or supplem ent, regardless o f 
w hether the applicant has already given no
tice  w ith  respect to another such cert ifi
cation  contained  in  the application  or in  an 
am endm ent or supplem ent to the applica
tion.
(iii) R e c i p i e n t s  o f  n o t i c e .— An applicant re

quired under th is subparagraph to give n otice  
shall give n otice  to—

(I) each ow ner o f the patent that is the 
subject o f the cert ifica tion  (or a representa
tive o f  the owner designated to receive such 
a n otice ); and

(II) the h older o f  the approved ap plication  
under subsection  (b) o f th is section  for  the 
drug that is claim ed by the patent or a use 
o f w hich is cla im ed by the patent (or a rep
resentative o f the holder designated to re
ceive such a n otice).
(iv ) C o n t e n t s  o f  n o t i c e .—A n otice  required 

under this subparagraph shall—
(I) state th at an application  th at contains 

data from  b ioav a ilab ility  or  bioequivalence 
studies has been subm itted under this sub
section  for the drug w ith  respect to which 
the cert ifica tion  is made to obtain  approval 
to  engage in the com m ercia l m anufacture, 
use, or sale o f the drug before the expiration  
o f the patent referred to in the cert ifica tion ; 
and

(II) include a detailed  statem ent o f the fac
tual and legal basis o f the opin ion  o f  the ap-
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p lican t th at the patent is invalid  or w ill n ot
be infringed.

(C) If a person wants to subm it an abbreviated 
application  for  a new drug w hich has a d ifferent 
a ctive  ingredient or whose route o f  adm in istra
tion , dosage form , or strength differ from  th at o f  
a listed  drug, such person shall subm it a p eti
tion  to the S ecretary  seeking perm ission  to file 
such an application . The S ecretary  shall ap
prove or disapprove a p etition  subm itted under 
th is subparagraph w ithin  n inety  days o f  the date 
the petition  is subm itted. The Secretary  shall 
approve such a petition  unless the Secretary  
finds—

(i) th at in vestigation s m ust be conducted  to 
show the sa fety  and effectiveness o f the drug 
or o f  any o f its a ctive  ingredients, the route o f  
ad m in istration , the dosage form , or strength 
w hich  differ from  the listed  drug; or

(ii) that any drug w ith a d ifferent a ctive  in 
gredient m ay n ot be adequately  evaluated for 
approval as safe and e ffective  on the basis o f  
the in form ation  required to be subm itted in an 
abbreviated ap plication .
(D )(i) An applicant m ay not am end or supple

m ent an app lication  to  seek approval o f  a drug 
referring to a d ifferent listed drug from  the lis t 
ed drug identified in the application  as subm it
ted to  the Secretary.

(ii) W ith respect to  the drug for  w hich  an ap
p lica tion  is subm itted, n oth ing  in th is sub
section  prohibits an applican t from  am ending or 
supplem enting the application  to seek approval 
o f  a d ifferent strength.

(iii) W ithin 60 days after D ecem ber 8, 2003. the 
S ecretary  shall issue guidance defin ing the term  
“ listed  drug”  for  purposes o f  this subparagraph.

(3)(A) The Secretary  shall issue guidance for 
the individuals who review  app lications subm it
ted under paragraph (1), w hich shall relate to 
prom ptness in condu ctin g  the review , tech n ica l 
excellence, la ck  o f  bias and co n flic t  o f  interest, 
and know ledge o f regu latory  and sc ien tific  
standards, and w hich shall apply equally  to all 
individuals who review  such applications.

(B) The Secretary  shall m eet w ith a sponsor o f  
an in vestigation  or  an applicant for  approval for 
a drug under this su bsection  i f  the sponsor or 
applicant m akes a reasonable w ritten  request 
for a m eeting for  the purpose o f  reaching agree
m ent on the design and size o f  b ioava ilab ility  
and b ioequ ivalence studies needed for  approval 
o f  such application . The sponsor or applicant 
shall provide in form ation  necessary fo r  discus
sion  and agreem ent on the design and size o f 
such studies. M inutes o f  any such m eeting shall 
be prepared by the S ecretary  and made available 
to the sponsor or applicant.

(C) A ny agreem ent regarding the param eters 
o f design and size o f b ioava ilab ility  and b io 
equivalence studies o f  a drug under th is para
graph that is reached between the Secretary  and 
a sponsor or applicant shall be reduced to w rit
ing and made part o f the adm in istrative record 
by the Secretary . Such agreem ent shall not be 
changed after the testin g  begins, except—

(i) with the w ritten  agreem ent o f  the spon
sor or applicant; or

(ii) pursuant to a decision , made in accord 
ance w ith  subparagraph (D) by the d irector  o f

the review ing division, that a substantial s c i
en tific  issue essential to determ ining the safe
ty  or effectiveness o f  the drug has been iden ti
fied after the testing  has begun.
(D) A decision  under subparagraph (C )(ii) by 

the d irector  shall be in w riting and the S ec
retary  shall provide to the sponsor or applicant 
an opportu n ity  for  a m eetin g  at which the d irec
tor  and the sponsor or applicant w ill be present 
and at w hich  the d irector w ill docum ent the sc i
e n tific  issue involved.

(E) The w ritten  decisions o f  the review ing di
v ision  shall be binding upon, and m ay n ot d i
rect ly  or in d irectly  be changed by, the field  or 
com plian ce office  personnel unless such field or 
com plian ce o ffice  personnel dem onstrate to  the 
review ing division  why such decision  should be 
m odified .

(F ) No action  by the review ing d iv ision  m ay be 
delayed because o f  the u nava ilab ility  o f  in for
m ation  from  or action  by field  personnel unless 
the review ing d iv ision  determ ines that a delay 
is necessary to  assure the m arketin g  o f  a safe 
and e ffective  drug.

(G) For purposes o f  th is paragraph, the review 
ing d iv ision  is the division  responsible for  the 
review  o f  an ap plication  for approval o f a drug 
under this subsection  (including sc ien tific  m at
ters, chem istry , m anufacturing, and contro ls).

(4) S u b ject to  paragraph (5), the Secretary 
shall approve an application  for a drug unless 
the Secretary  finds—

(A) the m ethods used in. or the fa c ilitie s  and 
con tro ls  used for, the m anufacture, process
ing, and pack ing  o f the drug are inadequate to  
assure and preserve its iden tity , strength, 
quality , and purity ;

(B) in form ation  subm itted w ith  the applica
tion  is in su ffic ien t to show that each o f  the 
proposed cond ition s o f use have been pre
v iously  approved for the listed drug referred to 
in the application ;

(C)(i) i f  the listed  drug has on ly  one active  
ingredient, in form ation  subm itted with the 
ap p lica tion  is in su fficient to show that the ac
tive  ingredient is the same as that o f  the lis t 
ed drug;

(ii) i f  the listed drug has m ore than one a c 
tive  ingredient, in form ation  subm itted  with 
the ap p lication  is in su fficien t to show th at the 
active  ingredients are the same as the active 
ingredients o f the listed  drug, or

(iii) if the listed  drug has m ore than one ac
tive  ingredient and i f  the app lication  is for  a 
drug which has an active  ingredient d ifferent 
from  the listed  drug, in form ation  subm itted 
w ith  the application  is in su fficien t to  show—

(I) that the other active  ingredients are 
the same as the active  ingredients o f the 
listed  drug, or

(II) th at the different active  ingredient is 
an active  ingredient o f  a listed  drug or a 
drug which does n ot m eet the requirem ents 
o f section  321(p) o f  th is title .

or no petition  to file an ap plication  for the 
drug with the d ifferent ingredient was ap
proved under paragraph (2)(C);

(D )(i) i f  the application  is for  a drug whose 
route o f  ad m in istration , dosage form , or 
strength  o f  the drug is the same as the route
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o f  adm inistration , dosage form , or strength  o f  
the listed  drug referred to in the application , 
in form ation  subm itted  in the application  is in 
su fficien t to show that the route o f adm inis
tration , dosage form , or strength is the same 
as th at o f  the listed  drug, or

(ii) i f  the application  is for a drug whose 
route o f  adm in istration , dosage form , or 
strength o f the drug is d ifferent from  that o f  
the listed  drug referred to in the application , 
no p etition  to file an application  for the drug 
with the different route o f adm in istration , 
dosage form , or strength was approved under 
paragraph (2)(C);

(E) i f  the application  was filed  pursuant to 
the approval o f  a petition  under paragraph
(2)(C), the application  did not conta in  the in 
form ation  required by the S ecretary  respect
ing the active  ingredient, route o f adm in istra
tion , dosage form , or strength  w hich is not the 
same;

(F) in form ation  subm itted in the application  
is in su ffic ien t to  show th at the drug is b io 
equivalent to the listed  drug referred to in the 
application  or, i f  the ap p lication  was filed pur
suant to  a p etition  approved under paragraph
(2)(C), in form ation  subm itted in the applica 
tion  is in su ffic ien t to show that the a ctive  in 
gredients o f  the new drug are o f the same 
p h arm acolog ica l or therapeutic class as those 
o f  the listed  drug referred to in paragraph
(2)(A )(i) and that the new drug can be expected 
to  have the same th erapeutic e ffect as the lis t 
ed drug when adm inistered to  patients for a 
con d ition  o f  use referred to in such paragraph;

(G) in form ation  subm itted  in the application  
is in su fficient to  show that the labeling pro
posed for  the drug is the same as the labeling 
approved for  the listed  drug referred to in the 
application  except for changes required be
cause o f  differences approved under a petition  
filed  under paragraph (2)(C) or because the 
drug and the listed  drug are produced or dis
tributed by different m anufacturers;

(H) in form ation  subm itted  in the application  
or any other in form ation  availab le to the S ec
retary  shows th at (i) the inactive ingredients 
o f  the drug are unsafe for use under the con d i
tions prescribed, recom m ended, or suggested 
in the labeling proposed for the drug, or (ii) 
the com p osition  o f the drug is unsafe under 
such cond ition s because o f  the type or quan
t ity  o f  in active  ingredients included or the 
m anner in w hich the inactive ingredients are 
included;

(I) the approval under subsection  (c) o f  this 
section  o f the listed  drug referred to in the ap
p lica tion  under this subsection  has been w ith 
drawn or  suspended for grounds described in 
the first sentence o f  subsection  (e) o f th is sec
tion , the Secretary has published a n otice  o f 
opportu n ity  for hearing to  w ithdraw  approval 
o f  the listed  drug under subsection  (c) o f  this 
section  for grounds described in the first sen
tence o f  subsection  (e) o f  th is section , the ap
proval under this subsection  o f  the listed  drug 
referred to in the application  under th is sub
section  has been withdrawn or suspended 
under paragraph (6), or the Secretary  has de
term ined that the listed  drug has been w ith 
drawn from  sale for  sa fety  or effectiveness rea
sons;

(J) the app lication  does n o t m eet any other 
requirem ent o f  paragraph (2)(A ); or

(K) the application  contains an untrue state
m ent o f m ateria l fact.
(5)(A) W ithin one hundred and e ighty  days o f 

the in itia l receip t o f an app lication  under para
graph (2) or w ithin  such additional period as 
m ay be agreed upon by the Secretary and the 
applicant, the Secretary  shall approve or d is
approve the application .

(B) The approval o f  an application  subm itted 
under paragraph (2) shall be made effective  on 
the last applicable date determ ined by applying 
the fo llow in g  to each certifica tion  made under 
paragraph (2)(A )(vii):

(i) I f  the applican t on ly  made a certifica tion  
described in subclause (I) or (II) o f paragraph
(2)(A )(vii) or in both such subclauses, the ap
proval m ay be m ade effective  im m ediately .

(ii) If the applican t made a cert ifica tion  de
scribed in subclause (III) o f  paragraph
(2)(A )(vii), the approval m ay be made effective  
on the date certified  under subclause (III).

(iii) If the applicant made a certifica tion  de
scribed in subclause (IV) o f paragraph
(2)(A )(vii), the approval shall be m ade effective  
im m ediately  unless, before the expiration  o f 45 
days after the date on w hich  the n otice  de
scribed in paragraph (2)(B) is received, an ac
tion  is brought for in fringem ent o f the patent 
th at is the su b ject o f  the certifica tion  and for 
w hich in form ation  was subm itted to the S ec
retary  under subsection  (b)(1) or (c)(2) o f  th is 
section  before the date on w hich the applica
tion  (excluding an am endm ent or supplem ent 
to the ap p lication ), w hich the S ecretary  later 
determ ines to be substantia lly  com plete , was 
subm itted. If such an action  is brought before 
the expiration  o f  such days, the approval shall 
be made e ffective  upon the expiration  o f  the 
th irty -m on th  period beginning on the date of 
the receip t o f  the n otice  provided under para
graph (2)(B)(i) or such shorter or longer period 
as the court m ay order because either party  to 
the action  fa iled  to reasonably  cooperate in 
expediting the action , except that—

(I) i f  before the expiration  o f  such period 
the d is tr ict cou rt decides th at the patent is 
invalid  or not in fringed (including  any sub
stantive determ ination  th at there is no 
cause o f  a ction  for patent in fringem ent or 
in va lid ity ), the approval shall be made effec
tive on—

(aa) the date on w hich the cou rt enters 
judgm ent re flectin g  the decision ; or 

(bb) the date o f a settlem ent order or 
consent decree signed and entered by the 
cou rt stating  that the patent that is the 
subject o f  the ce rt ifica tio n  is invalid  or 
n ot infringed;
(II) if before the expiration  o f such period 

the d is tr ict cou rt decides th at the patent 
has been infringed—

(aa) i f  the judgm ent o f the d is tr ict court 
is appealed, the approval shall be made ef
fective  on—

(AA ) the date on which the cou rt o f  ap
peals decides th at the patent is invalid 
or n ot in fringed (including any sub
stantive determ ination  that there is no
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cause o f  a ction  fo r  patent in fringem ent 
or in va lid ity ); or 

(BB) the date o f  a settlem ent order or 
consent decree signed and entered by the 
court o f  appeals stating  that the patent 
that is the su bject o f the cert ifica tion  is 
invalid  or n o t in fringed; or
(bb) i f  the judgm ent o f  the d istrict court 

is n ot appealed or is affirm ed, the approval 
shall be made e ffective  on the date speci
fied by the d is tr ict cou rt in  a court order 
under section  271(e)(4)(A) o f  t itle  35;
(III) i f  before the expiration  o f  such period 

the cou rt grants a prelim inary in ju n ction  
proh ib iting  the applicant from  engaging in 
the com m ercia l m anufacture or sale o f  the 
drug until the cou rt decides the issues o f 
patent va lid ity  and in fringem ent and i f  the 
court decides that such patent is invalid  or 
n ot in fringed, the approval shall be made ef
fective  as provided in  subclause (I); or

(IV ) if before the expiration  o f such period 
the cou rt grants a prelim inary in ju n ction  
proh ib iting  the applicant from  engaging in 
the com m ercia l m anufacture or sale o f  the 
drug u ntil the cou rt decides the issues o f  
patent va lid ity  and in fringem ent and i f  the 
court decides that such patent has been in
fringed, the approval shall be made effective  
as provided in subclause (II).

In such an action , each  o f  the parties shall 
reasonably cooperate in expediting the action ,

(iv ) 1 80 -d a y  e x c l u s i v i t y  p e r i o d .—
(I) E f f e c t i v e n e s s  o f  a p p l i c a t i o n . — Sub

je c t  to subparagraph ( D ) ,  i f  the ap plication  
conta in s a ce rt ifica tio n  described in  para
graph (2)(A )(vii)(IV ) and is for a drug for 
w hich  a first applicant has subm itted an ap
p lica tion  conta in in g  such a certifica tion , the 
ap p lication  shall be made e ffective  on the 
date that is 180 days after the date o f  the 
first com m ercia l m arketin g  o f the drug (in 
clud ing  the com m ercia l m arketin g  o f the 
listed  drug) by any first applicant.

(II) D e f i n i t i o n s .—In this paragraph:
( a a )  180-D A Y  EXCLUSIVITY PERIOD.— T h e  

t e r m  “ 1 8 0 -d a y  e x c l u s i v i t y  p e r i o d ”  m e a n s  
t h e  1 8 0 -d a y  p e r i o d  e n d i n g  o n  t h e  d a y  b e f o r e  
t h e  d a t e  o n  w h ic h  a n  a p p l i c a t i o n  s u b m i t 
t e d  b y  a n  a p p l i c a n t  o t h e r  t h a n  a  f i r s t  a p 
p l i c a n t  c o u l d  b e c o m e  e f f e c t i v e  u n d e r  t h i s  
c l a u s e .

(bb) F i r s t  a p p l i c a n t .— As used in this 
subsection , the term  “ first ap p lican t”  
m eans an applicant that, on the first day 
on w hich  a substantially  com plete  applica 
tion  conta in in g  a ce rt ifica tio n  described in 
paragraph (2)(A )(vii)(IV ) is subm itted for 
approval o f  a drug, subm its a substantially  
com plete  app lication  that contains and 
law fu lly  m aintains a certifica tion  de
scribed in paragraph (2)(A )(vii)(IV ) for the 
drug.

(cc ) S u b s t a n t i a l l y  c o m p l e t e  a p p l i c a 
t i o n .— As used in th is subsection , the term  
“ su bstantia lly  com plete ap p lica tion ”  
m eans an application  under this sub
section  that on its face is su ffic ien tly  com 
plete to  perm it a substantive review  and 
conta in s all the in form ation  required by 
paragraph (2)(A).

(dd) T e n t a t i v e  a p p r o v a l .—
(AA ) I n  g e n e r a l .—The term  “ ten 

tative approval”  means n otifica tion  to  
an applicant by the S ecretary  th at an 
application  under th is subsection  m eets 
the requirem ents o f  paragraph (2)(A), but 
can not receive e ffective  approval be
cause the application  does n ot m eet the 
requirem ents o f  this subparagraph, there 
is a period o f exclu siv ity  for the listed 
drug under subparagraph ( F )  or section  
355a o f  th is t it le , or there is a 7-year pe
riod  o f  exclu siv ity  for the listed  drug 
under section  360cc o f  this title .

(BB) L i m i t a t i o n .—A  drug th at is 
granted ten tative approval by the S ec 
retary  is n ot an approved drug and shall 
n ot have an e ffective  approval until the 
S ecretary  issues an approval after any 
necessary additional review  o f the appli
cation .

( C )  C i v i l  a c t i o n  t o  o b t a i n  p a t e n t  c e r 
t a i n t y .—

(i) D e c l a r a t o r y  j u d g m e n t  a b s e n t  i n f r i n g e 
m e n t  a c t i o n .—

(I) I n  g e n e r a l .—No action  m ay be brought 
under section  2201 o f t itle  28 by an applicant 
under paragraph (2) for  a declaratory  ju dg
m ent w ith respect to  a patent w hich is the 
su bject o f  the cert ifica tion  referred to in 
subparagraph (B )(iii) unless—

(aa) the 45-day period referred to in such 
subparagraph has expired;

(bb) neither the ow ner o f such patent nor 
the holder o f  the approved application  
under subsection  (b) o f  this section  for  the 
drug th at is claim ed by the patent or a use 
o f w hich  is claim ed by the patent brought 
a c iv il a ction  against the applicant for in 
fringem ent o f  the patent before the expira
tion  o f such period; and 

(c c ) in any case in which the n otice  pro
vided under paragraph (2)(B) relates to  
nonin fringem ent, the n otice  was accom 
panied by a docum ent described in sub
clause (III).
(II) F i l i n g  o f  c i v i l  a c t i o n .—If the con d i

tions described in item s (aa), (bb), and as ap
plicable, (c c ) o f  subclause (I) have been m et, 
the applicant referred to in such subclause 
m ay, in accordance w ith  section  2201 o f title  
28. bring a c iv il action  under such section  
against the owner or holder referred to in 
such subclause (but n ot against any owner 
or holder that has brought such a c iv il a c 
tion  against the applicant, unless that civ il 
action  was dism issed w ith ou t prejudice) for 
a declaratory  judgm ent that the patent is 
invalid  or w ill not be in fringed by the drug 
for w hich  the applicant seeks approval, ex
cept that such civ il action  m ay be brought 
for a declaratory  judgm ent th at the patent 
w ill n o t be infringed on ly  in a case in which 
the con d ition  described in subclause (I)(cc) is 
applicable. A c iv il action  referred to in this 
subclause shall be brought in the ju d icia l 
d istrict where the defendant has its prin
cipal place o f  business or a regular and es
tablished place o f business.

(III) O f f e r  o f  c o n f i d e n t i a l  a c c e s s  t o  a p 
p l i c a t i o n .— For purposes o f  subclause (I)(cc),
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the docum ent described in  this subclause is 
a docum ent providing an offer o f confiden 
tia l access to the app lication  that is in the 
custody  o f the applicant under paragraph (2) 
for  the purpose o f determ ining w hether an 
action  referred to  in subparagraph (B )(iii) 
should be brought. The docum ent providing 
the offer o f  con fid en tia l access shall conta in  
such restr iction s as to persons entitled  to 
access, and on the use and d isposition  o f  any 
in form ation  accessed, as would apply had a 
protective  order been entered for the pur
pose o f  p rotectin g  trade secrets and other 
con fidentia l business in form ation . A request 
fo r  access to  an application  under an offer o f 
con fidentia l access shall be considered a c 
ceptance o f  the o ffer o f  con fidentia l access 
w ith  the restr iction s as to persons entitled  
to access, and on the use and d isposition  o f 
any in form ation  accessed, contained  in the 
offer o f con fidentia l access, and those re
striction s and oth er term s o f  the offer o f 
con fidentia l access shall be considered term s 
o f  an en forceable con tra ct. Any person pro
vided an offer o f  con fid en tia l access shall re
view  the application  for the sole and lim ited  
purpose o f  evaluating possible in fringem ent 
o f  the patent th at is the su bject o f  the cer
tifica tio n  under paragraph (2)(A )(vii)(IV ) and 
for  no other purpose, and m ay n ot d isclose 
in form ation  o f  no relevance to any issue o f 
patent in fringem ent to  any person other 
than a person provided an offer o f  con fiden 
tia l access. Further, the ap p lication  m ay be 
redacted by the applicant to rem ove any in 
form ation  o f no relevance to  any issue o f 
patent in fringem ent.
( i i )  C o u n t e r c l a i m  t o  i n f r i n g e m e n t  a c 

t i o n —
(I) In g e n e r a l .— If an owner o f  the patent 

or the holder o f  the approved application  
under subsection  (b) o f  this section  for the 
drug th at is cla im ed by the patent or a use 
o f  which is cla im ed by the patent brings a 
patent in fringem ent action  against the ap
p licant. the applicant m ay assert a cou n ter
c la im  seeking an order requiring the holder 
to co rre ct or delete the patent in form ation  
subm itted  by the holder under subsection  (b) 
or (c) o f  th is section  on the ground that the 
patent does not c la im  either—

(aa) the drug for which the application  
was approved; or 

(bb) an approved m ethod  o f  using the 
drug.
(II) NO INDEPENDENT CAUSE OF ACTION.—  

Subclause (I) does n ot authorize the asser
tion  o f a c la im  described in  subclause (I) in 
any c iv il action  or proceeding other than a 
cou n tercla im  described in subclause (I).
(iii) No d a m a g e s .— An applicant shall n ot be 

en titled  to dam ages in a civ il a ction  under 
clause (i) or a cou n tercla im  under clause (ii).
( D )  F o r f e i t u r e  o f  iso- d a y  e x c l u s i v i t y  p e 

r i o d .—
( i )  D e f i n i t i o n  o f  f o r f e i t u r e  e v e n t .— I n  t h i s  

s u b p a r a g r a p h ,  t h e  t e r m  “ f o r f e i t u r e  e v e n t ” , 
w i t h  r e s p e c t  t o  a n  a p p l i c a t i o n  u n d e r  t h i s  s u b 
s e c t i o n ,  m e a n s  t h e  o c c u r r e n c e  o f  a n y  o f  t h e  
f o l l o w i n g :

( I )  F a i l u r e  t o  m a r k e t . — The first appli
can t fails to m ark et the drug by the later 
of—

(aa) the earlier o f  the date that is—
(AA ) 75 days after the date on which 

the approval o f the application  o f  the 
first applicant is made e ffective  under 
subparagraph (B )(iii); or

(BB) 30 m onths after the date o f  sub
m ission  o f the app lication  o f  the first ap
p licant; or
(bb) w ith respect to the first applicant or 

any other applican t (w hich  other applicant 
has received tentative approval), the date 
that is 75 days after the date as o f  w hich, 
as to  each o f  the patents w ith  respect to  
w hich the first applicant subm itted and 
law fu lly  m aintained a certifica tion  quali
fy ing  the first applicant for  the 180-day ex
c lu siv ity  period under subparagraph
(B )(iv ), a t least 1 o f  the fo llow in g  has o c 
curred:

(AA ) In an in fringem ent action  
brought against that applicant with re
spect to  the patent or in a declaratory  
judgm ent action  brought by th at appli
cant w ith  respect to the patent, a cou rt 
enters a final decision  from  w hich  no ap
peal (oth er than a p etition  to the Su
prem e Court for a w rit o f  certio ra ri) has 
been or can be taken that the patent is 
invalid  or not infringed.

(BB) In an in fringem ent a ction  or a de
c la ra tory  judgm ent action  described in 
subitem  (AA ), a cou rt signs a settlem ent 
order or consent decree that enters a 
final judgm ent that includes a finding 
th at the patent is invalid  or n ot in 
fringed.

(CC) The patent in form ation  subm itted 
under subsection  (b) or (c ) o f  th is section  
is w ithdrawn by the holder o f  the appli
ca tion  approved under subsection  (b) o f 
th is section .

(II) W i t h d r a w a l  o f  a p p l i c a t i o n .—The 
first applicant withdraws the app lication  or 
the S ecretary  considers the application  to  
have been withdrawn as a resu lt o f  a deter
m ination  by the Secretary  th at the applica 
tion  does not m eet the requirem ents for ap
proval under paragraph (4).

(III) A m e n d m e n t  o f  c e r t i f i c a t i o n .— The 
first applicant am ends or withdraws the ce r 
tifica tio n  for  a ll o f  the patents w ith respect 
to w hich  that applican t subm itted  a ce r t if i
cation  qu alify ing  the applicant for  the 180- 
day exclu siv ity  period.

(IV) F a i l u r e  t o  o b t a i n  t e n t a t i v e  a p 
p r o v a l .—The first applicant fails to  obtain 
tentative approval o f  the ap p lica tion  within 
30 m onths after the date on w hich  the appli
cation  is filed , unless the failure is caused by 
a change in or a review  o f  the requirem ents 
for approval o f  the application  im posed after 
the date on w hich the application  is filed.

( V )  A g r e e m e n t  w i t h  a n o t h e r  a p p l i c a n t ,
THE LISTED DRUG APPLICATION  HOLDER, OR A 
p a t e n t  o w n e r .—The first applicant enters 
in to  an agreem ent w ith another applicant 
under this subsection  fo r  the drug, the hold-
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er o f  the ap p lica tion  for the listed  drug, or 
an ow ner o f the patent th at is the su bject o f  
the ce rt ifica tio n  under paragraph
(2)(A )(vii)(IV ), the Federal Trade C om m is
sion  or the A ttorn ey  General files a co m 
plaint, and there is a final decision  o f  the 
Federal Trade C om m ission  or the cou rt w ith 
regard to the com pla in t from  w hich no ap
peal (oth er than a petition  to the Supreme 
Court for  a w rit o f certiora ri) has been or 
can be taken  that the agreem ent has v io 
lated the antitrust laws (as defined in sec
tion  12 o f  t itle  15, except th at the term  in 
cludes section  45 o f  tit le  15 to  the extent 
th at th at section  applies to  unfair m ethods 
o f  com p etition ).

( V I )  E x p i r a t i o n  o f  a l l  p a t e n t s .— A l l  o f  
t h e  p a t e n t s  a s  t o  w h i c h  t h e  a p p l i c a n t  s u b 
m i t t e d  a  c e r t i f i c a t i o n  q u a l i f y i n g  i t  f o r  t h e  
1 8 0 -d a y  e x c l u s i v i t y  p e r i o d  h a v e  e x p i r e d .

(ii)  F o r f e i t u r e .—The 180-day exclu siv ity  pe
riod  described in subparagraph (B )(iv) shall be 
forfe ited  by a first applican t i f  a forfeiture 
event occu rs with respect to  that first appli
cant.

(iii) S u b s e q u e n t  a p p l i c a n t .—If a ll first ap
plicants for fe it the 180-day exclu siv ity  period 
under clause (ii)—

(I) approval o f  any ap p lication  conta in in g  
a certifica tion  described in paragraph
(2)(A )(vii)(IV ) shall be made e ffective  in  ac
cordance w ith  subparagraph (B )(iii); and

(II) no applicant shall be elig ib le  for a 180- 
day exclu siv ity  period.

(E) If the S ecretary  decides to  disapprove an 
application , the S ecretary  shall g ive the appli
can t n otice  o f  an opportu n ity  for  a hearing be
fore the S ecretary  on the question  o f  whether 
such application  is approvable. If the applicant 
elects to accept the opportu n ity  for  hearing by 
w ritten  request w ithin  th irty  days after such 
n otice , such hearing shall com m ence not m ore 
than n inety  days after the expiration  o f  such 
th irty  days unless the S ecretary  and the appli
can t otherw ise agree. A ny such hearing shall 
thereafter be condu cted  on an expedited basis 
and the S ecretary ’s order thereon shall be issued 
w ithin  n inety  days after the date fixed by the 
S ecretary  for filin g  final briefs.

(F )(i) I f an app lication  (oth er than an abbre
viated new drug application ) subm itted under 
subsection  (b) o f  this section  for  a drug, no ac
tive ingredient (including any ester or sa lt of 
the a ctive  ingredient) o f  w hich  has been ap
proved in  any other app lication  under sub
section  (b) o f th is section , was approved during 
the period beginning January 1, 1982, and ending 
on Septem ber 24, 1984, the S ecretary  m ay not 
m ake the approval o f  an ap p lication  subm itted 
under th is subsection  w hich refers to  the drug 
for w hich the subsection  (b) application  was sub
m itted  e ffective  before the expiration  o f  ten 
years from  the date o f  the approval o f the appli
ca tion  under subsection  (b) o f  th is section .

(ii) If an app lication  subm itted under sub
section  (b) o f  this section  for a drug, no active  
ingredient (including  any ester or  sa lt o f  the a c 
tive ingredient) o f w hich  has been approved in 
any other application  under subsection  (b) o f 
th is section , is approved after Septem ber 24,

1984, no app lication  m ay be subm itted under this 
subsection  w hich  refers to the drug for w hich 
the subsection  (b) app lication  was subm itted be
fore the expiration  o f  five years from  the date o f 
the approval o f  the app lication  under subsection
(b) o f th is section , except that such an applica 
tion  m ay be subm itted  under this subsection  
after the expiration  o f four years from  the date 
o f  the approval o f  the subsection  (b) ap plication  
i f  it  conta in s a ce rt ifica tio n  o f patent in va lid ity  
or nonin fringem ent described in subclause (IV) 
o f  paragraph (2)(A )(vii). The approval o f  such an 
app lication  shall be made e ffective  in accord 
ance w ith  subparagraph (B) except that, i f  an a c 
tion  for patent in fringem ent is com m en ced  dur
ing the one-year period beginning forty -e igh t 
m onths after the date o f  the approval o f the sub
section  (b) application , the th irty -m on th  period 
referred to  in subparagraph (B )(iii) shall be ex 
tended by such am ount o f  tim e (if  any) w hich is 
required for  seven and on e-ha lf years to have 
elapsed from  the date o f  approval o f  the sub
section  (b) application .

(iii )  If an application  subm itted under sub
section  (b) o f  this section  for  a drug, which in
cludes an active  ingredient (including any ester 
or sa lt o f  the a ctive  ingredient) that has been 
approved in another app lication  approved under 
subsection  (b) o f  th is section , is approved after 
Septem ber 24, 1984, and if such app lication  con 
tains reports o f new c lin ica l investigation s 
(oth er than b ioava ilab ility  studies) essential to 
the approval o f  the application  and conducted or 
sponsored by the applicant, the S ecretary  m ay 
n ot m ake the approval o f an ap p lica tion  su bm it
ted under this subsection  for the cond ition s o f 
approval o f such drug in the subsection  (b) appli
ca tion  e ffective  before the expiration  o f  three 
years from  the date o f  the approval o f  the appli
cation  under subsection  (b) o f th is section  for 
such drug.

(iv ) I f a supplem ent to an application  approved 
under subsection  (b) o f  th is section  is approved 
after Septem ber 24, 1984, and the supplem ent 
conta in s reports o f  new c lin ica l in vestigations 
(other than b ioava ilab ility  studies) essential to  
the approval o f  the supplem ent and conducted or 
sponsored by the person subm itting the supple
m ent, the Secretary  m ay n ot m ake the approval 
o f  an app lication  subm itted under this sub
section  for a change approved in the supplem ent 
e ffective  before the expiration  o f three years 
from  the date o f  the approval o f  the supplem ent 
under subsection  (b) o f th is section .

(v) If an application  (o r  supplem ent to  an ap
p lica tion ) subm itted under subsection  (b) o f this 
section  for  a drug, w hich  includes an active  in 
gredient (including any ester or salt o f the a c 
tive  ingredient) th at has been approved in an
other application  under subsection  (b) o f  this 
section , was approved during the period begin
ning January 1, 1982, and ending on Septem ber 
24, 1984, the S ecretary  m ay n ot m ake the ap
proval o f an application  subm itted under th is 
subsection  w hich  refers to the drug for w hich 
the subsection  (b) app lication  was subm itted  or 
w hich  refers to a change approved in a supple
m ent to the subsection  (b) application  effective  
before the expiration  o f tw o years from  Septem 
ber 24, 1984.

(6) I f a drug approved under th is subsection  re 
fers in its approved application  to a drug the ap
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proval o f  w hich  was w ithdrawn or suspended for 
grounds described in  the first sentence o f sub
section  (e) o f  this section  or  was withdrawn or 
suspended under th is paragraph or which, as de
term ined by the Secretary, has been withdrawn 
from  sale for sa fety  or effectiveness reasons, the 
approval o f  the drug under th is subsection  shall 
be w ithdraw n or suspended—

(A) for the same period as the w ithdraw al or 
suspension under subsection  (e) o f th is section  
or th is paragraph, or

(B) i f  the listed drug has been withdrawn 
from  sale, for  the period o f  w ithdraw al from  
sale or, i f  earlier, the period ending on the 
date the Secretary  determ ines that the w ith 
drawal from  sale is n ot for sa fety  or e ffectiv e 
ness reasons.
(7)(A )(i) W ithin sixty  days o f  Septem ber 24, 

1984, the S ecretary  shall publish and m ake avail
able to the public—

(I) a list in alphabetica l order o f the o ffic ia l 
and proprietary  name o f  each drug w hich has 
been approved for  sa fety  and effectiveness 
under subsection  (c) o f  this section  before Sep
tem ber 24, 1984;

(II) the date o f  approval i f  the drug is ap
proved after 1981 and the num ber o f  the appli
ca tion  w hich was approved; and

(III) w hether in v itro  or in v ivo  b ioequ iva
lence studies, or both  such studies, are re
quired for  applications filed  under this sub
section  w hich  w ill refer to the drug published.
(ii) Every th irty  days after the p u blication  of 

the first lis t under clause (i) the Secretary  shall 
revise the lis t to  include each drug w hich  has 
been approved for sa fety  and effectiveness under 
subsection  (c) o f  this section  or approved under 
th is subsection  during the th irty -day  period.

(iii) When patent in form ation  subm itted under 
subsection  (b) or (c) o f  th is section  respecting a 
drug included on the list is to  be published by 
the Secretary , the Secretary shall, in revisions 
made under clause (ii), include such in form ation  
for such drug.

(B) A drug approved for sa fety  and e ffectiv e 
ness under subsection  (c) o f  this section  or ap
proved under th is subsection  shall, for purposes 
o f th is subsection , be considered to have been 
published under subparagraph (A ) on the date o f  
its approval or Septem ber 24, 1984, w hichever is 
later.

(C) If the approval o f  a drug was withdrawn or 
suspended for  grounds described in the first sen
tence o f subsection  (e) o f  this section  or was 
w ithdrawn or suspended under paragraph (6) or 
i f  the Secretary  determ ines th at a drug has been 
w ithdrawn from  sale for  sa fety  or effectiveness 
reasons, it  m ay not be published in the list 
under subparagraph (A) or, i f  the w ithdraw al or 
suspension occurred after its  pu blica tion  in such 
list, it shall be im m edia te ly  rem oved from  such 
list—

(i) for  the same period as the w ithdrawal or 
suspension under subsection  (e) o f this section  
or paragraph (6), or

(ii)  i f  the listed  drug has been withdrawn 
from  sale, for  the period o f  w ithdraw al from  
sale or, i f  earlier, the period ending on the 
date the S ecretary  determ ines that the w ith 
drawal from  sale is n ot for sa fety  or e ffectiv e 
ness reasons.

A n otice  o f  the rem oval shall be published in the 
Federal Register.

(8) For purposes o f  this subsection :
(A )(i) The term  “ b io a v a ila b ility ”  m eans the 

rate and exten t to w hich the a ctive  ingredient 
or therapeutic ingredient is absorbed R om  a 
drug and becom es available a t the site o f  drug 
action .

(ii) For a drug that is not intended to be ab 
sorbed in to  the bloodstream , the Secretary 
m ay assess b ioava ilab ility  by sc ien tifica lly  
valid  m easurem ents intended to  re flect the 
rate and exten t to w hich the active  ingredient 
or therapeutic ingredient becom es available at 
the site o f  drug action .

(B) A  drug shall be considered to be b io 
equ ivalent to a listed  drug if—

(i) the rate and exten t o f absorption  o f  the 
drug do n ot show a sign ifican t d ifference 
from  the rate and exten t o f  absorption  o f  the 
listed  drug when adm inistered at the same 
m olar dose o f  the therapeutic ingredient 
under sim ilar experim ental cond ition s in e i
ther a single dose or m ultip le doses; or

(ii) the exten t o f absorption  o f  the drug 
does n ot show a sign ifican t d ifference from  
the extent o f  absorption  o f  the listed  drug 
when adm inistered at the same m olar dose 
o f the th erapeutic ingredient under sim ilar 
experim ental cond ition s in either a single 
dose or m ultip le doses and the d ifference 
from  the listed  drug in the rate o f  absorption  
o f the drug is in ten tion a l, is reflected  in its 
proposed labeling, is n ot essential to  the a t
tainm ent o f  e ffective  body drug con cen tra 
tions on chronic use. and is considered m edi
ca lly  in sign ifican t fo r  the drug.
(C) F or a drug that is n ot intended to  be ab

sorbed in to  the bloodstream , the Secretary 
m ay establish  alternative , sc ien tifica lly  valid  
m ethods to show b ioequ ivalence i f  the a lter
native m ethods are expected to  d etect a sig
n ifican t d ifference between the drug and the 
listed  drug in sa fety  and therapeutic effect.
(9) The Secretary shall, w ith respect to each 

ap p lication  subm itted under this subsection , 
m aintain  a record  o f—

(A) the name o f the applicant,
(B) the nam e o f  the drug covered by the ap

p lica tion ,
(C) the nam e o f each person to w hom  the re 

view  o f the chem istry  of the app lication  was 
assigned and the date o f  such assignm ent, and

(D) the name o f each person to w hom  the 
b ioequ ivalence review  for  such ap p lication  was 
assigned and the date o f  such assignm ent.

The in form ation  the Secretary  is required to  
m aintain  under this paragraph with respect to 
an application  subm itted under th is subsection  
shall be made available to the public after the 
approval o f  such application .

(10)(A) If the proposed labeling o f  a drug that 
is the su b ject o f an app lication  under this sub
section  differs from  the listed  drug due to a la 
beling revision  described under clause (i), the 
drug th at is the su bject o f  such ap p lication  
shall, notw ithstanding any other provision  of 
th is chapter, be e lig ib le  for  approval and shall 
n ot be considered misbranded under section  352 
o f  th is t it le  if—

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page165 of 211



SA-162

Page 173 TITLE 21— FOOD AND DRUGS §355

(i) the application  is otherw ise elig ib le  fo r  
approval under th is subsection  but for  expira
tion  o f patent, an exclu siv ity  period, or o f a 
delay in approval described in paragraph
(5)(B )(iii), and a revision to  the labeling o f  the 
listed  drug has been approved by the Secretary  
w ithin  60 days o f  such expiration ;

(ii) the labeling revision  described under 
clause (i) does not include a change to the 
“ W arnings”  section  o f  the labeling;

(iii) the sponsor o f  the application  under this 
subsection  agrees to subm it revised labeling o f  
the drug th at is the subject o f  such application  
n o t later than 60 days after the n o tifica tion  o f 
any changes to such labeling  required by the 
S ecretary ; and

(iv) such application  otherwise m eets the ap
p licable requirem ents for  approval under this 
subsection .
(B) If, a fter a labeling revision  described in 

subparagraph (A )(i), the S ecretary  determ ines 
that the continued  presence in in terstate co m 
m erce o f  the labeling o f the listed  drug (as in ef
fe c t  before the revision  described in subpara
graph (A )(i)) adversely im pacts the safe use o f 
the drug, no ap p lication  under th is subsection  
shall be e lig ib le  for  approval w ith  such labeling, 
(k) Records and reports; required information; 

regulations and orders; access to records
(1) In the case o f any drug for w hich  an ap

proval o f  an application  filed under subsection
(b) or  (j) o f  th is section  is in e ffect, the applicant 
shall establish  and m aintain  such records, and 
m ake such reports to the Secretary , o f  data re
la ting  to c lin ica l experience and other data or 
in form ation , received or otherwise obtained by 
such applicant w ith respect to  such drug, as the 
S ecretary  m ay by general regulation , or by 
order w ith  respect to  such application , prescribe 
on the basis o f  a finding th at such records and 
reports are necessary in order to enable the Sec
retary to  determ ine, or fa c ilita te  a determ ina
tion , w hether there is or m ay be ground for in 
v oking  subsection  (e) o f  this section . R egu la
tions and orders issued under th is subsection  
and under subsection  (i) o f  th is section  shall 
have due regard for the professional eth ics o f  
the m ed ica l profession  and the in terests o f pa
tients and shall provide, where the Secretary  
deem s it to be appropriate, fo r  the exam ination , 
upon request, by the persons to w hom  sueli regu
la tion s or orders are applicable, o f  s im ilar in for
m ation  received or otherw ise obtained by the 
Secretary.

(2) E very person required under th is section  to 
m aintain  records, and every person in charge or 
custody  thereof, shall, upon request o f  an officer  
or em ployee designated by the Secretary , perm it 
such o fficer  or em ployee at a ll reasonable tim es 
to have access to and copy  and verify  such 
records.

(3 )  A c t i v e  p o s t m a r k e t  r i s k  i d e n t i f i c a t i o n .—
( A )  D e f i n i t i o n .—In t h i s  p a i 'a g r a p h ,  t h e  t e r m

“ data”  refers to in form ation  w ith  l'espect to a 
drug approved under this section  or under sec- 
tioix 262 o f t it le  42, including cla im s data, pa
tien t sui'vey data, standardized an a lytic  files 
th at allow  for the poolin g  and analysis o f  data 
from  dispai'ate data environm ents. and any 
other data deem ed appropriate by the Sec
retary.

( B )  D e v e l o p m e n t  o f  p o s t m a r k e t  r i s k  i d e n 
t i f i c a t i o n  AND ANALYSIS m e t h o d s .—The S ec
retary  shall, n ot later than 2 years after Sep
tem ber 27, 2007, in co llab ora tion  w ith public, 
academ ic, and private en tities—

(i) develop m ethods to obtain  access to dis
parate data sources including the data 
sources specified  in subparagraph (C);

(ii) develop validated m ethods for the es
tablishm ent o f a postm arket risk  id en tifica 
tion  and analysis system  to lin k  and analyze 
sa fety  data from  m u ltip le  sources, with the 
goals o f  including, in aggregate—

(I) a t least 25,000.000 patients by  Ju ly  1, 
2010; and

(II) at least 100,000,000 patients by Ju ly  1, 
2012; and
(iii) convene a com m ittee  o f  experts, in 

cluding individuals who are recognized in 
the field o f p rotectin g  data privacy  and secu
rity , to  m ake recom m endations to the S ec
retary on the developm ent o f  too ls  and 
m ethods for the eth ical and sc ien tific  uses 
for. and com m u n ica tion  of, p ostm arketing  
data specified  under subparagraph (C), in 
cluding recom m en dations on the develop
m ent o f  e ffective  research m ethods for  the 
study o f  drug safety  questions.
(C )  E s t a b l i s h m e n t  o f  t h e  p o s t m a r k e t  r i s k

IDENTIFICATION AND ANALYSIS SYSTEM.—
(i) I n  g e n e r a l .-—T he Secretary shall, not 

la ter than 1 year after the developm ent of 
the risk id en tifica tion  and analysis m ethods 
under subparagraph (B), establish  and m ain
tain procedures—

(I) for risk  iden tifica tion  and analysis 
based on e lectron ic  health  data, in com p li
ance w ith  the regu lations prom ulgated 
under section  264(c) o f  the H ealth Insur
ance P orta b ility  and A ccou n ta b ility  A ct o f 
1996, and in a m anner that does n ot dis
close  in div idually  identifiab le health in
form ation  in v io la tion  o f paragraph (4)(B);

(II) fo r  the reporting  (in  a standardized 
form ) o f data on all serious adverse drug 
experiences (as defined in section  355-l(b) 
o f this title ) subm itted to the Secretary  
under paragraph (1), and those adverse 
events subm itted by patients, providers, 
and drug sponsors, when appropriate;

(III) to  provide fo r  active  adverse event 
surveillance using the fo llow in g  data 
sources, as available:

(aa) Federal health -related  e lectron ic  
data (such as data from  the M edicare 
program  and the health  system s o f the 
D epartm ent o f  Veterans A ffairs);

(bb) private sector h ealth -related  e le c 
tron ic  data (such as pharm aceutical pur
chase data and health  insurance claim s 
data); and 

(c c ) other data as the Secretary  deems 
necessary to create a robust system  to  
iden tify  adverse events and potential 
drug safety  signals;
(IV) to  iden tify  certa in  trends and pat

terns with respect to  data accessed by the 
system :

(V) to provide regular reports to the Sec
retary concern ing  adverse event trends,
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made, purchased or used as specified, or for the manu
facture, use or sale of which substantial preparation 
was made after the date the application became aban
doned or patent lapsed for failure to pay the fee but 
prior to the grant or restoration of the patent, and it 
may also provide for the continued practice of any 
process covered by the patent, practiced, or for the 
practice of which substantial preparation was made, 
after the date the application became abandoned or 
patent lapsed for failure to pay the issue fee but prior 
to the grant or restoration of the patent, to the extent 
and under such terms as the court deems equitable for 
the protection of investments made or business com
menced before the grant or restoration of the patent.”

§ 152. Issue of patent to assignee
Patents may be granted to the assignee of the 

inventor of record in the Patent and Trademark 
Office, upon the application made and the speci
fication sworn to by the inventor, except as 
otherwise provided in this title.
(July 19, 1952, ch. 950, 66 Stat. 804; Pub. L. 93-596, 
§1, Jan. 2, 1975, 88 Stat. 1949.)

H i s t o r i c a l  a n d  r e v i s i o n  N o t e s

Based on Title 35, U.S.C., 1946 ed., §44 (R.S. 4895).
Language is changed and the reference to reissue is 

omitted in view of the general provision in section 251.

A m e n d m e n t s

1975—Pub. L. 93-596 substituted “ Patent and Trade
mark Office” for “ Patent Office” .

E f f e c t iv e  D a t e  o f  1975 a m e n d m e n t

Amendment by Pub. L. 93-596 effective Jan. 2, 1975, 
see section 4 of Pub. L. 93-596, sot out as a note under 
section 1111 of Title 15, Commerce and Trade.

§ 153. How issued
Patents shall be issued in the name of the 

United States of America, under the seal of the 
Patent and Trademark Office, and shall be 
signed by the Director or have his signature 
placed thereon and shall be recorded In the Pat
ent and Trademark Office.
(July 19, 1952, ch. 950, 66 Stat. 804; Pub. L. 93-596, 
§1, Jan. 2, 1975, 88 Stat. 1949; Pub. L. 106-113, div. 
B, § 1000(a)(9) [title IV, §4732(a)(10)(A)], Nov. 29, 
1999, 113 Stat. 1536, 1501A-582; Pub. L. 107-273, 
div. C, title III, §§13203(c), 13206(b)(1)(B), Nov. 2, 
2002, 116 Stat. 1902, 1906.)

H is t o r ic a l  a n d  r e v i s i o n  N o t e s

Based on Title 35, U.S.C., 1946 ed., §39 (R.S. 4883, 
amended (1) Feb. 18, 1888, ch. 15, 25 Stat. 40, (2) April 11, 
1903, ch. 417, 32 Stat. 95, (3) Feb. 18, 1922, ch. 58, §5, 42 
Stat. 391).

The phrases referring to the attesting officers and to 
the recording of the patents are broadened.

A m e n d m e n t s

2002— Pub. L. 107-273, § 13206(b)(1)(B), made technical 
correction to directory language of Pub. L. 106-113. See 
1999 Amendment note below.

Pub. L. 107-273, § 13203(c), struck out “ and attested by 
an officer of the Patent and Trademark Office des
ignated by the Director,”  after “ signature placed there
on” .

1999— Pub. L. 106-113, as amended by Pub. L. 107-273, 
§ 13206(b)(1)(B), substituted “ Director” for “ Commis
sioner” in two places.

1975— Pub. L. 93-596 substituted “ Patent and Trade
mark Office” for “ Patent Office” wherever appearing.

E f f e c t iv e  D a t e  o f  1999 A m e n d m e n t

Amendment by Pub. L. 106-113 effective 4 months 
after Nov. 29, 1999, see section 1000(a)(9) [title IV, §4731]

of Pub. L. 106-113, set out as a note under section 1 of 
this title.

E f f e c t i v e  D a t e  o f  1975 A m e n d m e n t

Amendment by Pub. L. 93-596 effective Jan. 2, 1975, 
see section 4 of Pub. L. 93-596, set out as a note under 
section 1111 of Title 15, Commerce and Trade.

§ 154. Contents and term of patent; provisional 
rights

(a) In G e n e r a l .—
(1) Co n t e n t s .— Every patent shall con ta in  a 

sh ort title  o f  the invention  and a grant to  the 
patentee, h is heirs or assigns, o f  the r ig h t  to 
exclude others from  m aking, using, o ffe rin g  
for sale, or selling the in vention  th rou gh ou t 
the United States or im portin g  the in ven tion  
in to  the United States, and, i f  the in ven tion  is 
a process, o f  the righ t to exclude others from  
using, offering  for  sale or sellin g  th rou gh ou t 
the United States, or im portin g  in to  the 
United States, products made by that process, 
referring to the sp ecifica tion  for  the p a rt icu 
lars thereof.

(2) T e r m .— S u bject to the paym ent o f  fees 
under th is title , such grant shall be for  a  term  
beginning on the date on w hich  the p a ten t is
sues and ending 20 years from  the da te  on 
which the app lication  for  the patent w as filed 
in the United States or, if the ap p lica tion  con 
tains a sp ecific  reference to  an earlier filed  ap
p lica tion  or applications under section  120, 121, 
or 365(c), from  the date on w hich  the earliest 
such application  was filed.

(3) P r io r it y .—P riority  under section  119, 
365(a), or 365(b) shall n ot be taken in to  a ccou n t 
in determ ining the term  o f  a patent.

(4) S p e c if ic a t io n  a n d  d r a w in g .— A cop y  o f 
the sp ecifica tion  and draw ing shall be annexed 
to the patent and be a part o f  such patent.
(b) ADJUSTMENT OF PATENT TERM .—

(1) PATENT TERM GUARANTEES.—
(A ) G u a r a n te e  o f  p ro m p t p a t e n t  and  

TRADEMARK OFFICE RESPONSES.— S u b je ct  tO 
the lim ita tion s under paragraph (2), if  the 
issue o f an origina l patent is delayed  due to 
the failure o f  the P atent and T radem ark  Of
fice  to—

(i) provide a t least one o f the n otifica 
tions under section  132 or a n o t ice  o f  a l
low ance under section  151 not la te r  than 14 
m onths after—

(I) the date on w hich an ap p lica tion  
was filed under section  111(a); or

(II) the date o f com m en cem en t o f  the 
national stage under section  371 in an 
in ternational application ;
(ii) respond to a reply  under section  132, 

or  to an appeal taken  under section  134, 
w ithin 4 m onths a fter  the da te  on which 
the reply was filed  or the appeal was 
taken;

(iii) a ct on an ap p lica tion  w ithin 4 
m onths after the date o f  a d ecision  by the 
P atent T rial and Appeal Board under sec
tion  134 or 135 or a decision  b y  a Federal 
cou rt under section  141, 145, o r  146 in a case 
in which a llow able cla im s rem ain  in the 
ap plication ; or

(iv) issue a patent w ithin 4 m on th s after 
the date on w hich the issue fee  was paid
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under section 151 and all outstanding re
quirements were satisfied,

the term of the patent shall be extended 1 
day for each day after the end of the period 
specified in clause (i), (ii), (iii), or (iv), as the 
case may be, until the action described in 
such clause is taken.

(B) G u a r a n t e e  o f  n o  m o r e  t h a n  3 - y e a r  
a p p l i c a t i o n  p e n d e n c y .— Subject to the lim i
tations under paragraph (2), if the issue of an 
original patent is delayed due to the failure 
of the United States Patent and Trademark 
Office to issue a patent within 3 years after 
the actual filing date of the application 
under section 111(a) in the United States or, 
in the case of an international application, 
the date of commencement of the national 
stage under section 371 in the international 
application, not including—

(i) any time consumed by continued ex
amination of the application requested by 
the applicant under section 132(b);

(ii) any time consumed by a proceeding 
under section 135(a), any time consumed 
by the imposition of an order under sec
tion 181, or any time consumed by appel
late review by the Patent Trial and Appeal 
Board or by a Federal court; or

(iii) any delay in the processing of the 
application by the United States Patent 
and Trademark Office requested by the ap
plicant except as permitted by paragraph
(3)(C),

the term of the patent shall be extended 1 
day for each day after the end of that 3-year 
period until the patent is issued.

(C )  G u a r a n t e e  o f  a d j u s t m e n t s  f o r

DELAYS DUE TO DERIVATION PROCEEDINGS, SE
CRECY o r d e r s , and a p p e a ls .— Subject to the 
limitations under paragraph (2), if the issue 
of an original patent is delayed due to—

(i) a proceeding under section 135(a);
(ii) the imposition of an order under sec

tion 181; or
(iii) appellate review by the Patent Trial 

and Appeal Board or by a Federal court in 
a case in which the patent was issued 
under a decision in the review reversing an 
adverse determination of patentability,

the term of the patent shall be extended 1 
day for each day of the pendency of the pro
ceeding, order, or review, as the case may 
be.
(2) L i m i t a t i o n s . —

(A) I n  g e n e r a l . —To the extent that peri
ods of delay attributable to grounds speci
fied in paragraph (1) overlap, the period of 
any adjustment granted under this sub
section shall not exceed the actual number 
of days the issuance of the patent was de
layed.

(B) D i s c l a i m e d  t e r m . — No patent the term 
of which has been disclaimed beyond a speci
fied date may be adjusted under this section 
beyond the expiration date specified in the 
disclaimer.

(C) R e d u c t i o n  o f  p e r i o d  o f  a d j u s t m e n t . —
(i) The period of adjustment of the term

of a patent under paragraph (1) shall be re

duced by a period equal to the period of 
time during which the applicant failed to 
engage in reasonable efforts to conclude 
prosecution of the application.

(ii) With respect to adjustments to pat
ent term made under the authority of 
paragraph (1)(B), an applicant shall be 
deemed to have failed to engage in reason
able efforts to conclude processing or ex
amination of an application for the cumu
lative total of any periods of time in ex
cess of 3 months that are taken to respond 
to a notice from the Office making any re
jection, objection, argument, or other re
quest, measuring such 3-month period 
from the date the notice was given or 
mailed to the applicant.

(iii) The Director shall prescribe regula
tions establishing the circumstances that 
constitute a failure of an applicant to en
gage in reasonable efforts to conclude 
processing or examination of an applica
tion.

(3) P r o c e d u r e s  f o r  p a t e n t  t e r m  a d j u s t 
m e n t  d e t e r m i n a t i o n . —

(A) The Director shall prescribe regula
tions establishing procedures for the appli
cation for and determination of patent term 
adjustments under this subsection.

(B) Under the procedures established under 
subparagraph (A), the Director shall—

(i) make a determination of the period of 
any patent term adjustment under this 
subsection, and shall transmit a notice of 
that determination no later than the date 
of issuance of the patent; and

(ii) provide the applicant one oppor
tunity to request reconsideration of any 
patent term adjustment determination 
made by the Director.
(C) The Director shall reinstate all or part 

of the cumulative period of time of an ad
justment under paragraph (2)(C) if the appli
cant, prior to the issuance of the patent, 
makes a showing that, in spite of all due 
care, the applicant was unable to respond 
within the 3-month period, but in no case 
shall more than three additional months for 
each such response beyond the original 3- 
month period be reinstated.

(D) The Director shall proceed to grant the 
patent after completion of the Director’s de
termination of a patent term adjustment 
under the procedures established under this 
subsection, notwithstanding any appeal 
taken by the applicant of such determina
tion.
(4) A p p e a l  o f  p a t e n t  t e r m  a d j u s t m e n t  d e 

t e r m i n a t i o n . —
(A) An applicant dissatisfied with the Di

rector’s decision on the applicant’s request 
for reconsideration under paragraph
(3)(B)(ii) shall have exclusive remedy by a 
civil action against the Director filed in the 
United States District Court for the Eastern 
District of Virginia within 180 days after the 
date of the Director’s decision on the appli
cant’s request for reconsideration. Chapter 7 
of title 5 shall apply to such action. Any 
final judgment resulting in a change to the
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period of adjustment of the patent term 
shall be served on the Director, and the Di
rector shall thereafter alter the term of the 
patent to reflect such change.

(B) The determination of a patent term ad
justment under this subsection shall not be 
subject to appeal or challenge by a third 
party prior to the grant of the patent.

(c) C o n t in u a t io n .—
(1) D e te r m in a t io n .—The term of a patent 

that is in force on or that results from an ap
plication filed before the date that is 6 months 
after the date of the enactment of the Uru
guay Round Agreements Act shall be the 
greater of the 20-year term as provided in sub
section (a), or 17 years from grant, subject to 
any terminal disclaimers.

(2) R e m ed ie s .—The remedies of sections 283, 
284, and 285 shall not apply to acts which—

(A) were commenced or for which substan
tial investment was made before the date 
that is 6 months after the date of the enact
ment of the Uruguay Round Agreements 
Act; and

(B) became infringing by reason of para
graph (1).
(3) R e m u n e ra tio n .—The acts referred to in 

paragraph (2) may be continued only upon the 
payment of an equitable remuneration to the 
patentee that is determined in an action 
brought under chapter 28 and chapter 29 (other 
than those provisions excluded by paragraph 
(2» .

(d) P r o v is io n a l  R ig h t s  —
(1) In g e n e r a l .—In addition to other rights 

provided by this section, a patent shall include 
the right to obtain a reasonable royalty from 
any person who, during the period beginning 
on the date of publication of the application 
for such patent under section 122(b), or in the 
case of an international application filed 
under the treaty defined in section 351(a) des
ignating the United States under Article 
21(2)(a) of such treaty, the date of publication 
of the application, and ending on the date the 
patent is issued—

(A)(i) makes, uses, offers for sale, or sells 
in the United States the invention as 
claimed in the published patent application 
or imports such an invention into the United 
States; or

(ii) if the invention as claimed in the pub
lished patent application is a process, uses, 
offers for sale, or sells in the United States 
or imports into the United States products 
made by that process as claimed in the pub
lished patent application; and

(B) had actual notice of the published pat
ent application and, in a case in which the 
right arising under this paragraph is based 
upon an international application designat
ing the United States that is published in a 
language other than English, had a trans
lation of the international application into 
the English language.
(2) R ig h t  b a se d  on  s u b s t a n t i a l l y  id e n t ic a l  

in v e n t io n s .—The right under paragraph (1) to 
obtain a reasonable royalty shall not be avail
able under this subsection unless the inven
tion as claimed in the patent is substantially

identical to the invention as claimed in the 
published patent application.

(3) T im e l im it a t io n  on o b ta in in g  a  r e a s o n 
a b le  r o y a l t y .—The right under paragraph (1) 
to obtain a reasonable royalty shall be avail
able only in an action brought not later than 
6 years after the patent is issued. The right 
under paragraph (1) to obtain a reasonable 
royalty shall not be affected by the duration 
of the period described in paragraph (1).

(4) R e q u ire m e n ts  f o r  i n t e r n a t i o n a l  a p p l i 
c a t io n s .—

(A) E f f e c t i v e  d a t e .— The right under 
paragraph (1) to obtain a reasonable royalty  
based upon the publication under the treaty 
defined in section 351(a) of an international 
application designating the United States 
shall commence on the date of publication 
under the treaty of the international appli
cation, or, if the publication under the trea
ty of the international application is in a 
language other than English, on the date on 
which the Patent and Trademark Office re
ceives a translation of the publication in the 
English language.

(B) C o p ies .—The Director may require the 
applicant to provide a copy of the inter
national application and a translation there
of.

(July 19, 1952, ch. 950, 66 Stat. 804; Pub. L . 89-83, 
§5, July 24, 1965. 79 Stat. 261; Pub. L. 9&-517, §4, 
Dec. 12, 1980. 94 Stat. 3018; Pub. L. 100-418, title 
IX, §9002, Aug. 23, 1988, 102 Stat. 1563; Pub. L. 
103-465, title V, § 532(a)(1), Dec. 8, 1994, 108 Stat. 
4983; Pub. L. 104-295. § 20(e)(1), Oct. 11, 1996, 110 
Stat. 3529; Pub. L. 106-113, div. B, § 1000(a)(9) 
[title IV, §§ 4402(a), 4504], Nov. 29, 1999, 113 Stat. 
1536, 1501A-557, 1501A-564; Pub. L. 107-273, div. C, 
title III, §§13204, 13206(a)(8), Nov. 2, 2002, 116 Stat. 
1902, 1904; Pub. L. 112-29, §§3(j)(l), (2)(B), 9(a), 
20(j), Sept. 16, 2011, 125 Stat. 290. 316, 335; Pub. L. 
112-211, title I, §102(6), Dec. 18, 2012, 126 Stat. 
1531; Pub. L. 112-274, §l(h), Jan. 14, 2013, 126 Stat. 
2457.)

A m e n d m e n t  o f  S e c tio n

Pub. L. 112-211, title I, §§102(6), 103, Dec. 18, 
2012, 126 Stat. 1531, 1532, provided that, effec
tive on the later of the date that is 1 year after 
Dec. 18, 2012, or the date that the Geneva Act 
of the Hague Agreement Concerning the Inter
national Registration of Industrial Designs en
ters into force with respect to the United States, 
and applicable only to certain applications filed 
on and after that effective date and patents is
suing thereon, this section is amended as fol
lows:

(1) in subsection (a)(2), by substituting “sec
tion 120, 121, 365(c), or 386(c)"  for “section 120, 
121, or 365(c)";

(2) in subsection (a)(3), by substituting “sec
tion 119, 365(a), 365(b), 386(a), or 386(b) ”  for 
“section 119, 365(a), or 365(b)"; and

(3) in subsection (d)(1), by inserting “or an 
international design application filed under the 
treaty defined in section 381(a)(1) designating 
the United States under Article 5 o f such trea
ty "  after “ Article 21(2)(a) of such treaty".

See 2012 Amendment notes below.
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H i s t o r i c a l  a n d  R e v i s i o n  n o t e s

Based on Title 35, U.S.C., 1946 ed., §40 (R .S . 4884, 
amended May 23, 1930, ch. 312, §1, 46 Stat. 376).

The reference to plants is omitted for inclusion in an
other section and the reference to the title is shortened 
since the title is of no legal significance.

The wording of the granting clause is changed to “ the 
right to exclude others from making, using, or selling” , 
following language used by the Supreme Court, to 
render the meaning clearer.

“ United States” is defined in section 100.

R e f e r e n c e s  in  T e x t

The date of the enactment of the Uruguay Round 
Agreements Act, referred to in subsec. (c)(1), (2)(A), is 
the date of enactment of Pub. L. 103-465, which was ap
proved Dec. 8, 1994.

AM ENDM EN TS

2013— Subsec. (b)(l)(A)(i)(II). Pub. L. 112-274, 
§ 1(h)(1)(A), which directed substitution of “ of com 
mencement of the national stage under section 371 in 
an international application” for “ on which an inter
national application fulfilled the requirements of sec
tion 371 of this title” , was executed by making the sub
stitution for “ on which an international application  
fulfilled the requirements of section 371” , to reflect the 
probable intent of Congress and the intervening am end
ment by Pub. L. 112-29, §20(J). See 2011 Amendment note 
below.

Subsec. (b)(1)(B). Pub. L. 112-274. § 1(h)(1)(B), sub
stituted “ the application under section 111(a) in the 
United States or, in the case of an international appli
cation, the date of commencement of the national 
stage under section 371 in the international applica
tion” for “ the application in the United States” in in
troductory provisions.

Subsec. (b)(3)(B)(i). Pub. L. 112-274, § 1(h)(2), sub
stituted “ no later than the date of issuance of the pat
ent” for “ with the written notice of allowance of the  
application under section 151” .

Subsec. (b)(4)(A). Pub. L. 112-274, § 1(h)(3), substituted  
“ the Director’s decision on the applicant’s request for 
reconsideration under paragraph (3)(B)(ii) shall have 
exclusive remedy” for “ a determination made by the  
Director under paragraph (3) shall have remedy” and 
"th e date of the Director’s decision on the applicant’s 
request for reconsideration”  for “ the grant of the pat
ent” .

2012—Subsec. (a)(2). Pub. L. 112-211, § 102(6)(A)(i), sub
stituted “ section 120, 121, 365(c), or 386(c)”  for “ section  
120, 121, or 365(c)” .

Subsec. (a)(3). Pub. L. 112-211, §102(6)(A)(ii), sub
stituted “ section 119, 365(a), 365(b), 386(a), or 386(b)” for 
“ section 119, 365(a), or 365(b)” .

Subsec. (d)(1). Pub. L. 112^211, §102(6)(B), inserted “ or 
an international design application filed under the 
treaty defined in section 381(a)(1) designating the 
United States under Article 5 of such treaty” after “ A r
ticle 21(2)(a) of such treaty” in introductory provisions.

2011— Subsec. (a)(2). Pub. L. 112-29, §20(j), struck out 
“ of this title” after “ 365(c)” .

Subsec. (a)(3). Pub. L. 112-29, §20(j), struck out “ of 
this title” after "365(b)” .

Subsec. (b)(l)(A)(i). Pub. L. 112-29, §20(j), in introduc
tory provisions, struck out “ of this title” after “ 132”  
and after ” 151” .

Subsec. (b)(l)(A)(i)(I). Pub. L. 112-29, §20(j), struck out 
“ of this title” after “ 111(a)” .

Subsec. (b)(l)(A)(i)(II). Pub. L. 112-29, §20(j), struck 
out “ of this title” after “ 371” .

Subsec. (b)(l)(A)(iii), (B)(ii). Pub. L. 112-29, §3(j)(l), 
substituted “ Patent Trial and Appeal Board” for 
“ Board of Patent Appeals and Interferences” .

Subsec. (b)(1)(C). Pub. L. 112-29, §3(j)(2)(B), amended 
heading generally. Prior to amendment, heading read 
as follows: “ Guarantee or adjustments for delays due to 
interferences, secrecy orders, and appeals” .

Subsec. (b)(l)(C)(iii). Pub. L. 112-29, §3(j)(l), sub
stituted “ Patent Trial and Appeal Board” for “ Board of 
Patent Appeals and Interferences” .

Subsec. (b)(4)(A). Pub. L. 112-29, §9(a), substituted 
“ United States District Court for the Eastern District 
of Virginia”  for “ United States District Court for the 
District of Columbia” .

Subsec. (c)(2). Pub. L. 112-29, §20(j), in introductory 
provisions, struck out “ of this title” after “ 285” .

Subsec. (c)(3). Pub. L. 112-29, §20(j), struck out “ of 
this title” after “ excluded by paragraph (2))” .

2002— Subsec. (b)(4)(A). Pub. L. 107-273, § 13206(a)(8), 
struck out United States Code,” after “ title 5” .

Subsec. (d)(4)(A). Pub. L. 107-273, §13204, amended sub
sec. (d)(4)(A) as in effect on Nov. 29, 2000, by substitut
ing “ the date o f ’ for “ the date on which the Patent and 
Trademark Office receives a copy of the” and “ publica
tion in the English language” for “ international appli
cation in the English language” .

1999—Pub. L. 106-113, § 1000(a)(9) [title IV, §4504(1)], in
serted “ ; provisional rights”  after “ patent” in section 
catchline.

Subsec. (b). Pub. L. 106-113, § 1000(a)(9) [title IV, 
§4402(a)], amended heading and text of subsec. (b) gen
erally. Prior to amendment, text provided for inter
ference delay or secrecy orders, extensions for appel
late review, a limitations period, and a maximum pe
riod of 5 years duration for all extensions.

Subsec. (d). Pub. L. 106-113, § 1000(a)(9) [title IV, 
§4504(2)], added subsec. (d).

1996— Subsec. (c)(2). Pub. L. 104-295 substituted “ acts” 
for “ Acts” in introductory provisions.

1994— Pub. L. 103-465 amended section catchline and 
text generally. Prior to amendment, text read as fol
lows: “ Every patent shall contain a short title of the 
invention and a grant to the patentee, his heirs or as
signs, for the term of seventeen years, subject to the 
payment of fees as provided for in this title, of the 
right to exclude others from making, using, or selling 
the invention throughout the United States and, if the 
invention is a process, of the right to exclude others 
from using or selling throughout the United States, or 
importing into the United States, products made by 
that process,, referring to the specification for the par
ticulars thereof. A copy of the specification and draw
ings shall be annexed to the patent and be a part there
of.”

1988— Pub. L. 100-418 inserted “ and. if the invention is 
a process, of the right to exclude others from using or 
selling throughout the United States, or Importing into 
the United States, products made by that process,” 
after “ United States” .

1980—Pub. L. 96-517 substituted “ payment of fees” for 
“ payment of issue fees” .

1965— Pub. L. 89-83 added “ subject to the payment of 
issue fees as provided for in this title” .

E f f e c t i v e  D a t e  o f  2013 a m e n d m e n t

Amendment by Pub. L. 112-274 effective Jan. 14, 2013, 
and applicable to proceedings commenced on or after 
such date, see section l(n) of Pub. L. 112-274, set out as 
a note under section 5 of this title.

E f f e c t i v e  D a t e  o f  2012 a m e n d m e n t

Amendment by Pub. L. 112-211 effective on the later 
of the date that is 1 year after Dec. 18, 2012, or the date 
that the Geneva Act of the Hague Agreement Concern
ing the International Registration of Industrial De
signs enters into force with respect to the United 
States, and applicable only to certain applications filed 
on and after that effective date and patents issuing 
thereon, see section 103 of Pub. L. 112-211, set out as a 
note under section 100 of this title.

E f f e c t i v e  D a t e  o f  2011 a m e n d m e n t

Amendment by section 3(j)(l), (2)(B) of Pub. L. 112-29 
effective upon the expiration of the 18-month period be
ginning on Sept. 16, 2011, and applicable to certain ap
plications for patent and any patents issuing thereon, 
see section 3(n) of Pub. L. 112-29, set out as an Effective 
Date of 2011 Amendment; Savings Provisions note 
under section 100 of this title.
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Amendment by section 9(a) of Pub. L. 112-29 effective 
Sept. 16, 2011, and applicable to any civil action com
menced on or after that date, see section 9(b) of Pub. L. 
112-29, set out as a note under section 1071 of Title 15, 
Commerce and Trade.

Amendment by section 20(j) of Pub. L. 112-29 effective 
upon the expiration of the 1-year period beginning on 
Sept. 16, 2011, and applicable to proceedings commenced 
on or after that effective date, see section 20(1) of Pub. 
L. 112-29, set out as a note under section 2 of this title.

E f f e c t i v e  D a t e  o f  1999 A m e n d m e n t

Pub. L. 106-113, div. B. § 1000(a)(9) (title IV. § 4405(a)], 
Nov. 29, 1999, 113 Stat. 1536, 1501A-560, provided that: 
“ The amendments made by sections 4402 and 4404 
[amending this section, sections 156 and 282 of this 
title, and section 1295 of Title 28, Judiciary and Judi
cial Procedure] shall take effect on the date that is 6 
months after the date of the enactment of this Act 
[Nov. 29. 1999] and, except for a design patent applica
tion filed under chapter 16 of title 35, United States 
Code, shall apply to any application filed on or after 
the date that is 6 months after the date of the enact
ment of this A ct.”

Amendment by section 1000(a)(9) [title IV, §4504] of 
Pub. L. 106-113 effective Nov. 29, 2000, applicable only to 
applications (including international applications des
ignating the United States) filed on or after that date, 
and additionally applicable to any pending application 
filed before Nov. 29, 2000, if such pending application is 
published pursuant to a request of the applicant under 
such procedures as may be established by the Director, 
see section 1000(a)(9) [title IV. §4508] of Pub. L. 106-113, 
as amended, set out as a note under section 10 of this 
title.

E f f e c t i v e  D a t e  o f 1994 A m e n d m e n t

Pub. L. 103-465, title V, §534, Dec. 8, 1994, 108 Stat. 
4990. provided that:

“ (a) In G e n e r a l .— Subject to subsection (b), the 
amendments made by this subtitle [subtitle C 
(§§531-534) of title V of Pub. L. 103-465, amending this 
section and sections 41, 104, 111, 119, 156, 172, 173, 252, 
262, 271, 272, 287, 292, 295, 307 , 365, and 373 of this title] 
take effect on the date that is one year after the date 
on which the WTO Agreement enters into force with re
spect to the United States [Jan. 1, 1995],

“ (b ) P a t e n t  A p p l i c a t i o n s .—
“ (1) In g e n e r a l .—Subject to paragraph (2), the 

amendments made by section 532 [amending this sec
tion and sections 41, 111, 119, 156, 172, 173, 365, and 373 
of this title] take effect on the date that is 6 months 
after the date of the enactment of this Act [Dec. 8, 
1994] and shall apply to all patent applications filed 
in the United States on or after the effective date.

“ (2) S e c t i o n  154(a)(1).— Section 154(a)(1) of title 35, 
United States Code, as amended by section 532(a)(1) of 
this Act, shall take effect on the effective date de
scribed in subsection (a).

“ (3) E a r l i e s t  f i l i n o .—The term of a patent granted 
on an application that is filed on or after the effec
tive date described in subsection (a) and that con
tains a specific reference to an earlier application 
filed under the provisions of section 120. 121, or 365(c) 
of title 35, United States Code, shall be measured 
from the filing date of the earliest filed application.”

E f f e c t i v e  D a t e  o f  1988 A m e n d m e n t

Amendment by Pub. L. 100-418 effective 6 months 
after Aug. 23, 1988, and, subject to enumerated excep
tions, applicable only with respect to products made or 
imported after such effective date, see section 9006 of 
Pub. L. 100-418, set out as a note under section 271 of 
this title.

E f f e c t i v e  D a t e  o f  1980 a m e n d m e n t

Amendment by Pub. L. 96-517 effective Dec. 12, 1980, 
see section 8(a) of Pub. L. 96-517, set out as a note under 
section 41 of this title.

E f f e c t i v e  D a t e  o f  1965 a m e n d m e n t

Amendment by Pub. L. 89-83 effective three months 
after July 24, 1965, see section 7(a) of Pub. L. 89-83, set 
out as a note under section 41 of this title.

R e g u l a t i o n s

Pub. L. 103-465, title V, § 532(a)(2), Dec. 8, 1994, 108 
Stat. 4985. authorized the Commissioner of Patents and 
Trademarks to prescribe regulations for further lim ited  
reexamination of applications pending 2 years or longer 
and for examination of more than 1 independent and 
distinct invention in applications pending 3 years or 
longer, as of the effective date of section 154(a)(2) of 
this title, and to establish appropriate related fees.

[§§155, 155A. Repealed. Pub. L. 112-29, §20(k),
Sept. 16, 2011, 125 Stat. 335]

Section 155, added Pub. L. 97-414, § 11(a), Jan. 4, 1983,
96 Stat. 2065; amended Pub. L. 106-113, div. B, § 1000(a)(9) 
(title IV, §4732(a)(6), (10)(A)], Nov. 29, 1999, 113 Stat. 
1536, 1501A-582; Pub. L. 107-273, div. C, title HI, 
§ 13206(b)(1)(B), Nov. 2, 2002. 116 Stat. 1906, related to 
patent term extension.

Section 155A, added Pub. L. 98-127, §4(a), Oct. 13, 1983,
97 Stat. 832; amended Pub. L. 106-113, div. B, § 1000(a)(9) 
[title IV, § 4732(a)(7), (10)(A)], Nov. 29, 1999, 113 Stat. 
1536, 1501A-582; Pub. L. 107-273, div. C, title  III, 
§ 13206(b)(1)(B), Nov. 2, 2002, 116 Stat. 1906, related to 
patent term restoration.

E f f e c t i v e  D a t e  o f  r e p e a l

Repeal effective upon the expiration of the 1-year pe
riod beginning on Sept. 16, 2011, and applicable to pro
ceedings commenced on or after that effective date, see 
section 20(Z) of Pub. L. 112-29, set out as an Effective 
Date of 2011 Amendment note under section 2 of this 
title.

§ 156. Extension of patent term
(a) The term of a patent which claims a prod

uct, a method of using a product, or a method of 
manufacturing a product shall be extended in 
accordance with this section from the original 
expiration date of the patent, which shall in
clude any patent term adjustment granted 
under section 154(b), if—

(1) the term of the patent has not expired be
fore an application is submitted under sub
section (d)(1) for its extension;

(2) the term of the patent has never been ex
tended under subsection (e)(1) of this section;

(3) an application for extension is submitted 
by the owner of record of the patent or its 
agent and in accordance with the require
ments of paragraphs (1) through (4) of sub
section (d);

(4) the product has been subject to a regu
latory review period before its commercial 
marketing or use;

(5)(A) except as provided in subparagraph (B) 
or (C), the permission for the commercial mar
keting or use of the product after such regu
latory review period is the first permitted 
commercial marketing or use of the product 
under the provision of law under which such 
regulatory review period occurred;

(B) in the case of a patent which claims a 
method of manufacturing the product which 
primarily uses recombinant DNA technology 
in the manufacture of the product, the permis
sion for the commercial marketing or use of 
the product after such regulatory review pe
riod is the first permitted commercial market-
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(1) A ny patent w hich  encom passes w ithin  its 
scope a com p osition  o f m atter w hich is a new 
drug product, i f  during the regu latory  review  
o f  the product by the Federal Food and Drug 
A dm in istration —

(A ) the Federal F ood and Drug A dm inis
tration  n otified  the patentee, by letter  dated 
F ebruary 20, 1976, that such product’s new 
drug ap p lication  was n ot approvable under 
section  505(b)(1) o f  the Federal Food, Drug 
and C osm etic A ct;

(B) in 1977 the patentee subm itted to the 
Federal Food and Drug A dm in istration  the 
resu lts o f a health  effects test to  evaluate 
the carcin ogen ic  potentia l o f  such product;

(C) the Federal Food  and Drug A dm in istra
tion  approved, by letter  dated D ecem ber 18, 
1979, the new drug ap p lica tion  for such prod
uct; and

(D) the Federal Food and Drug A dm inis
tration  approved, by  letter  dated M ay 26. 
1981, a supplem entary application  covering  
the fa c ility  for the production  o f such prod
uct.
(2) A ny patent w hich  encom passes w ithin  its 

scope a process for using the com position  o f 
m atter described in  paragraph (1).
(b) The term  o f  any patent described in  sub

section  (a) shall be extended for  a period equal 
to the period beginning February 20, 1976, and 
ending M ay 26, 1981, and such patent shall have 
the e ffect as i f  orig ina lly  issued w ith such ex
tended term .

(c) The patentee o f any patent described in 
subsection  (a) o f  th is section  shall, w ithin  n ine
ty  days after the date o f enactm ent o f  th is sec
tion, n o tify  the D irector o f  the num ber o f  any 
patent so extended. On receip t o f such n otice , 
the D irector shall con firm  such extension  by 
placing a n otice  th ereof in the o ffic ia l file of 
such patent and publishing an appropriate no
tice  o f  such extension  in the O fficial Gazette o f  
the Patent and Tradem ark O ffice.
(Added Pub. L. 98-127, §4(a), Oct. 13. 1983, 97 Stat. 
832; am ended Pub. L. 106-113, div. B, § 1000(a)(9) 
[title  IV, § 4732(a)(7), (10)(A)], Nov. 29, 1999, 113 
Stat. 1536, 1501A-582; Pub. L. 107-273, div. C, title  
III, § 13206(b)(1)(B), Nov. 2, 2002, 116 Stat. 1906.)

R e p e a l  o f  S e c t i o n  
Pub. L. 112-29, § 20(k), (I), Sept. 16, 2011, 125 

Stat. 335, provided that, effective upon the expi
ration of the 1-year period beginning on Sept. 
16, 2011, and applicable to proceedings com
menced on or after that effective date, this sec
tion is repealed.

R e f e r e n c e s  in  T e x t

S ection  505(b)(1) o f  the Federal Food, Drug' and Cos
m etic  A ct, referred to  in subsec. (a )(1)(A ), is classified  
to  section  355(b)(1) o f  T it le  21. F ood  and Drugs.

The date o f  enactm ent o f  this section , referred to  in 
subsec. (c). is the date o f  enactm ent o f  Pub. L. 98-127, 
w hich was approved O ct. 13, 1983.

A m e n d m e n t s

2002— Subsec. (c ). Pub. L. 107-273 m ade tech n ica l co r 
rection  to  d irectory  language o f  Pub. L. 106-113, 
§1000(a)(9) [t it le  IV. §4732(a)(10)( A)]. See 1999 A m end
m ent note below .

1999— Subsec. (c). Pub. L. 106-113. § 1000(a)(9) [t it le  IV, 
§4732(a)(10)(A)]. as am ended by Pub. L. 107-273. sub

stitu ted  “ D irector  shall confirm” fo r  “ C om m issioner 
shall con firm ” .

Pub. L. 106-113. § 1000(a)(9) [t itle  IV, §4732(a)(7)]. sub
stitu ted  "n o t i fy  the D ire cto r”  fo r  “ n o tify  the C om m is
sioner o f  P atents and T radem arks".

E f f e c t i v e  D a t e  o f  R e p e a l

Repeal e ffe ctiv e  upon the expiration  o f  the 1-year pe
riod  beginning on Sept. 16, 2011. and app licab le  to pro
ceedin gs com m en ced  on or a fter  that e ffe ctiv e  date, see 
section  20(Z) o f  Pub. L. 112-29, set ou t as an E ffective  
D ate o f  2011 A m endm ent n ote  under section  2 o f  th is 
title.

E f f e c t i v e  D a t e  o f  1999 A m e n d m e n t

A m endm ent by Pub. L. 106-113 e ffectiv e  4 m onths 
after Nov. 29. 1999. see section  1000(a)(9) [t it le  IV. §4731] 
o f  Pub. L. 106-113. set out as a note under section  1 o f 
th is title .

§ 156. Extension of patent term
(a) The term  o f  a patent w hich  cla im s a prod

u ct, a m ethod o f using a product, or a m ethod o f 
m anufacturing a product shall be extended in 
accordance w ith th is section  from  the original 
expiration  date o f  the patent, w hich  shall in 
clude any patent term  ad justm ent granted 
under section  154(b), if—

(1) the term  o f the patent has n ot expired be
fore an ap p lication  is subm itted  under sub
section  (d)(1) for its extension ;

(2) the term  o f  the patent has never been ex
tended under subsection  (e)(1) o f  this section ;

(3) an ap p lication  for  extension  is subm itted 
by the ow ner o f  record  o f  the patent or its 
agent and in accordance w ith the requ ire
m ents o f paragraphs (1) through (4) o f  sub
section  (d);

(4) the product has been su b ject to a regu 
la tory  review  period before its com m ercia l 
m arketin g  or use;

(5)(A) except as provided in subparagraph (B) 
or (C), the perm ission  for the com m ercia l m ar
k etin g  or use o f  the product after such regu
la tory  review  period is the first perm itted  
com m ercia l m arketin g  or use o f the product 
under the provision  o f law under w hich such 
regu latory  review  period occurred;

(B) in the case o f  a patent w hich cla im s a 
m ethod o f  m anufacturing the product which 
prim arily  uses recom binant DNA tech n ology  
in the m anufacture o f  the product, the perm is
sion  for the com m ercia l m arketin g  or use o f 
the product after such regu latory  review  pe
riod  is the first perm itted com m ercia l m ark et
ing or use o f  a product m anufactured under 
the process cla im ed in the patent; or

(C) for  purposes o f  subparagraph (A), in the 
case o f a patent w hich—

(i) cla im s a new anim al drug or a v eteri
nary b io log ica l product w hich  (I) is not co v 
ered by the cla im s in any other patent which 
has been extended, and (II) has received per
m ission  for  the com m ercia l m arketin g  or 
use in non-food-producing  an im als and in 
food-producing anim als, and

(ii) was n ot extended on the basis o f  the 
regu latory  review  period for use in n on-food- 
producing anim als,

the perm ission  for  the com m ercia l m arketing 
or use o f the drug or product after the regu
la tory  review  period for  use in food-producing
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anim als is the first perm itted  com m ercia l 
m arketin g  or use o f the drug or product for ad
m in istration  to a food-producing anim al.

The product referred to in paragraphs (4) and (5) 
is hereinafter in this section  referred to as the 
“ approved produ ct” .

(b) E xcept as provided in subsection  (d)(5)(F), 
the righ ts derived from  any patent the term  of 
which is extended under th is section  shall dur
ing the period during w hich  the term  o f the pa t
ent is extended—

(1) in the case o f a patent w hich cla im s a 
product, be lim ited  to any use approved for 
the product—

(A ) before the expiration  o f the term  o f  the 
patent—

(i) under the provision  o f  law under 
w hich  the applicable regu latory  review  o c 
curred, or

(ii) under the provision  o f  law under 
w hich any regu latory  review  described in 
paragraph (1), (4), or  (5) o f  subsection  (g) 
occurred, and
(B) on or after the expiration  o f  the regu

la tory  review  period upon which the exten
sion  o f  the patent was based:
(2) in  the case o f a patent which cla im s a 

m ethod o f  using a product, be lim ited  to  any 
use cla im ed by the patent and approved for 
the product—

(A) before the expiration  o f  the term  o f the 
patent—

(i) under any provision  o f  law under 
w hich an applicable regu latory  review  o c 
curred, and

(ii) under the provision  o f law under 
w hich  any regu latory  review  described in 
paragraph (1), (4), or (5) o f  subsection  (g) 
occurred, and
(B) on or after the expiration  o f  the regu

la tory  review  period upon w hich the exten
sion  o f  the patent was based; and
(3) in the case o f a patent w hich cla im s a 

m ethod  o f m anufacturing a product, be lim 
ited to the m ethod o f m anufacturing as used 
to  m ake—

(A) the approved product, or
(B) the product if it  has been subject to a 

regu latory  review  period described in para
graph (1), (4), or (5) o f subsection  (g).

As used in th is subsection , the term  “ product”  
includes an approved product.

(c) The term  o f a patent e lig ib le  for  extension  
under subsection  (a) shall be extended by the 
tim e equal to the regu latory  review  period for 
the approved product w hich period occu rs after 
the date the patent is issued, except that—

(1) each period o f the regu latory  review  pe
riod  shall be reduced by any period determ ined 
under subsection  (d)(2)(B) during w hich the ap
p licant for the patent extension  did not act 
with due d iligence during such period o f  the 
regu latory  review  period;

(2) a fter any reduction  required by para
graph (1), the period o f extension  shall include 
on ly  on e-ha lf o f  the tim e rem aining in the pe
riods described in paragraphs (l)(B )(i),
(2)(B)(i), (3)(B )(i), (4)(B )(i), and (5)<B)(i) o f  sub
section  (g);

(3) i f  the period rem aining in  the term  o f a 
patent after the date o f the approval o f the ap
proved product under the provision  o f  law 
under w hich such regu latory  review  occurred  
when added to the regu latory  review  period as 
revised under paragraphs (1) and (2) exceeds 
fourteen  years, the period o f  extension  shall be 
reduced so that the to ta l o f  both  such periods 
does not exceed fourteen  years; and

(4) in no event shall m ore than one patent be 
extended under subsection  (e)(1) for  the sam e 
regu latory  review  period for  any product.
(d)(1) T o  obtain  an extension  o f the term  o f  a 

patent under th is section , the owner o f record  o f 
the patent or its agent shall subm it an applica
tion  to the D irector. E xcept as provided in para
graph (5), such an application  m ay on ly  be sub
m itted  w ithin  the sixty-day  period beginning on 
the date the product received perm ission  under 
the provision  o f law under w hich the applicable 
regu latory  review  period occu rred  for  com m er
c ia l m arketin g  or use. The app lication  shall con 
ta in—

(A) the iden tity  o f  the approved product and 
the Federal statute under w hich  regu latory  re
view  occurred;

(B) the id en tity  o f  the patent for which an 
extension  is being sought and the iden tity  o f  
each  c la im  o f  such patent w hich  cla im s the ap
proved product or  a m ethod o f using or m anu
factu ring  the approved product;

(C) in form ation  to enable the D irector  to de
term ine under subsections (a) and (b) the e lig i
b ility  o f  a patent for  extension  and the rights 
th at w ill be derived from  the extension  and in 
form ation  to enable the D irector  and the S ec
retary  o f  H ealth and Human Services or the 
S ecretary  o f A gricu lture to determ ine the pe
riod  o f  the extension  under su bsection  (g);

(D) a brief description  o f the a ctiv ities  
undertaken by the applicant during the appli
cable regu latory  review  period with respect to 
the approved product and the sign ifican t dates 
applicable to  such activ ities ; and

(E) such patent or other in form ation  as the 
D irector  m ay require.

F or purposes o f  determ ining the date on w hich  a 
product receives perm ission  under the second 
sentence o f this paragraph, i f  such perm ission  is 
transm itted after 4:30 P.M .. Eastern Tim e, on a 
business day, or is transm itted  on a day th at is 
n ot a business day, the product shall be deem ed 
to receive such perm ission  on the next business 
day. F or purposes o f  the preceding sentence, the 
term  “ business day”  means any M onday, T ues
day, W ednesday, Thursday, or Friday, excluding 
any legal holiday  under section  6103 o f t itle  5.

(2)(A) W ithin 60 days o f  the subm ittal o f  an ap
p lica tion  for  extension  o f  the term  o f  a patent 
under paragraph (1), the D irector shall n o tify —

(i) the Secretary o f  A gricu lture i f  the patent 
c la im s a drug product or a m ethod o f using or 
m anufacturing a drug product and the drug 
product is su bject to  the V irus-Serum -T oxin  
A ct, and

(ii) the Secretary  o f  Health and Human 
Services i f  the patent cla im s any other drug 
product, a m edical device, or a food  additive or 
c o lo r  additive or a m ethod o f  using or m anu
factu ring  such a product, device, or additive

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page173 of 211



SA-170

§ 156 TITLE 35— PATEN TS Page 76

and if  the product, device, and additive are 
su bject to  the Federal Food, Drug, and Cos
m etic  A ct,

o f the extension  ap p lication  and shall subm it to 
the S ecretary  who is so n otified  a copy  o f the 
application . Not la ter than 30 days after the re
ceipt o f  an application  from  the D irector, the 
S ecretary  receiv in g  the app lication  shall review  
the dates contained  in the application  pursuant 
to paragraph (1)(C) and determ ine the applicable 
regu latory  review  period, shall n o tify  the D irec
tor  o f  the determ ination , and shall publish in 
the Federal R egister a n otice  o f  such determ ina
tion.

(B )(i) I f a p etition  is subm itted to  the S ec
retary m aking the determ ination  under sub- 
paragraph (A), n ot later than 180 days after the 
pu blica tion  o f  the determ ination  under subpara
graph (A), upon w hich it  m ay reasonably be de
term ined that the applicant did not a ct w ith due 
diligence during the applicable regu latory  re
view  period, the S ecretary  m aking the deter
m ination  shall, in accordance w ith regu lations 
prom ulgated by such Secretary, determ ine i f  the 
applicant acted  w ith  due d iligence during the 
applicable regu latory  review  period. The S ec
retary m aking the determ ination  shall m ake 
such determ ination  n ot later than 90 days after 
the receip t o f  such a petition . F or a drug prod
uct, device, or additive subject to  the Federal 
Food, Drug, and C osm etic A ct or the Public 
Health Service A ct, the Secretary m ay not dele
gate the au th ority  to m ake the determ ination  
prescribed by this clause to an office  below  the 
Office o f  the D ire c to r 1 o f  F ood  and Drugs. F or a 
product su b ject to  the V irus-Serum -T oxin  A ct, 
the S ecretary  o f A gricu lture m ay not delegate 
the au th ority  to m ake the determ ination  pre
scribed by this clause to an o ffice  below  the Of
fice o f  the A ssistant Secretary  for M arketing 
and Inspection  Services.

(ii) The Secretary  m aking a determ ination  
under clause (i) shall n otify  the D irector o f  the 
determ ination  and shall publish in the Federal 
R egister a n otice  o f  such determ ination  to 
gether w ith the factu al and legal basis for  such 
determ ination . A ny interested person m ay re
quest, w ithin  the 60-day period beginning on the 
pu blica tion  o f  a determ ination , the Secretary  
m aking the determ ination  to  hold an in form al 
hearing on the determ ination . If such a request 
is made w ithin  such period, such S ecretary  shall 
hold such hearing not later than 30 days after 
the date o f  the request, or at the request o f  the 
person m aking  the request, n ot la ter than 60 
days after such date. The Secretary  who is h old 
ing the hearing shall provide n otice  o f  the hear
ing to  the owner o f  the patent involved and to 
any interested person and provide the ow ner and 
any interested person an opportunity  to  partic i
pate in the hearing. W ithin 30 days after the 
com pletion  o f the hearing, such Secretary  shall 
affirm  or revise the determ ination  w hich was 
the su bject o f  the hearing and shall n otify  the 
D irector o f  any revision  o f  the determ ination  
and shall publish any such revision  in the Fed
eral R egister.

(3) F or the purposes o f paragraph (2)(B), the 
term  “ due d iligen ce”  means that degree o f  a t

1 So in origin al. P robably should be • 'C om m ission er".

tention , continuous d irected effort, and t im e li
ness as m ay reasonably  be expected  from , and 
are ordinarily  exercised by, a person during a 
regu latory  review  period.

(4) An ap p lication  for  the extension  o f  the 
term  o f  a patent is su b ject to  the disclosure re
quirem ents prescribed by the D irector.

(5)(A) If the owner o f record  o f  the patent or 
its agent reasonably  expects that the applicable 
regu latory  review  period described in paragraph
(l)(B)Cii), (2)(B )(ii), (3)(B )(ii), (4)(B )(ii), or
(5)(B )(ii) o f  subsection  (g) th at began for  a prod
u ct th at is the su bject o f  such patent m ay ex 
tend beyond the expiration  o f  the patent term  in 
effect, the ow ner or its agent m ay subm it an ap
p lica tion  to the D irector for  an in terim  exten 
sion  during the period beginning 6 m onths, and 
ending 15 days, before such term  is due to  ex 
pire. The application  shall conta in —

(i) the iden tity  o f  the product subject to  reg
u la tory  review  and the Federal statute under 
w hich  such review  is occurring;

(ii) the id en tity  o f  the patent for  w hich  in
terim  extension  is being sought and the iden
tity  o f  each c la im  o f  such patent w hich  claim s 
the product under regu latory  review  or a 
m ethod o f  using or m anufacturing the prod
uct;

(iii) in form ation  to  enable the D irector  to 
determ ine under subsection  (a)(1), (2), and (3) 
the e lig ib ility  o f  a patent for  extension ;

(iv ) a brie f description  o f  the a ctiv ities  
undertaken by the applicant during the appli
cable regu latory  review  period to date with re
spect to the product under review  and the sig
n ifican t dates applicable to  such activ ities ; 
and

(v) such patent or oth er in form ation  as the 
D irector  m ay require.
(B) If the D irector  determ ines that, except for 

perm ission  to  m arket or use the product co m 
m ercia lly , the patent would be elig ib le  for an ex 
tension  o f the patent term  under this section , 
the D irector shall publish in the Federal R eg
ister a n otice  o f  such determ ination , including  
the iden tity  o f the product under regu latory  re
view. and shall issue to the applicant a ce rt ifi
cate  o f in terim  extension  for a period o f  not 
m ore than 1 year.

(C) The owner o f  record  o f  a patent, or its 
agent, for w hich  an in terim  extension  has been 
granted under subparagraph (B), m ay apply for 
n ot m ore than 4 subsequent in terim  extensions 
under th is paragraph, except that, in the case o f 
a patent su bject to subsection  (g)(6)(C), the 
ow ner o f  record  o f  the patent, or its agent, m ay 
apply for  on ly  1 subsequent in terim  extension  
under this paragraph. Each such subsequent ap
p lica tion  shall be made during the period begin 
ning 60 days before, and ending 30 days before, 
the expiration  o f  the preceding in terim  exten 
sion.

(D) Each cert ifica te  o f  in terim  extension  
under this paragraph shall be recorded in the o f
fic ia l file  o f  the patent and shall be considered 
part o f  the original patent.

(E) Any in terim  extension  granted under this 
paragraph shall term inate at the end o f  the 60- 
day period beginning on the date on w hich  the 
product involved receives perm ission  for  com 
m ercia l m arketing or use, except that, i f  w ithin
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that 60-day period the applicant n otifies  the D i
rector  o f such perm ission  and subm its any addi
tiona l in form ation  under paragraph (1) o f this 
subsection  n ot previously  contained in the ap
p lica tion  for in terim  extension , the patent shall 
be further extended, in accordance w ith the pro
visions o f  th is section —

(i) for  n ot to exceed 5 years from  the date o f 
expiration  o f the original patent term ; or

(ii) i f  the patent is su b ject to  subsection
(g)(6)(C), from  the date on which the product 
involved receives approval for com m ercia l 
m arketin g  or use.
(F) The rights derived from  any patent the 

term  o f  w hich is extended under th is paragraph 
shall, during the period o f in terim  extension—

(i) in the case o f  a patent w hich c la im s a 
product, be lim ited  to any use then under reg
u latory  review ;

(ii) in the case o f  a patent w hich cla im s a 
m ethod o f using a product, be lim ited  to any 
use cla im ed by the patent then under regu
la tory  review ; and

(iii) in the case o f  a patent w hich cla im s a 
m ethod o f m anufacturing a product, be lim 
ited to the m ethod o f  m anufacturing as used 
to  m ake the product then under regu latory  re
view.
(e)(1) A determ ination  th at a patent is e lig ib le 

for extension  m ay be made by the D irector  so le 
ly  on the basis o f the representations contained 
in the app lication  for  the extension . I f the D i
rector  determ ines that a patent is elig ib le  for 
extension  under su bsection  (a) and that the re 
quirem ents o f  paragraphs (1) through (4) o f sub
section  (d) have been com plied  with, the D irec
tor  shall issue to  the applicant for the extension  
o f the term  of the patent a cert ifica te  o f  exten 
sion, under seal, for the period prescribed by 
subsection  (c). Such certifica te  shall be recorded 
in the o ffic ia l file  o f the patent and shall be con 
sidered as part o f  the orig ina l patent.

(2) If the term  o f a patent for w hich  an appli
ca tion  has been subm itted under subsection
(d)(1) would expire before a certifica te  o f  exten
sion is issued or denied under paragraph (1) re
specting the application , the D irector  shall ex
tend, u ntil such determ ination  is made, the 
term  o f  the patent for periods o f up to  one year 
i f  he determ ines th at the patent is e lig ib le  for 
extension .

(f) For purposes o f  th is section ;
(1) The term  “ product”  means:

(A ) A drug product.
(B) Any m edica l device, food  additive, or 

co lo r  additive su b ject to  regu lation  under 
the Federal Food, Drug, and C osm etic Act.
(2) The term  “ drug produ ct”  m eans the a c 

tive  ingredient o f—
(A ) a new drug, a n tib io t ic  drug, or hum an 

b io log ica l product (as those term s are used 
in the Federal F ood. Drug, and C osm etic A ct 
and the P ublic H ealth Service A ct), or

(B ) a new anim al drug or veterinary b io 
log ica l product (as those term s are used in 
the Federal Food, Drug, and C osm etic A ct 
and the V irus-Serum -Toxin  A ct) w hich is 
n ot prim arily  m anufactured using recom 
binant DNA. recom bin an t RNA, hybridom a 
tech n ology , or other processes in volvin g  site 
sp ecific  g en etic  m anipulation  techniques,

including any sa lt or ester o f the active ingre
dient, as a single en tity  or in  com bination  
w ith  another active  ingredient.

(3) The term  “ m a jor health  or environ 
m ental e ffects  test”  means a test w hich is rea
sonably  related to the evaluation  o f  the health 
or  environm ental effects o f  a product, which 
requires at least six m onths to condu ct, and 
the data from  w hich  is subm itted  to receive 
perm ission  for com m ercia l m arketin g  or use. 
P eriods o f  analysis or evaluation  o f  test re
sults are n ot to  be included in determ ining if  
the condu ct o f  a test required a t least six 
m onths.

(4)(A) Any reference to section  351 is a ref
erence to section  351 o f the P ublic Health 
Service A ct.

(B) Any reference to  section  503, 505, 512, or 
515 is a reference to section  503, 505, 512, or 515 
o f  the Federal Food, Drug, and C osm etic Act.

(C) A ny reference to  the V irus-Serum -Toxin  
A ct is a reference to  the A ct o f  M arch 4, 1913 
(21 U.S.C. 151-158).

(5) The term  “ in form al h earing”  has the 
m eaning prescribed for such term  by section  
201(y)2 o f  the Federal Food, Drug, and Cos
m etic  Act.

(6) The term  “ p aten t”  means a patent issued 
by the United States P atent and Tradem ark 
O ffice.

(7) The term  "d ate  o f en actm en t”  as used in 
th is section  m eans Septem ber 24, 1984, for a 
hum an drug product, a m edica l device, food  
additive, or  c o lo r  additive.

(8) The term  “ date o f  en actm en t”  as used in 
th is section  means the date o f enactm ent of 
the G eneric A nim al Drug and P atent Term  
R estoration  A ct for an anim al drug or a vet
erinary b io log ica l product.
(g) F or purposes o f  th is section , the term  “ reg

u latory  review  period”  has the fo llow in g  m ean
ings:

(1)(A) In the ease o f  a product w hich  is a new 
drug, a n tib io tic  drug, or hum an b io log ica l 
product, the term  m eans the period described 
in subparagraph (B) to w hich the lim ita tion  
described in paragraph (6) applies.

(B) The regu latory  review  period for  a new 
drug, a n tib io tic  drug, or hum an b io log ica l 
product is the sum o f—

(i) the period beginning on the date an ex 
em ption  under subsection  (i) o f section  505 
or subsection  (d) o f  section  5072 becam e ef
fective  for the approved product and ending 
on the date an ap plication  was in itia lly  sub
m itted  for such drug product under section  
351, 505, or 507,2 and

(ii) the period beginning on the date the 
application  was in itia lly  subm itted fo r  the 
approved product under section  351, sub
section  (b) o f  section  505, or section  5072 and 
ending on the date such application  was ap
proved under such section .
(2)(A) In the case o f a product which is a food 

additive or c o lo r  additive, the term m eans the 
period described in subparagraph (B) to which 
the lim ita tion  described in paragraph (6) ap
plies.

2 See References in  T ext n ote below.
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(B) The regu latory  review  period for  a food 
or co lo r  additive is the sum o f—

(i) the period beginning on the date a 
m ajor health  or environm ental effects test 
on the additive was in itiated  and ending on 
the date a p etition  was in itia lly  subm itted 
w ith  respect to  the product under the Fed
eral F ood , Drug, and C osm etic A ct request
ing the issuance o f a regu lation  for use o f  
the product, and

(ii) the period beginning on the date a p eti
tion  was in itia lly  subm itted w ith respect to 
the product under the Federal Food. Drug, 
and C osm etic A ct requesting the issuance o f 
a regu lation  for use o f  the product, and end
ing on the date such regu lation  becam e ef
fe ctiv e  or, i f  ob jection s were filed  to such 
regu lation , ending on the date such o b jec 
tions were resolved and com m ercia l m ark et
ing was perm itted or, if com m ercia l m ark et
ing was perm itted and later revoked pending 
further proceedings as a resu lt o f  such ob jec 
tions, ending on the date such proceedings 
were finally  resolved and com m ercia l m ar
k etin g  was perm itted.
(3)(A) In the case o f  a product w hich is a 

m ed ica l device, the term  means the period de
scribed in subparagraph (B) to which the lim i
ta tion  described in paragraph (6) applies.

(B) The regu latory  review  period for a m edi
cal device is the sum o f—

(i) the period beginning on the date a c lin i
cal in vestigation  on hum ans in volv in g  the 
device was begun and ending on the date an 
ap p lication  was in itia lly  subm itted w ith  re
spect to the device under section  515, and

(ii) the period beginning on the date an ap
p lica tion  was in itia lly  subm itted with re
spect to  the device under section  515 and 
ending on the date such application  was ap
proved under such A ct or the period begin 
n ing on the date a n o tice  o f com p letion  o f a 
product developm ent p ro toco l was in itia lly  
subm itted  under section  515(f)(5) and ending 
on the date the p ro toco l was declared co m 
pleted under section  515(f)(6).
(4)(A) In the case o f  a product w hich is a new 

anim al drug, the term  means the period de
scribed in subparagraph (B) to  which the lim i
ta tion  described in paragraph (6) applies.

(B) The regu latory  review  period for  a new 
anim al drug product is the sum  of1—

(i) the period beginning on the earlier of 
the date a m ajor health or environm ental ef
fects test on the drug was in itiated  or  the 
date an exem ption  under subsection  (j) o f  
section  512 becam e effective for  the approved 
new anim al drug product and ending on the 
date an application  was in itia lly  subm itted 
for  such anim al drug product under section  
512, and

(ii) the period beginning on the date the 
ap p lication  was in itia lly  subm itted for the 
approved anim al drug product under sub
section  (b) o f  section  512 and ending on the 
date such app lication  was approved under 
such section .
(5)(A) In the case o f a product w hich is a v e t

erinary b io log ica l product, the term  m eans 
the period described in  subparagraph (B) to

w hich  the lim ita tion  described in paragraph
(6) applies.

(B) The regu latory  period for a veterinary  
b io log ica l product is the sum o f—

(i) the period beginning on the date the au
th ority  to  prepare an experim ental b io lo g i
cal product under the V irus-Serum -T oxin  
A ct becam e effective  and ending on the date 
an application  for  a license was subm itted 
under the V irus-Serum -T oxin  A ct, and

(ii) the period beginning on the date an ap
p lica tion  for  a license was in itia lly  su bm it
ted for approval under the V irus-Serum - 
Toxin  A ct and ending on the date such l i 
cense was issued.
(6) A period determ ined under any o f  the pre

ceding paragraphs is su b ject to  the fo llow in g  
lim ita tion s :

(A) If the patent involved was issued after 
the date o f  the enactm ent o f  th is section , 
the period o f  extension  determ ined on the 
basis o f  the regu latory  review  period deter
m ined under any such paragraph m ay not 
exceed five years.

(B) If the patent involved was issued before 
the date o f  the enactm ent o f  th is section  
and—

(i) no request for  an exem ption  described 
in paragraph (1)(B) or (4)(B) was subm itted 
and no request for the au th ority  described 
in paragraph (5)(B) was subm itted,

(ii) no m a jor health or environm ental ef
fects test described in paragraph (2)(B) or
(4)(B) was in itia ted  and no petition  for a 
regu lation  or application  fo r  reg istration  
described in such paragraph was subm it
ted, or

(iii) no c lin ica l in vestigation  described 
in paragraph (3) was begun or product de
velopm ent p rotoco l described in such para
graph was subm itted,

before such date for  the approved product 
the period o f  extension  determ ined on the 
basis o f  the regu latory  review  period deter
m ined under any such paragraph m ay not 
exceed five  years.

(C) If the patent in volved  was issued before 
the date o f  the enactm ent o f this section  and 
if  an a ction  described in subparagraph (B) 
was taken before the date o f  the enactm ent 
o f this section  with respect to the approved 
product and the com m ercia l m arketing  or 
use o f  the product has n ot been approved be
fore such date, the period o f  extension  deter
m ined on the basis o f  the regu latory  review  
period determ ined under such paragraph 
m ay n ot exceed tw o years or in the case of 
an approved product w hich is a new anim al 
drug or veterinary  b io log ica l product (as 
those term s are used in the Federal F ood, 
Drug, and C osm etic A ct or the V irus-Serum - 
T oxin  A ct), three years.

(h) The D irector m ay establish  such fees as 
the D irector  determ ines appropriate to cover 
the costs to  the O ffice o f  receiving and acting  
upon app lications under th is section .
(Added Pub. L. 98-417. title  II, § 201(a), Sept. 24, 
1984, 98 Stat. 1598: am ended Pub. L. 100-670, title  
II, §201(a)-(h), Nov. 16, 1988, 102 Stat. 3984-3987;
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Pub. L. 103-179. §§5, 6, D ec. 3, 1993. 107 Stat. 2040, 
2042; Pub. L. 103-465, t itle  V, § 532(c)(1), Dec. 8. 
1994, 108 Stat. 4987; Pub. L. 105-115, t it le  I, 
§125(b)(2)(P), Nov. 21, 1997, 111 Stat. 2326; Pub. L. 
106-113, div. B, § 1000(a)(9) [title  IV, §§4404, 
4732(a)(10)(A)], Nov. 29. 1999, 113 Stat. 1536, 
1501A-560, 1501A-582; Pub. L. 107-273, div. C. title  
III. § 13206(a)(9), (b)(1)(B), Nov. 2, 2002, 116 Stat. 
1904, 1906; Pub. L. 112-29, § 37(a), Sept. 16, 2011, 125 
Stat. 341.)

R e f e r e n c e s  in  T e x t

The V irus-S erum -T oxin  A ct. referred to  in subsecs.
(d )(2)(A )(i), (B )(i), (f)(2)(B ). (4)(C), and (g)(5)(B), (6)(C), is 
the eighth paragraph under the heading "B u reau o f 
A nim al Ind u stry" o f  a c t  M ar. 4, 1913. ch. 145. 37 Stat. 
828. as am ended, w hich is c lassified  gen era lly  to chap
ter 5 (§151 et seq.) o f  T itle  21, F ood  and Drugs. F or com 
plete c la ssifica tion  o f th is A ct  to  the Code, see Short 
T itle  note set out under section  151 o f  T itle  21 and 
Tables.

The Federal Food. Drug, and C osm etic A ct, referred 
to  in subsecs. (d )(2 )(A )(ii), (B )(ii), (f), and (g)(2)(B),
(3 )(B )(ii). (6)(C), is a ct  June 25, 1938, ch. 675, 52 Stat. 
1040, as am ended, w hich is c lassified  generally  to  chap 
ter 9 (§301 et seq.) o f  T it le  21. F or com p lete  c la ss ifica 
tion  o f  this A ct  to  the Code, see section  301 o f  T itle  21 
and Tables.

The P u b lic  H ealth Service A ct, referred  to in subsecs.
(d)(2)(B )(i) and (f)(2)(A ), is a c t  J u ly  1, 1944, ch. 373, 58 
Stat. 682. as am ended, w hich is c lassified  gen era lly  to  
chapter 6A (§201 et seq.) o f  T itle  42. T he P ublic H ealth 
and W elfare. F or com p lete  c la ssifica tion  o f  this A c t  to 
the Code, see Short T itle  note set ou t under section  201 
o f  T itle  42 and Tables.

S ection s 503. 505. 512. and 515 o f  the Federal Food, 
Drug, and C osm etic A ct, referred  to  in subsecs. (f)(4)(B) 
and (g)(1)(B), (3)(B), are c lassified , resp ective ly , to  sec 
tions 353, 355, 360b, and 360e o f  T it le  21. F ood and Drugs. 
S ection  507 o f  the A ct, referred to  in subsec. (g)(1)(B). 
was c lassified  to  section  357 o f  T it le  21. p rior to  repeal 
by Pub. L. 105-115, t it le  I, § 125(b)(1), Nov. 21. 1997. I l l  
S tat. 2325.

S ection  201 o f  the Federal Food, Drug, and C osm etic 
A ct. referred to in subsec. (f)(5), w h ich  is c lassified  to 
section  321 o f  T itle  21. was subsequently am ended, and 
section  201(y) no longer defines the term  "in form a l 
hearin g” . H owever, such term  is defined elsew here in 
that section .

S ection  351 o f  the P ublic H ealth Service  A ct. referred 
to  in subsecs. (f)(4)(A ) and (g )(l)(B )(i), (ii), is c lassified  
to  section  262 o f  T itle  42, The P ublic H ealth and W el
fare.

The date o f  enactm ent o f  the G eneric A nim al Drug 
and P aten t T erm  R estora tion  A ct, referred to  in sub
sec. (f)(8), is the date o f  enactm ent o f  Pub. L. 100-670, 
w h ich  was approved Nov. 16. 1988.

The date o f  the en actm en t o f  this section , referred to 
in subsec. (g)(6). is the date o f  the enactm ent o f Pub. L. 
98-417, w hich was approved Sept. 24, 1984.

A m e n d m e n t s

2011— Subsec. (d)(1). Pub. L. 113-29 inserted  con clu d in g  
provisions.

2002— Subsec. (b)(3)(B). Pub. L. 107-273. § 13206(a)(9)(A). 
su bstitu ted  "pa ra grap h '' for  “ paragraphs".

Subsec. (d). Pub. L. 107-273. § 13206(b)(1)(B). m ade tech 
n ical co rre ction  to  d irectory  language o f  Pub. L.
106-113, § 1000(a)(9) [t itle  IV , §4732(a)(10)(A)J. See 1999 
Am endm ent n ote  below .

Subsec. (d )(2)(B )(i). Pub. L. 107-273. § 13206(a)(9)(B). 
su bstitu ted  "b e lo w  the O ffice”  for  “ below  the o ff ice ” .

Subsec. (e). Pub. L. 107-273, §13206(b)(l)(B), m ade tech 
nical corre ction  to  d irectory  language o f  Pub. L.
106-113, § 1000(a)(9) [t itle  IV, §4732(a)(10)(A)]. See 1999 
A m endm ent note  below .

Subsec. (g )(6 )(B )(iii). Pub. L. 107-273. § 13206(a)(9)(C), 
su bstitu ted  "su b m itte d "  lo r  "su b m ittte d " .

Subsec. (h). Pub. L . 107-273, §13206(b)(l)(B), made 
tech n ica l correction  to  d irectory  language o f  Pub. L. 
106-113. § 1000(a)(9) [t it le  IV, § 4732(a)( 10)(A ) ]. See 1999 
A m endm ent note below.

1999— Subsec. (a). Pub. L . 106-113. § 1000(a)(9) [t it le  IV, 
§4404], in  in trod u ctory  provisions, inserted " ,  which 
shall include any patent term  ad ju stm en t granted 
under section  154(b),”  a fter " th e  orig in a l expiration  
date o f  the p a ten t” .

Subsecs, (d), (e), (h). Pub. L. 106-113. § 1000(a)(9) [t itle  
IV, §4732(a)(10)(A)]. as am ended by Pub. L. 107-273. 
§ 13206(b)(1)(B), su bstitu ted  "D ir e c to r "  for "C om m is
s ion er”  w herever appearing.

1997— Subsec. (f)(4)(B). Pub. L. 105-115, §125(b)(2)(P). 
stru ck  ou t “ 507," a fter "505,”  in tw o places.

1994— Subsec. (a)(2). Pub. L. 103-465 inserted "u n d er 
su bsection  (e)(1) o f  th is s e c t io n "  a fter “ exten ded” .

1993— Subsec. (a)(1). Pub. L. 103-179, §6(1)(A>. sub
stitu ted  "su b section  (d)(1)”  for  “ su bsection  (d)'\

Subsec. (a)(3). Pub. L. 103-179. §6(1)(B), substitu ted  
“ paragraphs (1) through (4) o f  su bsection  (d >”  for “ sub
section  (d )” .

Subsec. (b). Pub. L. 103-179, §6(2), su bstitu ted  "E x cep t 
as provided in su bsection  (d)(5)(F), the r igh ts "  for "T h e  
r igh ts”  in  in trod u cto ry  provisions.

Subsec. (c)(4). Pub. L. 103-179. §5(1). su bstitu ted  " e x 
tended under su bsection  (e)(1 )”  for  "ex ten d ed ".

Subsec. (d)(1). Pub. L . 103-179, §5(2), su bstitu ted  "E x 
cept as provided in paragraph (5), su ch”  for “ S u ch " in 
second  sentence.

Subsec. (d)(5). Pub. L. 103-179, §5(3), added par. (5). 
Subsec. (e)(1). Pub. L. 103-179, § 6(3)(A ), su bstitu ted  

“ paragraphs (1) through (4) o f  su bsection  (d )”  for “ sub
section  (d )” .

Subsec. (e)(2). Pub. L. 103-179. §6(3)(B). substitu ted  
“ su bsection  (d )(1 )" fo r  “ su bsection  (d )” .

1988— Subsec. (a)(5)(A ). Pub. L. 100-670, §201(a)(l). in 
serted “ or (C )”  a fter " in  subparagraph (B )“ .

Subsec. (a)(5)(C). Pub. L . 100-670. §201(a)(2), (3). added 
subpar. (C).

Subsec. (b). Pub. L. 100-670, §201(b), am ended subsec.
(b) generally . P rior  to  am endm ent, subsec. (b) read as 
fo llow s: "T h e  righ ts derived from  any patent the term  
o f  w h ich is extended under this section  shall during the 
period  during w hich the patent is extended—

"(1) in the case o f  a patent w hich cla im s a product, 
be lim ited  to  any use approved for the approved prod
u ct before the expiration  o f  the term  o f  the patent 
under the prov ision  o f  law under w hich the applicab le 
reg u la tory  review  occurred :

"(2 ) in the case o f  a patent w hich cla im s a m ethod 
o f  using a product, be lim ited  to  any use cla im ed  by 
the patent and approved for  the approved product be
fore the exp iration  o f  the term  o f  the patent under 
the provision  o f  law  under w hich the app licab le  regu
la to ry  review  occurred : and 

"(3 ) in the case o f  a patent w hich cla im s a m ethod 
o f  m anufacturing a product, be lim ited  to  the m ethod  
o f  m anufacturing as used to m ake the approved prod
u c t .”
Subsec. (c)(2). Pub. L. 100-670, §201(c), substitu ted  

"(3 )(B )(i), (4 )(B )(i), and (5 )(B )(i)" fo r  “ and (3 )(B )(i)“ .
Subsec. (d)(1)(C). Pub. L. 100-670, §201(d), inserted “ or 

the S ecretary  o f  A g ricu ltu re”  a fter  “ and Human Serv
ice s ” .

Subsec. (d)(2)(A ). Pub. L. 100-670, §201(e), am ended 
subpar. (A ) generally . P rior to  am endm ent, subpar. (A ) 
read as fo llow s: "W ith in  s ix ty  days o f  the su bm itta l o f 
an app lication  for extension  o f  the term  o f  a patent 
under paragraph (1). the C om m issioner shall n o tify  the 
S ecretary  o f  H ealth and Hum an Services i f  the patent 
c la im s any hum an drug product, a m edical d evice , or a 
food  add itive or co lo r  additive or a m ethod o f  using or 
m anu facturing  such a product, d evice , or  add itive and 
i f  the product, device, and add itive are su b ject to  the 
F ederal F ood , Drug, and C osm etic A ct, o f  the exten sion  
ap p lica tion  and shall su bm it to  the S ecretary  a cop y  o f 
the ap p lication . N ot la ter  than th ir ty  days a fter the re
ce ip t o f  an ap p lica tion  from  the C om m issioner, the 
S ecretary  shall review  the dates con ta in ed  in the appli
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ca tion  pursuant to  paragraph (1)(C) and determ in e the 
app licab le  regu la tory  review  period , shall n o tify  the 
C om m issioner o f  the d eterm in ation , and shall publish 
in  the Federal R eg ister  a n otice  o f such determ ina
t io n .”

Subsec. (d)(2)(B). Pub. L. 100-670, § 201(f), am ended 
subpar. (B) generally . P rior  to  am endm ent, subpar. (B) 
read as follow s:

“ (i) I f  a p etition  is su bm itted  to  the S ecretary  under 
subparagraph (A ), n ot la ter  than one hundred and 
eighty  days a fter  the p u blication  o f  the determ in ation  
under subparagraph (A ), upon w hich it  m ay reasonably  
be determ ined th at the app lican t did n ot a ct  w ith  due 
d iligen ce  during the app licab le  reg u la tory  review  pe
riod, the S ecretary  shall, in accord an ce w ith regula
tions prom ulgated  by the S ecretary  determ ine i f  the 
app lican t acted  w ith  due d iligen ce during the app lica 
ble regu latory  review  period. The S ecretary  shall m ake 
such d eterm in ation  not la ter  than n in ety  days a fter 
the rece ip t o f  such a petition . The S ecretary  m ay n ot 
delegate the a u th ority  to  m ake the d eterm in ation  pre
scribed  by this subparagraph to an o ffice  below  the Of
fice  o f  the C om m issioner o f  F ood  and Drugs.

‘ ‘ (ii) The S ecretary  shall n o tify  the C om m issioner of 
the d eterm in ation  and shall publish in  the Federal R eg
ister a n otice  o f  such  d eterm in ation  togeth er w ith  the 
factua l and legal basis for such determ in ation . A ny in 
terested  person m ay request, w ith in  the s ix ty -d a y  pe
riod  beginning on the p u b lica tion  o f  a d eterm in ation , 
the S ecretary  to  h old  an in form al hearing on the deter
m ination . I f  such a request is m ade w ithin  such period , 
the S ecretary  shall hold  such hearing not la ter  than 
th ir ty  days after the date o f the request, or at the re
quest o f  the person m ak ing  the request, n ot la ter than 
six ty  days a fter such date. The S ecretary  shall provide 
n otice  o f  the hearing to  the owner o f  the patent in 
volved  and to any interested  person and provide the 
ow ner and any in terested  person an op portu n ity  to  par
tic ip a te  in  the hearing. W ithin  th irty  days a fter the 
com p letion  o f  the hearing, the S ecretary  shall affirm  
or revise the d eterm in ation  which was the su b ject o f 
the hearing and n o t ify  the C om m issioner o f  any rev i
sion  o f  the determ in ation  and shall publish any such 
rev is ion  in the Federal R eg ister .”

Subsec. (f)(1)(A ). Pub. L. 100-670. §201(g)(l). stru ck  out 
“ hum an”  before “ drug p rod u ct” .

Subsec. (f)(2). Pub. L. 100-670. §201(g)(l). am ended par.
(2) generally . P rior  to  am endm ent, par. (2) read as fo l
lows: "T h e  term  ‘hum an drug product' m eans the a c 
tive  ingred ien t o f  a new drug, a n tib io t ic  drug, or 
hum an b io log ica l prod u ct (as those term s are used in 
the Federal F ood , Drug, and C osm etic A ct  and the Pub
lic  H ealth Service  A ct) in clud ing  any salt or ester o f 
the active  ingredient, as a single en tity  or in com b in a 
tion  w ith another a ct iv e  in gred ien t.”

Subsec. (f)(4)(B ), (C). Pub. L. 100-670. §201(g)(2), w h ich 
d irected  general am endm ent o f  subpars. (B) and (C) o f 
par. (4). was executed  by am ending subpar. (B) gener
a lly . and adding subpar. (C) as probable in tent o f  Con
gress in  ligh t o f  absence o f  subpar. (C) in par. (4). P rior  
to  am endm ent, subpar. (B) read as follow s: “ A ny ref
erence to  section  503, 505. 507, or 515 is a reference to 
section  503. 505. 507. or 515 o f  the Federal Food, Drug, 
and C osm etic A c t .”

Subsec. (f)(7), (8). Pub. L. 100-670, §201(g)(3), added 
pars. (7) and (8).

Subsec. (g)(1)(A ). Pub. L. 100-670, §201(h)(l)(A ), (2), 
su bstitu ted  “ new drag, a n tib io t ic  drag, or hum an b io 
log ica l p rod u ct”  for  “ hum an drug p rod u ct"  and "p a ra 
graph (6)”  for  “ paragraph (4)” .

Subsec. (g)(1)(B). Pub. L. 100-670. §201(h)(l)(B ). sub
stitu ted  "n ew  drug, a n tib io t ic  drug, or hum an b io log i
ca l p rod u ct”  for  "hum an drug p rod u ct”  in  in trodu ctory  
provision s and "p ro d u ct”  for  “ hum an drag p rod u ct"  in 
els. (i) and (ii).

Subsec. (g)(2)(A ), (3)(A>. Pub. L. 100-670. § 201(h)(3). 
su bstitu ted  “ paragraph (6)”  fo r  “ paragraph (4)” .

Subsec. (g)(4), (5). Pub. L . 100-670. §201(h)(4), added 
pars. (4) and (5). F orm er par. (4) redesignated (6).

Subsec. (g)(6). Pub. L. 100-670. §201(h)(4), redesignated 
form er par. (4) as (6).

Subsec. (g )(6)(B )(i). Pub. L. 100-670. §201(h)(5)(A). sub
stitu ted  “ paragraph (1)(B) or (4)(B) was su bm itted  and 
no request fo r  the au th ority  described in paragraph
(5)(B) was su bm itted ”  fo r  “ paragraph (1)(B) was su bm it
te d " .

Subsec. (g )(6)(B )(ii). Pub. L . 100-670, §201(h)(5)(B). sub
stitu ted  "paragraph  (2)(B) or (4HB)”  fo r  "paragraph
(2)” .

Subsec. (g)(6)(C). Pub. L. 100-670, §201(h)(5)(C), in 
serted “ or in the case o f  an approved product w hich is 
a new an im al drug or  veterinary b io log ica l product (as 
those term s are used in the Federal Food, Drug, and 
C osm etic A ct or  the V irus-S erum -T oxin  A ct), three 
years”  a fter “ exceed  tw o years” .

E f f e c t i v e  D a t e  o f  2011 A m e n d m e n t

Pub. L. 112-29. § 37(b). Sept. 16. 2011. 125 S ta t. 341. pro 
vided that: “ The am endm ent m ade by su bsection  (a) 
[am ending this section ] shall apply to  any ap p lication  
for  extension  o f  a patent term  under section  156 o f  t itle
35. United States Code, th at is pending on, that is filed  
after, or as to which a d ecision  regarding the ap p lica
t ion  is su b ject to  ju d ic ia l review  on, the date o f  the en
actm en t o f  this A ct [Sept. 16. 2011].”

E f f e c t i v e  D a t e  o f  1999 A m e n d m e n t

Am endm ent by section  1000(a)(9) [t it le  IV, §4404] o f 
Pub. L. 106-113 e ffective  on date th at is 6 m onths a fter  
Nov. 29, 1999. and, except for  design patent ap p lication  
filed  under chapter 16 o f  this t it le , app licab le  to  any ap
p lica tion  filed  on or  a fter such date, see section  
1000(a)(9) [t it le  IV , §4405(a)J o f  Pub. L. 106-113. set out 
as a note under section  154 o f this t itle .

Am endm ent by section  1000(a)(9) [t it le  IV, 
§4732(a)(10)(A)] o f Pub. L. 106-113 e ffective  4 m onths 
after Nov. 29. 1999. see section  1000(a)(9) [t it le  IV, §4731] 
o f  Pub. L. 106-113, set out as a note under section  1 o f 
th is title .

E f f e c t i v e  D a t e  o f  1994 A m e n d m e n t

Am endm ent by Pub. L. 103-465 e ffectiv e  6 m onths 
after Dec. 8. 1994, and app licab le  to  a ll patent ap p lica
t ion s filed  in the United S ta tes on or a fter th at e ffec
tive  date, w ith  prov ision s re la tin g  to earliest filed  pat
ent ap p lication , see section  534(b)(1). (3) o f  Pub. L. 
103-465. set ou t as a n ote  under section  154 o f  this t itle .

§ 157. Statutory invention registration
(a) Notwithstanding any other provision of 

this title, the Director is authorized to publish 
a statutory invention registration containing 
the specification and drawings of a regularly 
filed application for a patent without examina
tion if the applicant—

(1) meets the requirements of section 112 of 
this title;

(2) has complied with the requirements im
printing, as set forth in regulations of the Di
rector;

(3) waives the right to receive a patent on 
the invention within such period as may be 
prescribed by the Director; and

(4) pays application, publication, and other 
processing fees established by the Director.

If an interference is declared with respect to 
such an application, a statutory invention reg
istration may not be published unless the issue 
of priority of invention is finally determined in 
favor of the applicant.

(b) The waiver under subsection (a)(3) of this 
section by an applicant shall take effect upon 
publication of the statutory invention registra
tion.

(c) A statutory invention registration pub
lished pursuant to this section shall have all of
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stituted “ An interest that constitutes an assignment” 
for “ An assignment” in fourth par.

1982— Pub. L. 97-247 inserted or apostille of an offi
cial designated by a foreign country which, by treaty 
or convention, accords like effect to apostilles of des
ignated officials in the United States” .

1975— Pub. L. 93-596 substituted “ Patent and Trade
mark Office”  for “ Patent Office” .

E f f e c t i v e  D a t e  o f  2012 a m e n d m e n t

Amendment by Pub. L. 112-211 effective on the date 
that is 1 year after Dec. 18, 2012, applicable to patents 
issued before, on, or after that effective date and patent 
applications pending on or filed after that effective 
date, and not effective with respect to patents in litiga
tion commenced before that effective date, see section 
203 of Pub. L. 112-211, set out as an Effective Date note 
under section 27 of this title.

E f f e c t iv e  D a t e  o f  1982 a m e n d m e n t

Amendment by Pub. L. 97-247 effective Aug. 27. 1982, 
see section 17(a) of Pub. L. 97-247. set out as a note 
under section 41 of this title.

E f f e c t iv e  D a t e  o f  1975 a m e n d m e n t

Amendment by Pub. L. 93-596 effective Jan. 2, 1975, 
see section 4 of Pub. L. 93-596, set out as a note under 
section 1111 of Title 15, Commerce and Trade.

§ 262. Joint owners
In the absence of any agreement to the con

trary, each of the joint owners of a patent may 
make, use, offer to sell, or sell the patented in
vention within the United States, or import the 
patented invention into the United States, with
out the consent of and without accounting to 
the other owners.
(July 19, 1952, ch. 950, 66 Stat. 810; Pub. L. 
103-465, title V, §533(b)(3), Dec. 8, 1994, 108 Stat. 
4989.)

H is t o r ic a l  a n d  R e v is io n  N o t e s

This section states a condition in existing law not ex
pressed in the existing statutes.

A m e n d m e n t s

1994— Pub. L. 103-465 substituted “ use, offer to sell, or 
sell” for "use or sell”  and inserted “ within the United 
States, or import the patented invention into the 
United States,” after “ invention” .

E f f e c t i v e  D a t e  o f  1994 a m e n d m e n t

Amendment by Pub. L. 103-465 effective on date that 
is one year after date on which the WTO Agreement en
ters into force with respect to the United States [Jan. 
1, 1995], with provisions relating to earliest filed patent 
application, see section 534(a), (b)(3) of Pub. L. 103-465, 
set out as a note under section 154 of this title.

CHAPTER 27—GOVERNMENT INTERESTS IN 
PATENTS

Sec.
[266. Repealed.]
267. Time for taking action in Government appli

cations.

AMENDMENTS

1965— Pub. L. 89-83, §8, July 24, 1965, 79 Stat. 261, 
struck out Item 266 “ Issue of patents without fees to 
Government employees” .

[§266. Repealed. Pub. L. 89-83, §8, July 24, 1965, 
79 Stat. 261]

Section, act July 19, 1952, ch. 950, §1, 66 Stat. 811, pro
vided for issuance of patents to government employees 
without fees.

E f f e c t i v e  D a t e  o f  R e p e a l

Repeal effective three months after July 24, 1965, see 
section 7(a) of Pub. L. 89-83, set out as an Effective 
Date of 1965 Amendment note under section 41 of this 
title.

§ 267. Time for taking action in Government ap
plications

Notwithstanding the provisions of sections 133 
and 151, the Director may extend the time for 
taking any action to three years, when an appli
cation has become the property of the United 
States and the head of the appropriate depart
ment or agency of the Government has certified 
to the Director that the invention disclosed 
therein is important to the armament or defense 
of the United States.
(July 19, 1952, ch. 950, 66 Stat. 811; Pub. L. 
106-113, div. B, § 1000(a)(9) [title IV, 
§4732(a)(10)(A)], Nov. 29, 1999, 113 Stat. 1536, 
1501A-582; Pub. L. 107-273, div. C, title III, 
§ 13206(b)(1)(B), Nov. 2, 2002, 116 Stat. 1906; Pub. 
L. 112-29, §20(j), Sept. 16, 2011, 125 Stat. 335.)

H i s t o r i c a l  a n d  R e v i s i o n  N o t e s

Based on Title 35, U.S.C., 1946 ed., §37 (R .S. 4894, 
amended (1) Mar. 3, 1897, ch. 391, §4, 29 Stat. 692, 693, (2) 
July 6. 1916, ch. 225, §1. 39 Stat. 345, 347-8, (3) Mar. 2, 
1927, ch. 273, §1. 44 Stat. 1335, (4) Aug. 7, 1939. ch. 568, 53 
Stat. 1264).

This provision, which appears as the last two sen
tences of the corresponding section of the present stat
ute (see note to section 133) is made a separate section 
and rewritten in simpler form.

A m e n d m e n t s

2011— Pub. L. 112-29 struck out “ of this tit le ”  after 
“ 151” .

2002— Pub. L. 107-273 made technical correction to di
rectory language of Pub. L. 106-113. See 1999 Amend
ment note below.

1999— Pub. L. 106-113, as amended by Pub. L. 107-273, 
substituted “ Director” for “ Commissioner”  in two 
places.

E f f e c t i v e  D a t e  o f  2011 a m e n d m e n t

Amendment by section 20(j) of Pub. L. 112-29 effective 
upon the expiration of the 1-year period beginning on 
Sept. 16, 2011, and applicable to proceedings commenced 
on or after that effective date, see section 20(Z) of Pub. 
L. 112-29, set out as a note under section 2 o f this title.

E f f e c t i v e  D a t e  o f  1999 A m e n d m e n t

Amendment by Pub. L. 106-113 effective 4 months 
after Nov. 29, 1999, see section 1000(a)(9) [title IV, §4731] 
of Pub. L. 106-113, set out as a note under section 1 of 
this title.

CHAPTER 28— INFRINGEMENT OF PATENTS
Sec.
271. Infringement of patent.
272. Temporary presence in the United States.
273. Defense to infringement based on prior com

mercial use.

A m e n d m e n t s

2011— Pub. L. 112-29, §5(b), Sept. 16, 2011, 125 Stat. 299, 
amended item 273 generally, substituting “ Defense to 
infringement based on prior commercial use” for “ De
fense to infringement based on earlier inventor” .

1999—Pub. L. 106-113, div. B, § 1000(a)(9) (title IV, 
§ 4302(b)], Nov. 29. 1999, 113 Stat. 1536, 1501A-557, added 
item 273.

§ 271. Infringement of patent
(a) Except as otherwise provided in this title, 

whoever without authority makes, uses, offers
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to sell, or sells any patented invention, within 
the United States or imports into the United 
States any patented invention during the term 
of the patent therefor, infringes the patent.

(b) Whoever actively induces infringement of a 
patent shall be liable as an infringer.

(c) Whoever offers to sell or sells within the 
United States or imports into the United States 
a component of a patented machine, manufac
ture, combination or composition, or a material 
or apparatus for use in practicing a patented 
process, constituting a material part of the in
vention, knowing the same to be especially 
made or especially adapted for use in an in
fringement of such patent, and not a staple arti
cle or commodity of commerce suitable for sub
stantial noninfringing use, shall be liable as a 
contributory infringer.

(d) No patent owner otherwise entitled to re
lief for infringement or contributory infringe
ment of a patent shall be denied relief or deemed 
guilty of misuse or illegal extension of the pat
ent right by reason of his having done one or 
more of the following: (1) derived revenue from  
acts which if performed by another without his 
consent would constitute contributory infringe
ment of the patent; (2) licensed or authorized 
another to perform acts which if performed 
without his consent would constitute contribu
tory infringement of the patent; (3) sought to 
enforce his patent rights against infringement 
or contributory infringement; (4) refused to li
cense or use any rights to the patent; or (5) con
ditioned the license of any rights to the patent 
or the sale of the patented product on the acqui
sition of a license to rights in another patent or 
purchase of a separate product, unless, in view 
of the circumstances, the patent owner has m ar
ket power in the relevant market for the patent 
or patented product on which the license or sale 
is conditioned.

(e)(1) It shall not be an act of infringement to 
make, use, offer to sell, or sell within the United 
States or import into the United States a pat
ented invention (other than a new animal drug 
or veterinary biological product (as those terms 
are used in the Federal Food, Drug, and Cos
metic Act and the Act of March 4, 1913) which is 
primarily manufactured using recombinant 
DNA, recombinant RNA, hybridoma technology, 
or other processes involving site specific genetic 
manipulation techniques) solely for uses reason
ably related to the development and submission 
of information under a Federal law which regu
lates the manufacture, use, or sale of drugs or 
veterinary biological products.

(2) It shall be an act of infringement to sub
mit—

(A) an application under section 505(j) of the 
Federal Food, Drug, and Cosmetic Act or de
scribed in section 505(b)(2) of such Act for a 
drug claimed in a patent or the use of which is 
claimed in a patent,

(B) an application under section 512 of such 
Act or under the Act of March 4, 1913 (21 U.S.C. 
151-158) for a drug or veterinary biological 
product which is not primarily manufactured 
using recombinant DNA, recombinant RNA, 
hybridoma technology, or other processes in
volving site specific genetic manipulation 
techniques and which is claimed in a patent or 
the use of which is claimed in a patent, or

(C)(i) with respect to a patent that is identi
fied in the list of patents described in section 
351(0(3) of the Public Health Service Act (in
cluding as provided under section 351(0(7) of 
such Act), an application seeking approval of 
a biological product, or

(ii) if the applicant for the application fails 
to provide the application and information re
quired under section 351(0(2)(A) of such Act, 
an application seeking approval of a biological 
product for a patent that could be identified 
pursuant to section 351(D(3)(A)(i) of such Act,

if the purpose of such submission is to obtain 
approval under such Act to engage in the com
mercial manufacture, use, or sale of a drug, vet
erinary biological product, or biological product 
claimed in a patent or the use of which is 
claimed in a patent before the expiration of such 
patent.

(3) In any action for patent infringement 
brought under this section, no injunctive or 
other relief may be granted which would pro
hibit the making, using, offering to sell, or sell
ing within the United States or importing into 
the United States of a patented invention under 
paragraph (1).

(4) For an act of infringement described in 
paragraph (2)—

(A) the court shall order the effective date of 
any approval of the drug or veterinary biologi
cal product involved in the infringement to be 
a date which is not earlier than the date of the 
expiration of the patent which has been in
fringed,

(B) injunctive relief may be granted against 
an infringer to prevent the commercial manu
facture, use, offer to sell, or sale within the 
United States or importation into the United 
States of an approved drug, veterinary biologi
cal product, or biological product,

(C) damages or other monetary relief may be 
awarded against an infringer only if there has 
been commercial manufacture, use, offer to 
sell, or sale within the United States or impor
tation into the United States of an approved 
drug, veterinary biological product, or biologi
cal product, and

(D) the court shall order a permanent in
junction prohibiting any infringement of the 
patent by the biological product involved in 
the infringement until a date which is not ear
lier than the date of the expiration of the pat
ent that has been infringed under paragraph 
(2)(C), provided the patent is the subject of a 
final court decision, as defined in section 
351(k)(6) of the Public Health Service Act, in 
an action for infringement of the patent under 
section 351(/)(6) of such Act, and the biological 
product has not yet been approved because of 
section 351(k)(7) of such Act.

The remedies prescribed by subparagraphs (A),
(B), (C), and (D) are the only remedies which 
may be granted by a court for an act of infringe
ment described in paragraph (2), except that a 
court may award attorney fees under section 
285.

(5) Where a person has filed an application de
scribed in paragraph (2) that includes a certifi
cation under subsection (b)(2)(A)(iv) or 
(j)(2)(A)(vii)(IV) of section 505 of the Federal
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Food, Drug, and Cosmetic Act (21 U.S.C. 355), 
and neither the owner of the patent that is the 
subject of the certification nor the holder of the 
approved application under subsection (b) of 
such section for the drug that is claimed by the 
patent or a use of which is claimed by the pat
ent brought an action for infringement of such 
patent before the expiration of 45 days after the 
date on which the notice given under subsection
(b)(3) or (j)(2)(B) of such section was received, 
the courts of the United States shall, to the ex
tent consistent with the Constitution, have sub
ject matter jurisdiction in any action brought 
by such person under section 2201 of title 28 for 
a declaratory judgment that such patent is in
valid or not infringed.

(6)(A) Subparagraph (B) applies, in lieu of 
paragraph (4), in the case of a patent—

(i) that is identified, as applicable, in the list 
of patents described in section 351(0(4) of the 
Public Health Service Act or the lists of pat
ents described in section 351(Z)(5)(B) of such 
Act with respect to a biological product; and

(ii) for which an action for infringement of 
the patent with respect to the biological prod
uct—

(I) was brought after the expiration of the 
30-day period described in subparagraph (A) 
or (B), as applicable, of section 351(0(6) of 
such Act; or

(II) was brought before the expiration of 
the 30-day period described in subclause (I), 
but which was dismissed without prejudice 
or was not prosecuted to judgment in good 
faith.

(B) In an action for infringement of a patent 
described in subparagraph (A), the sole and ex
clusive remedy that may be granted by a court, 
upon a finding that the making, using, offering 
to sell, selling, or importation into the United 
States of the biological product that is the sub
ject of the action infringed the patent, shall be 
a reasonable royalty.

(C) The owner of a patent that should have 
been included in the list described in section 
351(Z)(3)(A) of the Public Health Service Act, in
cluding as provided under section 351(0(7) of 
such Act for a biological product, but was not 
timely included in such list, may not bring an 
action under this section for infringement of the 
patent with respect to the biological product.

(f)(1) Whoever without authority supplies or 
causes to be supplied in or from the United 
States all or a substantial portion of the compo
nents of a patented invention, where such com
ponents are uncombined in whole or in part, in 
such manner as to actively induce the combina
tion of such components outside of the United 
States in a manner that would infringe the pat
ent if such combination occurred within the 
United States, shall be liable as an infringer.

(2) Whoever without authority supplies or 
causes to be supplied in or from the United 
States any component of a patented invention 
that is especially made or especially adapted for 
use in the invention and not a staple article or 
commodity of commerce suitable for substantial 
noninfringing use, where such component is un
combined in whole or in part, knowing that such 
component is so made or adapted and intending 
that such component will be combined outside

of the United States in a manner that would in
fringe the patent if such combination occurred 
within the United States, shall be liable as an 
infringer.

(g) Whoever without authority imports into 
the United States or offers to sell, sells, or uses 
within the United States a product which is 
made by a process patented in the United States  
shall be liable as an infringer, if the importa
tion, offer to sell, sale, or use of the product oc
curs during the term of such process patent. In 
an action for infringement of a process patent, 
no remedy may be granted for infringement on 
account of the noncommercial use or retail sale 
of a product unless there is no adequate remedy 
under this title for infringement on account of 
the importation or other use, offer to sell, or 
sale of that product. A product which is made by 
a patented process will, for purposes of this 
title, not be considered to be so made after—

(1) it is materially changed by subsequent
processes; or

(2) it becomes a trivial and nonessential
component of another product.
(h) As used in this section, the term “ who

ever” includes any State, any instrumentality 
of a State, and any officer or employee of a 
State or instrumentality of a State acting in his 
official capacity. Any State, and any such in
strumentality, officer, or employee, shall be 
subject to the provisions of this title in the 
same manner and to the same extent as any 
nongovernmental entity.

(i) As used in this section, an “ offer for sale” 
or an “ offer to sell” by a person other than the 
patentee, or any designee of the patentee, is 
that in which the sale will occur before the expi
ration of the term of the patent.
(July 19. 1952, ch. 950, 66 Stat. 811; Pub. L. 98-417, 
title n, §202, Sept. 24, 1984, 98 Stat. 1603; Pub. L. 
98-622, title I, § 101(a), Nov. 8, 1984, 98 Stat. 3383; 
Pub. L. 100-418. title IX, §9003, Aug. 23, 1988, 102 
Stat. 1563; Pub. L. 100-670, title II, §201(i), Nov. 
16, 1988, 102 Stat. 3988; Pub. L. 100-703, title II, 
§201, Nov. 19, 1988, 102 Stat. 4676; Pub. L. 102-560, 
§ 2(a)(1), Oct. 28, 1992, 106 Stat. 4230; Pub. L. 
103-465, title V, § 533(a), Dec. 8, 1994, 108 Stat. 
4988; Pub. L. 108-173, title XI, § 1101(d), Dec. 8, 
2003, 117 Stat. 2457; Pub. L. 111-148, title VII, 
§7002(c)(1), Mar. 23, 2010, 124 Stat. 815.)

H i s t o r i c a l  a n d  r e v i s i o n  N o t e s

The first paragraph of this section is declaratory 
only, defining infringement.

Paragraphs (b) and (c) define and limit contributory 
infringement of a patent and paragraph (d) is ancillary 
to these paragraphs, see preliminary general descrip
tion of bill. One who actively induces infringement as 
by aiding and abetting the same is liable as an in
fringer, and so is one who sells a component part of a 
patented invention or material or apparatus for use 
therein knowing the same to be especially made or es
pecially adapted for use in the infringement of the pat
ent except in the case of a staple article or commodity 
of commerce having other uses. A patentee is not 
deemed to have misused his patent solely by reason of 
doing anything authorized by the section.

R e f e r e n c e s  i n  T e x t

The Federal Food, Drug, and Cosmetic Act, referred 
to in subsec. (e)(1), (2), is act June 25, 1938, ch. 675, 52 
Stat. 1040, which is classified generally to chapter 9
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(§301 et seq.) of Title 21, Food and Drugs. Sections 505 
and 512 of the Act are classified to sections 355 and 360b, 
respectively, of Title 21, For complete classification of 
this Act to the Code, see section 301 of Title 21 and 
Tables.

Act of March 4, 1913, referred to in subsec. (e)(1), (2), 
is act Mar. 4, 1913, ch. 145, 37 Stat. 828. The provisions 
of such act relating to viruses, etc., applicable to do
mestic animals, popularly known as the Virus-Serum- 
Toxin Act, are contained in the eighth paragraph under 
the heading “ Bureau of Animal Industry” of act Mar. 
4, 1913, at 37 Stat. 832, and are classified generally to 
chapter 5 (§151 et seq.) of Title 21, Food and Drugs. For 
complete classification of this Act to the Code, see 
Short Title note set out under section 151 of T itle  21 
and Tables.

Section 351 of the Public Health Service Act, referred 
to in subsec. (e)(2)(C), (4)(D), (6)(A), (C), is classified to 
section 262 of Title 42, The Public Health and Welfare.

AMENDMENTS

2010— Subsec. (e)(2). Pub. L. 111-148, §7002(c)(l)(A)(iv), 
substituted “ , veterinary biological product, or biologi
cal product” for “ or veterinary biological product”  in 
concluding provisions.

Subsec. (e)(2)(C). Pub. L. 111-148, §7002(c)(l)(A)(i)-(iii), 
added subpar. (C).

Subsec. (e)(4). Pub. L. 111-148, §7002(c)(l)(B)(iv), sub
stituted “ (C), and (D)” for “ and (C)" In concluding pro
visions.

Subsec. (e)(4)(B). Pub. L. 111-148, §7002(c)(l)(B)(i), sub
stituted “ , veterinary biological product, or biological 
product" for “ or veterinary biological product” and 
struck out “ and” at end.

Subsec. (e)(4)(C). Pub. L. 111-148, §7002(c)(l)(B)(ii), 
substituted " ,  veterinary biological product, or biologi
cal product” for “ or veterinary biological product” and 
" ,  and” for period at end.

Subsec. (e)(4)(D). Pub. L. 111-148, §7002(c)(l)(B)(iii), 
added subpar. (D).

Subsec. (e)(6). Pub. L. 111-148, §7002(c)(l)(C), added 
par. (6).

2003— Subsec. (e)(5). Pub. L. 108-173 added par. (5).
1994— Subsec. (a). Pub. L. 103-465, § 533(a)(1), inserted 

“ , offers to sell,” after “ uses” and “ or imports into the 
United States any patented Invention” after “ the 
United States” .

Subsec. (c). Pub. L. 103-465. § 533(a)(2), substituted “ of
fers to sell or sells within the United States or imports 
into the United States” for “ sells” .

Subsec. (e)(1). Pub. L. 103-465, §533(a)(3)(A), sub
stituted “ offer to sell, or sell within the United States 
or import into the United States” for “ or sell” .

Subsec. (e)(3). Pub. L. 103-465, § 533(a)(3)(B), sub
stituted “ offering to sell, or selling within the United 
States or importing into the United States” for “ or 
selling".

Subsec. (e)(4)(B), (C). Pub. L. 103-465, §533(a)(3)(C),
(D), substituted “ offer to sell, or sale within the United 
States or importation into the United States” for “ or 
sale” .

Subsec. (g). Pub. L. 103-465, § 533(a)(4), substituted 
"offers to sell, sells,” for “ sells” , “ Importation, offer to 
sell, sale,” for “ importation, sale,” , and “ other use, 
offer to sell, or” for “ other use or” .

Subsec. (1). Pub. L. 103-465, § 533(a)(5), added subsec.
(1).

1992— Subsec. (h). Pub. L. 102-560 added subsec. (h).
1988— Subsec. (d). Pub. L. 100-703 added els. (4) and (5).
Subsec. (e)(1). Pub. L. 100-670, §201(i)(l), inserted 

"which is primarily manufactured using recombinant 
DNA, recombinant RNA, hybridoma technology, or 
other processes involving site specific genetic manipu
lation techniques” after “ March 4, 1913)” and “ or vet
erinary biological products” after “ sale of drugs” .

Subsec. (e)(2). Pub. L. 100-670, §201(i)(2), amended par.
(2) generally. Prior to amendment, par. (2) read as fol
lows: “ It shall be an act of Infringement to submit an 
application under section 505(j) of the Federal Food, 
Drug, and Cosmetic Act or described in section 505(b)(2)

of such Act for a drug claimed in a patent or the use 
of which is claimed in a patent, if the purpose of such 
submission is to obtain approval under such Act to en
gage in the commercial manufacture, use, or sale of a 
drug claimed in a patent or the use of which is claimed 
in a patent before the expiration of such patent.”

Subsec. (e)(4). Pub. L. 100-670, §201(i)(3), inserted “ or 
veterinary biological product” after “ drug” in subpars. 
(A) to (C).

Subsec. (g). Pub. L. 100-418 added subsec. (g).
1984— Subsec. (e). Pub. L. 93-417 added subsec. (e).
Subsec. (f). Pub. L. 98-622 added subsec. (f).

E f f e c t i v e  D a t e  o f  1994 A m e n d m e n t

Amendment by Pub. L. 103-465 effective on date that 
is one year after date on which the WTO Agreement en
ters into force with respect to the United States [Jan. 
1, 1995], with provisions relating to earliest filed patent 
application, see section 534(a), (b)(3) of Pub. L. 103-465, 
set out as a note under section 154 of this title.

E f f e c t i v e  D a t e  o f  1992 a m e n d m e n t

Amendment by Pub. L. 102-560 effective with respect 
to violations that occur on or after Oct. 28, 1992, see 
section 4 of Pub. L. 102-560, set out as a note under sec
tion 2541 of Title 7, Agriculture.

E f f e c t i v e  D a t e  o f  1988 A m e n d m e n t

Pub. L. 100-703, title II, §202, Nov. 19, 1988, 102 Stat. 
4676, provided that: “The amendment made by this title 
[amending this section] shall apply only to cases filed 
on or after the date of the enactment of this Act (Nov. 
19, 1988].”

Pub. L. 100-418, title IX, §9006, Aug. 23. 1988, 102 Stat.
1566, provided that:

“ (a) I n  G e n e r a l .—The amendments made by this sub
title [subtitle A (§§9001-9007) of title IX of Pub. L. 
100-418, enacting section 295 of this title and amending 
this section and sections 154 and 287 of this title] take 
effect 6 months after the date of enactment of this Act 
[Aug. 23, 1988] and, subject to subsections (b) and (c), 
shall apply only with respect to products made or im
ported after the effective date of the amendments made 
by this subtitle.

“ (b) E x c e p t i o n s .— The amendments made by this sub
title shall not abridge or affect the right of any person 
or any successor in business of such person to continue 
to use, sell, or import any specific product already in 
substantial and continuous sale or use by such person 
in the United States on January 1, 1988, or for which 
substantial preparation by such person for such sale or 
use was made before such date, to the extent equitable 
for the protection of commercial investments made or 
business commenced in the United States before such 
date. This subsection shall not apply to any person or 
any successor in business of such person using, selling, 
or importing a product produced by a patented process 
that is the subject of a process patent enforcement ac
tion commenced before January 1, 1987, before the 
International Trade Commission, that is pending or in 
which an order has been entered.

“ (c) R e t e n t i o n  o f  O t h e r  R e m e d i e s .—The amend
ments made by this subtitle shall not deprive a patent 
owner of any remedies available under subsections (a) 
through (f) of section 271 of title 35, United States Code, 
under section 337 of the Tariff Act of 1930 [19 U.S.C. 
1337], or under any other provision of law.”

E f f e c t i v e  D a t e  o f  1984 a m e n d m e n t

Amendment by Pub. L. 98-622 applicable only to the 
supplying, or causing to be supplied, of any component 
or components of a patented invention after Nov. 8, 
1984, see section 106(c) of Pub. L. 98-622, set out as a 
note under section 103 of this title.

R e p o r t s  t o  C o n g r e s s ; E f f e c t  o n  D o m e s t ic  i n d u s 
t r i e s  o f  p r o c e s s  P a t e n t  a m e n d m e n t s  a c t  o f  1988

Pub. L. 100-418, title IX, §9007, Aug. 23, 1988, 102 Stat.
1567, provided that the Secretary of Commerce was to
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make annual reports to Congress covering each of the 
successive five 1-year periods beginning 6 months after 
Aug. 23, 1988. on the effect of the amendments made by 
subtitle A (§§9001-9007) of title IX of Pub. L. 10(M18. en
acting section 295 of this title and amending sections 
154, 271. and 287 of this title, on those domestic indus
tries that submit complaints to the Department of 
Commerce alleging that their legitimate sources of 
supply have been adversely affected by the amend
ments.

§ 272. Temporary presence in the United States
The use of any invention in any vessel, air

craft or vehicle of any country which affords 
similar privileges to vessels, aircraft or vehicles 
of the United States, entering the United States 
temporarily or accidentally, shall not constitute 
infringement of any patent, if the invention is 
used exclusively for the needs of the vessel, air
craft or vehicle and is not offered for sale or sold 
in or used for the manufacture of anything to be 
sold in or exported from the United States.
(July 19, 1952, ch. 950, 66 Stat. 812; Pub. L.
103-465. title V, §533(b)(4), Dec. 8, 1994, 108 Stat. 
4989.)

H i s t o r i c a l  a n d  R e v i s i o n  N o t e s

This section follows the requirement of the Inter
national Convention for the Protection of Industrial 
Property, to which the United States is a party, and 
also codifies the holding of the Supreme Court that use 
of a patented invention on board a foreign ship does not 
infringe a patent.

A m e n d m e n t s

1994—Pub. L. 103-465 substituted “ not offered for sale 
or sold” for “ not sold” .

E f f e c t i v e  D a t e  o f  1994 a m e n d m e n t

Amendment by Pub. L. 103-465 effective on date that 
is one year after date on which the WTO Agreement en
ters into force with respect to the United States [Jan. 
1, 1995], with provisions relating to earliest filed patent 
application, see section 534(a), (b)(3) of Pub. L. 103-465, 
set out as a note under section 154 of this title.

§273. Defense to infringement based on prior 
commercial use

(a) In G en era l.—A person shall be entitled to 
a defense under section 282(b) with respect to 
subject matter consisting of a process, or con
sisting of a machine, manufacture, or composi
tion of matter used in a manufacturing or other 
commercial process, that would otherwise in
fringe a claimed invention being asserted 
against the person if—

(1) such person, acting in good faith, com
mercially used the subject matter in the 
United States, either in connection with an in
ternal commercial use or an actual arm’s 
length sale or other arm’s length commercial 
transfer of a useful end result of such commer
cial use; and

(2) such commercial use occurred at least 1 
year before the earlier of either—

(A) the effective filing date of the claimed 
invention; or

(B) the date on which the claimed inven
tion was disclosed to the public in a manner 
that qualified for the exception from prior 
art under section 102(b).

(b) Burden o f  P ro o f.—A person asserting a 
defense under this section shall have the burden

of establishing the defense by clear and convinc
ing evidence.

(c) A dd ition a l Com m ercial Uses.—
(1) Premarketing regulatory review .— 

Subject m atter for which comm ercial m arket
ing or use is subject to a premarketing regu
latory review period during which the safety 
or efficacy o f the subject matter is estab
lished, including any period specified in sec
tion 156(g), shall be deemed to be com m er
cially  used for purposes of subsection (a)(1) 
during such regulatory review period.

(2) N on p ro fit la b o r a to r y  u s e .— A use of 
subject m atter by a nonprofit research labora
tory or other nonprofit entity, such as a uni
versity or hospital, for which the public is the 
intended beneficiary, shall be deemed to be a 
com m ercial use for purposes o f subsection
(a)(1), except that a defense under this section 
may be asserted pursuant to this paragraph 
only for continued and noncommercial use by 
and in the laboratory or other nonprofit en
tity.
(d) Exhaustion of R ights.—Notwithstanding 

subsection (e)(1), the sale or other disposition of 
a useful end result by a person entitled to assert 
a defense under this section in connection with 
a patent with respect to that useful end result 
shall exhaust the patent owner’s rights under 
the patent to the extent that such rights would 
have been exhausted had such sale or other dis
position been made by the patent owner.

(e) Limitations and Exceptions.—
(1) P e rso n a l d e f e n s e .—

(A) In general.—A defense under this sec
tion may be asserted only by the person who 
performed or directed the performance of the 
com m ercial use described in subsection (a), 
or by an entity that controls, is controlled 
by, or is under common control with such 
person.

(B) T ra n s fe r  o f  r ig h t.—Except for any 
transfer to the patent owner, the right to as
sert a defense under this section shall not be 
licensed or assigned or transferred to an
other person except as an ancillary and sub
ordinate part o f a good-faith assignment or 
transfer for other reasons of the entire en
terprise or line of business to which the de
fense relates.

(C) R estr ic t ion  on s ite s .—A defense under, 
this section, when acquired by a person as 
part o f an assignment or transfer described 
in subparagraph (B), may only be asserted 
for uses at sites where the subject matter 
that would otherwise infringe a claim ed in
vention is in use before the later o f the effec
tive filing date o f the claimed invention or 
the date of the assignment or transfer of 
such enterprise or line o f business.
(2) D erivation .—A person may not assert a 

defense under this section if the subject mat
ter on which the defense is based was derived 
from the patentee or persons in privity with 
the patentee.

(3) N ot a  g e n e r a l  l ic e n s e .— The defense as
serted by a person under this section  is not a 
general license under all claims o f the patent 
at issue, but extends only to the specific sub
ject matter for which it has been established
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§282. Presumption of validity; defenses
(a) In G e n e r a l .—A patent shall be presumed 

valid. Each claim of a patent (whether in inde
pendent, dependent, or multiple dependent form) 
shall be presumed valid independently of the va
lidity of other claims; dependent or multiple de
pendent claims shall be presumed valid even 
though dependent upon an invalid claim. The 
burden of establishing invalidity of a patent or 
any claim thereof shall rest on the party assert
ing such invalidity.

(b) D e f e n s e s .—The following shall be defenses 
in any action involving the validity or infringe
ment of a patent and shall be pleaded:

(1) Noninfringement, absence of liability for 
infringement or unenforceability.

(2) Invalidity of the patent or any claim in 
suit on any ground specified in part II as a 
condition for patentability.

(3) Invalidity of the patent or any claim in 
suit for failure to comply with—

(A) any requirement of section 112, except 
that the failure to disclose the best mode 
shall not be a basis on which any claim of a 
patent may be canceled or held invalid or 
otherwise unenforceable; or

(B) any requirement of section 251.
(4) Any other fact or act made a defense by 

this title.
(c) N o tic e  o f  A c t io n s ; A c t io n s  D u rin g  E x te n 

sion  o f  P a t e n t  T e rm .—In an action involving 
the validity or infringement of a patent the 
party asserting invalidity or noninfringement 
shall give notice in the pleadings or otherwise in 
writing to the adverse party at least thirty days 
before the trial, of the country, number, date, 
and name of the patentee of any patent, the 
title, date, and page numbers of any publication 
to be relied upon as anticipation of the patent in 
suit or, except in actions in the United States 
Court of Federal Claims, as showing the state of 
the art, and the name and address of any person 
who may be relied upon as the prior inventor or 
as having prior knowledge of or as having pre
viously used or offered for sale the invention of 
the patent in suit. In the absence of such notice 
proof of the said matters may not be made at 
the trial except on such terms as the court re
quires. Invalidity of the extension of a patent 
term or any portion thereof under section 154(b) 
or 156 because of the material failure—

(1) by the applicant for the extension, or
(2) by the Director,

to comply with the requirements of such section 
shall be a defense in any action involving the in
fringement of a patent during the period of the 
extension of its term and shall be pleaded. A due 
diligence determination under section 156(d)(2) 
is not subject to review in such an action.
(July 19, 1952, ch. 950, 66 Stat. 812; Pub. L. 89-83, 
§10, July 24, 1965, 79 Stat. 261; Pub. L. 94-131, §10, 
Nov. 14, 1975, 89 Stat. 692; Pub. L. 97-164, title I, 
§161(7), Apr. 2, 1982, 96 Stat. 49; Pub. L. 98-417, 
title II, §203, Sept. 24, 1984, 98 Stat. 1603; Pub. L.
104-41, §2, Nov. 1, 1995, 109 Stat. 352; Pub. L. 
106-113, div. B, § 1000(a)(9) [title IV, §§4402(b)(1), 
4732(a)(10)(A)], Nov. 29, 1999, 113 Stat. 1536,
1501A-560, 1501A-582; Pub. L. 107-273, div. C, title 
III, § 13206(b)(1)(B), (4), Nov. 2, 2002. 116 Stat. 1906;

Pub. L. 112-29, §§ 15(a), 20(g), (j), Sept. 16, 2011, 125 
Stat. 328, 334, 335.)

H i s t o r i c a l  a n d  R e v i s i o n  N o t e s

Derived from Title 35, U.S.C., 1946 ed., §69 (R.S. 4920, 
amended (1) Mar. 3, 1897, ch. 391, §2, 29 Stat. 692, (2) 
Aug. 5. 1939, ch. 450, §1, 53 Stat. 1212).

The first paragraph declares the existing presumption 
of validity of patents.

The five defenses named in R.S. 4920 are omitted and 
replaced by a broader paragraph specifying defenses in 
general terms.

The third paragraph, relating to notice of prior pat
ents, publications and uses, is based on part of the last 
paragraph of R.S. 4920 which was superseded by the 
Federal Rules of Civil Procedure but which is rein
stated with modifications.

A m e n d m e n t s

2011—Pub. L. 112-29. § 20(g)(1), (2)(A), (C), (3). (j). des
ignated first to third pars, as subsecs, (a) to (c), respec
tively, inserted headings, in subsec. (a), struck out 
third sentence which read “ Notwithstanding the pre
ceding sentence, if a claim to a composition of matter 
is held invalid and that claim was the basis of a deter
mination of nonobviousness under section 103(b)(1), the 
process shall no longer be considered nonobvious solely 
on the basis of section 103(b)(1).” , in par. (2) of subsec. 
(b), struck out "o f  this title” after “ II” and substituted 
“ patentability.” for “ patentability,” , and in introduc
tory provisions of subsec. (c), struck out “ of this title” 
after “ 156” and substituted “ In an action involving the 
validity or infringement of a patent” for “ In actions in
volving the validity or infringement of a patent” and 
“ Court of Federal Claims” for “ Claims Court” .

Pub. L. 112-29, § 20(g)(2)(B), which directed substi
tution of “ unenforceability.” for “ uneforceability,” in 
par. (1) of former second par. which was designated sub
sec. (b). was executed by making the substitution for 
“ unenforceability,” , to reflect the probable intent of 
Congress.

Pub. L. 112-29, § 15(a), amended second par. by sub
stituting "(3) Invalidity of the patent or any claim in 
suit for failure to comply with—

“ (A) any requirement of section 112. except that the 
failure to disclose the best mode shall not be a basis 
on which any claim of a patent may be canceled or 
held invalid or otherwise unenforceable; or 

“ (B) any requirement of section 251.” 
for “ (3) Invalidity of the patent or any claim in suit for 
failure to comply with any requirement of sections 112 
or 251 of this title ,” .

2002—Third par. Pub. L. 107-273, § 13206(b)(4), made 
technical correction to directory language of Pub. L. 
106-113. § 1000(a)(9) [title IV, § 4402(b)(1)}. See 1999 
Amendment note below.

Pub. L. 107-273, § 13206(b)(1)(B), made technical correc
tion to directory language of Pub. L. 106-113, § 1000(a)(9) 
[title IV. §4732(a)(10)(A)]. See 1999 Amendment note 
below.

1999—Third par. Pub. L. 106-113, § 1000(a)(9) (title IV, 
§4732(a)(10)(A)j, as amended by Pub. L. 107-273, 
§ 13206(b)(1)(B), substituted “ (2) by the Director,” for 
“ (2) by the Commissioner,” .

Pub. L. 106-113, § 1000(a)(9) [title IV, § 4402(b)(1)], as 
amended by Pub. L. 107-273, § 13206(b)(4), substituted 
“ 154(b) or 156 of this title” for “ 156 of this title” .

1995— First par. Pub. L. 104-41 inserted after second 
sentence “ Notwithstanding the preceding sentence, if a 
claim to a composition of matter is held invalid and 
that claim was the basis of a determination of non
obviousness under section 103(b)(1), the process shall no 
longer be considered nonobvious solely on the basis of 
section 103(b)(1).”

1984— Pub. L. 98-417 inserted provision at end that the 
invalidity of the extension of a patent term or any por
tion thereof under section 156 of this title because of 
the material failure by the applicant for the extension, 
or by the Commissioner, to comply with the require
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ments of such section shall be a defense in any action 
involving the infringement of a patent during the pe
riod of the extension of its term and shall be pleaded, 
and that a due diligence determination under section 
156(d)(2) is not subject to review in such an action.

1982— Third par. Pub. L. 97-164 substituted “ Claims 
Court” for “ Court of Claims” .

1975— First par. Pub. L. 94-131 made presumption of 
validity applicable to claim of a patent in multiple de
pendent form and multiple dependent claims and sub
stituted “ asserting such invalidity” for “ asserting it " .

1965— Pub. L. 89-83 required each claim of a patent 
(whether in independent or dependent form) to be pre
sumed valid independently of the validity of other 
claims and required dependent claims to be presumed 
valid even though dependent upon an invalid claim.

E f f e c t iv e  D a t e  o f  2011 a m e n d m e n t

Amendment by section 15(a) of Pub. L. 112-29 effec
tive on Sept. 16, 2011, and applicable to proceedings 
commenced on or after that date, see section 15(c) of 
Pub. L. 112-29, set out as a note under section 119 of 
this title.

Amendment by section 20(g), (J) of Pub. L. 112-29 ef
fective upon the expiration of the 1-year period begin
ning on Sept. 16, 2011, and applicable to proceedings 
commenced on or after that effective date, see section 
20(Z) of Pub. L. 112-29, set out as a note under section 
2 of this title.

e f f e c t i v e  D a t e  o f  1999 A m e n d m e n t

Amendment by section 1000(a)(9) [title IV, § 4402(b)(1)) 
of Pub. L. 106-113 effective on date that is 6 months 
after Nov. 29, 1999, and, except for design patent appli
cation filed under chapter 16 of this title, applicable to 
any application filed on or after such date, see section  
1000(a)(9) [title IV, §4405(a)] of Pub. L. 106-113, set out 
as a note under section 154 of this title.

Amendment by section 1000(a)(9) [title IV , 
§4732(a)(10)(A)] of Pub. L. 106-113 effective 4 months 
after Nov. 29, 1999, see section 1000(a)(9) [title IV, §4731] 
of Pub. L. 106-113, set out as a note under section I of 
this title.

E f f e c t i v e  D a t e  o f  1982 A m e n d m e n t

Amendment by Pub. L. 97-164 effective Oct. 1, 1982, 
see section 402 of Pub. L. 97-164. set out as a note under 
section 171 of Title 28, Judiciary and Judicial Proce
dure.

E f f e c t iv e  D a t e  o f  1975 A m e n d m e n t

Amendment by Pub. L. 94-131 effective Jan. 24, 1978, 
and applicable on and after that date to patent applica
tions filed in the United States and to international ap
plications, where applicable, see section 11 of Pub. L. 
94-131, set out as an Effective Date note under section 
351 o f this title.

E f f e c t i v e  D a t e  o f  1965 A m e n d m e n t

Amendment by Pub. L. 89-83 effective 3 months after 
July 24, 1965. see section 7(a) of Pub. L. 89-83. set out as 
a note under section 41 of this title.

§283. Injunction
The several courts having jurisdiction of cases 

under this title may grant injunctions in ac
cordance with the principles of equity to pre
vent the violation of any right secured by pat
ent, on such terms as the court deems reason
able.
(July 19, 1952, ch. 950, 66 Stat. 812.)

H i s t o r i c a l  a n d  R e v i s i o n  N o t e s

Based on Title 35, U.S.C., 1946 ed.. §70, part (R.S. 4921, 
amended (1) Mar. 3, 1897, ch. 391, §6, 29 Stat. 694, (2) Feb. 
18. 1922, ch. 58, §8, 42 Stat. 392, (3) Aug. 1, 1946. ch. 726. 
§1, 60 Stat. 778).

This section is the same as the provision which opens 
R.S. 4921 with minor changes in language.

§ 284. Damages
Upon finding for the claimant the court shall 

award the claimant damages adequate to com
pensate for the infringement, but in no event 
less than a reasonable royalty for the use made 
of the invention by the infringer, together with 
interest and costs as fixed by the court.

When the damages are not found by a jury, the 
court shall assess them. In either event the 
court may increase the damages up to three 
times the amount found or assessed. Increased 
damages under this paragraph shall not apply to 
provisional rights under section 154(d).

The court may receive expert testimony as an 
aid to the determination of damages or of what 
royalty would be reasonable under the circum
stances.
(July 19, 1952, ch. 950, 66 Stat. 813; Pub. L. 
106-113, div. B, § 1000(a)(9) [title IV, §4507(9)], 
Nov. 29, 1999, 113 Stat. 1536, 1501A-566; Pub. L. 
112-29, §20(j), Sept. 16. 2011, 125 Stat. 335.)

H i s t o r i c a l  a n d  R e v i s i o n  N o t e s

Based on Title 35, U.S.C,, 1946 ed., §§67 and 70, part 
(R.S. 4919; R.S. 4921, amended (1) Mar. 3, 1897. ch. 391, §6, 
29 Stat. 694. (2) Feb. 18. 1922, ch. 58. §8, 42 Stat. 392, (3) 
Aug. 1. 1946. ch. 726. §1. 60 Stat. 778).

This section consolidates the provisions relating to 
damages in R.S. 4919 and 4921, with some changes in 
language.

A m e n d m e n t s

2011— Second par. Pub. L. 112-29 struck out “ of this 
title” after “ 154(d)” .

1999— Second par. Pub. L. 106-113 inserted at end “ In
creased damages under this paragraph shall not apply 
to provisional rights under section 154(d) of this title.”

E f f e c t i v e  D a t e  o f  2011 a m e n d m e n t

Amendment by Pub. L. 112-29 effective upon the expi
ration of the 1-year period beginning on Sept. 16, 2011, 
and applicable to proceedings commenced on or after 
that effective date, see section 20(0 of Pub. L. 112-29, 
set out as a note under section 2 of this title.

E f f e c t i v e  D a t e  o f  1999 a m e n d m e n t

Amendment by Pub. L. 106-113 effective Nov. 29, 2000, 
and applicable only to applications (including inter
national applications designating the United States) 
filed on or after that date, see section 1000(a)(9) (title 
IV, §4508] of Pub. L. 106-113, as amended, set out as a 
note under section 10 of this title.

§ 285. Attorney fees
The court in exceptional cases may award rea

sonable attorney fees to the prevailing party.
(July 19, 1952, ch. 950, 66 Stat. 813.)

H i s t o r i c a l  a n d  R e v i s i o n  n o t e s

Based on Title 35, U.S.C., 1946 ed., §70, part (R.S. 4921, 
amended (1) Mar. 3, 1897, ch. 391, §6, 29 Stat. 694, (2) Feb. 
18, 1922, ch. 58, §8, 42 Stat. 392, (3) Aug. 1, 1946, ch. 726, 
§ 1. 60 Stat. 778).

This section is substantially the same as the cor
responding provision in R.S. 4921; “ in exceptional 
cases” has been added as expressing the intention of 
the present statute as shown by its legislative history 
and as interpreted by the courts.

§ 286. Time limitation on damages
Except as otherwise provided by law, no recov

ery shall be had for any infringement committed
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(b) N otice  to  t h e  Co u r t  of  A p p e a l s . The m ovant must prom pt
ly  n o tify  the circu it clerk  under Federal Rule o f A ppellate P roce 
dure 12.1 i f  the d istrict cou rt states that it  would grant the m o
tion  or that the m otion  raises a substantial issue.

(c) R e m a n d . The d istrict cou rt m ay decide the m otion  i f  the 
court o f  appeals rem ands for th at purpose.
(As added Mar. 26. 2009, eff. Dec. 1, 2009.)
Rule 63. Judge’s Inability to Proceed

If a judge conducting a hearing or trial is unable to  proceed, any 
other judge m ay proceed upon certify in g  fam iliarity  w ith the 
record and determ ining that the case m ay be com pleted  w ithout 
prejudice to the parties. In a hearing or a non jury trial, the suc
cessor judge m ust, at a p arty ’s request, recall any witness whose 
testim on y is m aterial and disputed and who is available to testify  
again w ithout undue burden. The successor judge m ay also recall 
any other witness.
(As amended Mar. 2, 1987, eff. Aug. 1, 1987; Apr. 30, 1991, eff. Dec. 
1, 1991; Apr. 30, 2007, eff. Dec. 1, 2007.)

TITLE  VIII. PROVISIONAL AND FINAL REMEDIES 
Rule 64. Seizing a Person or Property

(a) R e m e d ie s  Un d e r  S t a t e  L a w — In G e n e r a l . A t the com m en ce
m ent o f  and throughout an action , every rem edy is available that, 
under the law o f  the state where the cou rt is located , provides for 
seizing a person or property to  secure satisfaction  o f the potentia l 
judgm ent. But a federal statute governs to the extent it  applies.

(b) S pecific  K in d s  of  R e m e d ie s . The rem edies available under 
this rule include the fo llow in g—how ever designated and regardless 
o f whether state procedure requires an independent action :

• arrest;
• attachm ent;
• garnishm ent;
• replevin;
• sequestration; and
• other corresponding or equivalent rem edies.

(As am ended Apr. 30, 2007, eff. Dec. 1, 2007.)
Rule 65. Injunctions and Restraining Orders

(a) P r e l im in a r y  In ju n c t io n .
(1) Notice. The cou rt m ay issue a prelim inary in ju nction  on ly 

on n otice  to  the adverse party.
(2) Consolidating the Hearing with the Trial on the Merits. Be

fore or a fter beginning the hearing on a m otion  for a p relim i
nary in ju nction , the court m ay advance the trial on the m erits 
and consolidate it w ith the hearing. Even when con solidation  
is n ot ordered, evidence that is received on the m otion  and 
that would be adm issible at trial becom es part o f the trial 
record and need n ot be repeated at trial. But the cou rt m ust 
preserve any p arty ’s righ t to  a jury trial.

(b) T e m p o r a r y  R e s t r a in in g  Or d e r .
(1) Issuing Without Notice. The cou rt m ay issue a tem porary 

restrain ing order w ithout w ritten  or oral n otice  to the adverse 
party or its a ttorn ey  on ly  if:

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page186 of 211



SA-183

83 FE D ERA L RULES OF CIVIL PROCEDURE Rule 65

(A) specific facts in an affidav it or a verified com plain t 
clearly  show that im m ediate and irreparable in jury, loss, 
or damage will result to  the m ovant before the adverse 
party can be heard in opposition ; and

(B) the m ovan t’s a ttorn ey  certifies in w riting any efforts 
made to give n otice  and the reasons why it  should n ot be 
required.

(2) Contents; Expiration. E very tem porary restrain ing order 
issued w ithout n otice  m ust state the date and hour it  was is 
sued; describe the in jury and state why it  is irreparable; state 
why the order was issued w ithout n otice ; and be prom ptly filed 
in the c le rk ’s o ffice  and entered in the record. The order ex
pires at the tim e after entry—n ot to exceed 14 days—that the 
cou rt sets, unless before that tim e the court, for good  cause, 
extends it  for a like period or the adverse party consents to  a 
longer extension. The reasons for an extension m ust be en
tered in the record.

(3) Expediting the Preliminary-Injunction Hearing. If the order 
is issued w ithout n otice , the m otion  for a prelim inary in ju nc
tion  m ust be set for hearing at the earliest possible tim e, ta k 
ing precedence over all other m atters except hearings on older 
m atters o f the same character. At the hearing, the party who 
obtained the order m ust proceed with the m otion ; i f  the party 
does not, the cou rt m ust d issolve the order.

(4) Motion to Dissolve. On 2 days' n otice  to  the party who ob 
tained the order w ithout n otice— or on shorter n otice  set by 
the cou rt— the adverse party m ay appear and m ove to dissolve 
or m odify  the order. The cou rt m ust then hear and decide the 
m otion  as prom ptly  as justice  requires.

(c) Se c u r it y . The cou rt m ay issue a prelim inary in ju nction  or 
a tem porary restrain ing order on ly  i f  the m ovant gives security  in 
an am ount that the cou rt considers proper to pay the costs and 
dam ages sustained by any party found to  have been w rongfu lly  en
joined  or restrained. The United States, its officers, and its  agen
cies are n ot required to  give security.

(d) Co n t e n t s  an d  S cope  of E v e r y  I n ju n ctio n  an d  R e s t r a in in g  
Or d e r .

(1) Contents. E very order granting an in junction  and every 
restraining order m ust:

(A) state the reasons why it  issued;
(B) state its term s specifica lly ; and
(C) describe in reasonable detail—and n ot by referring to 

the com pla in t or other docum ent— the a ct or acts re
strained or required.

(2) Persons Bound. The order binds on ly  the fo llow in g who re
ceive actual n otice  o f it  by personal service or otherw ise:

(A) the parties;
(B) the parties ’ o fficers, agents, servants, em ployees, and 

attorneys; and
(C) other persons who are in active con cert or participa 

tion  w ith anyone described in Rule 65(d)(2)(A) or (B).
(e) Ot h er  L a w s  N ot  M o d if ie d . These rules do not m odify the 

follow ing:
(1) any federal statute relating to  tem porary restraining or

ders or prelim inary in junctions in actions a ffectin g  em ployer 
and em ployee;
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(2) 28 U.S.C. §2361, which relates to  prelim inary in junctions 
in actions o f interpleader or in the nature o f interpleader; or

(3) 28 U.S.C. §2284, which relates to  actions that m ust be 
heard and decided by a three-judge d istrict court.

(f) Co p y r ig h t  Im p o u n d m e n t . This rule applies to  copyrigh t-im - 
poundm ent proceedings.
(As am ended Dec. 27, 1946, eff. Mar. 19, 1948; Dec. 29, 1948, eff. Oct. 
20, 1949; Feb. 28, 1966, eff. Ju ly  1, 1966; Mar. 2, 1987, eff. Aug. 1, 1987; 
Apr. 23, 2001, eff. Dec. 1, 2001; Apr. 30, 2007, eff. Dec. 1, 2007; Mar. 
26, 2009, eff. Dec. 1, 2009.)
Rule 65.1. Proceedings Against a Surety

W henever these rules (including the Supplem ental Rules for A d
m ira lty  or M aritim e Claim s and Asset Forfeiture A ction s) require 
or a llow  a party to give security , and security  is given through a 
bond or other undertaking with one or m ore sureties, each surety 
subm its to the cou rt 's  ju risd iction  and irrevocably  appoints the 
cou rt clerk  as its agent for receiv ing service o f any papers that af
fect its lia b ility  on the bond or undertaking. The surety 's lia b ility  
m ay be enforced on m otion  w ithout an independent action . The 
m otion  and any n otice  that the cou rt orders m ay be served on the 
court clerk , who m ust prom ptly m ail a cop y  o f each to every sur
ety  whose address is known.
(As added Feb. 28, 1966, eff. Ju ly  1, 1966; am ended Mar. 2, 1987, eff. 
Aug. 1, 1987; Apr. 12, 2006, eff. Dec. 1, 2006; Apr. 30, 2007, eff. Dec. 
1, 2007.)
Rule 66. Receivers

These rules govern an a ction  in w hich the appointm ent o f a re
ceiver is sought or a receiver sues or is sued. But the practice in 
adm inistering an estate by a receiver or a sim ilar court-appointed  
o fficer m ust a ccord  w ith the h istorica l practice  in federal courts 
or w ith a loca l rule. An action  in which a receiver has been ap
pointed m ay be dism issed on ly  by cou rt order.
(As am ended Dec. 27, 1946, eff. Mar. 19, 1948; Dec. 29, 1948, eff. Oct. 
20, 1949; Apr. 30, 2007, eff. Dec. 1, 2007.)
Rule 67. Deposit into Court

(a) D e p o sit in g  P r o p e r t y . I f any part o f the re lie f sought is a 
m oney judgm ent or the d isposition  o f  a sum o f m oney or som e 
other deliverable thing, a party—on n otice  to  every other party 
and by leave o f court—m ay deposit w ith the cou rt all or part o f 
the m oney or thing, whether or n ot that party cla im s any o f it. 
The depositing party m ust deliver to  the clerk  a copy  o f  the order 
perm itting deposit.

(b) In v e s t in g  an d  W it h d r a w in g  F u n d s . M oney paid into cou rt 
under this rule m ust be deposited and withdrawn in accordance 
w ith 28 U.S.C. §§2041 and 2042 and any like statute. The m oney 
m ust be deposited in an interest-bearing accou n t or invested in a 
court-approved, interest-bearing instrum ent.
(As am ended Dec. 29, 1948, eff. Oct. 20, 1949; Apr. 28, 1983, eff. Aug. 
1, 1983; Apr. 30, 2007, eff. Dec. 1, 2007.)
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EDUCATION LAW 
TITLE VIII. THE PROFESSIONS 

ARTICLE 137. PHARMACY
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NY CLS Educ §  6816-a (2014)

§ 6816-a. When substitution is required

1. A pharmacist shall substitute a less expensive drug product containing the same active ingredients, dosage form 
and strength as the drug product prescribed, ordered or demanded, provided that the following conditions are met:

(a) The prescription is written on a form which meets the requirements o f  subdivision six o f  section sixty-eight 
hundred ten o f  this article and the prescriber does not prohibit substitution, or in the case o f oral prescriptions, the pre
server must expressly state whether substitution is to be permitted or prohibited. Any oral prescription that does not 
include such an express statement shall not be filled; and

(b) The substituted drug product is contained in the list o f drug products established pursuant to paragraph (o) o f 
subdivision one o f  section two hundred six o f  the public health law; and

(c) The pharmacist shall indicate on the label affixed to the immediate container in which the drug is sold or dis
pensed the name and strength o f the drug product and its manufacturer unless the prescriber specifically states other
wise. The pharmacist shall record on the prescription form the brand name or the name o f  the manufacturer o f  the drug 
product dispensed.

2. In the event a patient chooses to have a prescription filled by an out o f  state dispenser, the laws o f that state shall 
prevail.

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page189 of 211



SA-186

§ 63. General duties, NY EXEC § 63

McKinney's Consolidated Laws of New York Annotated 
Executive Law (Refs & Annos)

Chapter Eighteen. Of the Consolidated Laws 
Article 5. Department of Law (Refs & Annos)

McKinney's Executive Law § 63

§ 63. General duties

Effective: March 31, 2014 
Currentness

The attorney-general shall:

1. Prosecute and defend all actions and proceedings in which the state is interested, and have charge and control o f all the 
legal business o f  the departments and bureaus o f the state, or o f  any office thereof which requires the services o f  attorney or 
counsel, in order to protect the interest o f  the state, but this section shall not apply to any o f  the military department bureaus or 
military offices o f  the state. No action or proceeding affecting the property or interests o f the state shall be instituted, defended 
or conducted by any department, bureau, board, council, officer, agency or instrumentality o f  the state, without a notice to the 
attorney-general apprising him o f the said action or proceeding, the nature and purpose thereof, so that he may participate or 
join therein if in his opinion the interests o f  the state so warrant.

2. Whenever required by the governor, attend in person, or by one o f  his deputies, any term o f  the supreme court or appear 
before the grand jury thereof for the purpose o f  managing and conducting in such court or before such jury criminal actions 
or proceedings as shall be specified in such requirement; in which case the attorney-general or his deputy so attending shall 
exercise all the powers and perform all the duties in respect o f  such actions or proceedings, which the district attorney would 
otherwise be authorized or required to exercise or perform; and in any o f such actions or proceedings the district attorney shall 
only exercise such powers and perform such duties as arc required of him by the attorney-general or the deputy attorney-general 
so attending. In all such cases all expenses incurred by the attorney-general, including the salary or other compensation o f  all 
deputies employed, shall be a county charge.

3. Upon request o f  the governor, comptroller, secretary o f  state, commissioner o f transportation, superintendent o f financial 
services, commissioner o f  taxation and finance, commissioner o f  motor vehicles, or the state inspector general, or the head o f 
any other department, authority, division or agency o f  the state, investigate the alleged commission o f  any indictable offense 
or offenses in violation o f  the law which the officer making the request is especially required to execute or in relation to any 
matters connected with such department, and to prosecute the person or persons believed to have committed the same and any 
crime or offense arising out o f such investigation or prosecution or both, including but not limited to appearing before and 
presenting all such matters to a grand jury.

4. Cause all persons indicted for corrupting or attempting to corrupt any member or member-elect o f  the legislature, or the 
commissioner o f  general services, to be brought to trial.

5. When required by the comptroller or the superintendent o f  public works,1 prepare proper drafts for contracts, obligations 
and other instruments for the use o f  the state.
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6. Upon receipt thereof, pay into the treasury all moneys received by him for debts due or penalties forfeited to the people 
o f the state.

7. He may, on behalf o f the state, agree upon a case containing a statement o f  the facts and submit a controversy for decision 
to a court o f  record which would have jurisdiction o f  an action brought on the same case. He may agree that a referee, to be 
appointed in an action to which the state is a party, shall receive such compensation at such rate per day as the court in the order 
o f reference may specify. He may with the approval o f  the governor retain counsel to recover moneys or property belonging 
to the state, or to the possession o f  which the state is entitled, upon an agreement that such counsel shall receive reasonable 
compensation, to be fixed by the attorney-general, out o f  the property recovered, and not otherwise.

8. Whenever in his judgment the public interest requires it, the attorney-general may, with the approval o f  the governor, and 
when directed by the governor, shall, inquire into matters concerning the public peace, public safety and public justice. For such 
purpose he may, in his discretion, and without civil service examination, appoint and employ, and at pleasure remove, such 
deputies, officers and other persons as he deems necessary, determine their duties and, with the approval o f  the governor, fix 
their compensation. All appointments made pursuant to this subdivision shall be immediately reported to the governor, and shall 
not be reported to any other state officer or department. Payments o f  salaries and compensation o f officers and employees and 
o f the expenses o f  the inquiry shall be made out o f  funds provided by the legislature for such purposes, which shall be deposited 
in a bank or trust company in the names o f the governor and the attorney-general, payable only on the draft or check o f  the 
attorney-general, countersigned by the governor, and such disbursements shall be subject to no audit except by the governor and 
the attorney-general. The attorney-general, his deputy, or other officer, designated by him, is empowered to subpoena witnesses, 
compel their attendance, examine them under oath before himself or a magistrate and require that any books, records, documents 
or papers relevant or material to the inquiry be turned over to him for inspection, examination or audit, pursuant to the civil 
practice law and rules. If a person subpoenaed to attend upon such inquiry fails to obey the command o f  a subpoena without 
reasonable cause, or if a person in attendance upon such inquiry shall, without reasonable cause, refuse to be sworn or to be 
examined or to answer a question or to produce a book or paper, when ordered so to do by the officer conducting such inquiry, 
he shall be guilty o f a misdemeanor. It shall be the duty o f  all public officers, their deputies, assistants and subordinates, clerks 
and employees, and all other persons, to render and furnish to the attorney-general, his deputy or other designated officer, when 
requested, all information and assistance in their possession and within their power. Each deputy or other officer appointed or 
designated to conduct such inquiry shall make a weekly report in detail to the attorney-general, in form to be approved by the 
governor and the attorney-general, which report shall be in duplicate, one copy o f  which shall be forthwith, upon its receipt by 
the attorney-general, transmitted by him to the governor. Any officer participating in such inquiry and any person examined as 
a witness upon such inquiry who shall disclose to any person other than the governor or the attorney-general the name o f  any 
witness examined or any information obtained upon such inquiry, except as directed by the governor or the attorney-general, 
shall be guilty o f  a misdemeanor.

9. Bring and prosecute or defend upon request o f the industrial commissioner or the state division o f  human rights, any civil 
action or proceeding, the institution or defense o f which in his judgment is necessary for effective enforcement o f  the laws 
o f this state against discrimination by reason o f age, race, creed, color or national origin, or for enforcement o f  any order or 
determination o f such commissioner or division made pursuant to such laws.

10. Prosecute every person charged with the commission o f  a criminal offense in violation o f any o f  the laws o f this state against 
discrimination because o f  race, creed, color, or national origin, in any case where in his judgment, because o f the extent o f the 
offense, such prosecution cannot be effectively carried on by the district attorney o f the county wherein the offense or a portion 
thereof is alleged to have been committed, or where in his judgment the district attorney has erroneously failed or refused to
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prosecute. In all such proceedings, the attorney-general may appear in person or by his deputy or assistant before any court or 
any grand jury and exercise all the powers and perform all the duties in respect o f  such actions or proceedings which the district 
attorney would otherwise be authorized or required to exercise or perform.

11. Prosecute and defend all actions and proceedings in connection with safeguarding and enforcing the state's remainder interest 
in any trust which meets the requirements o f  subparagraph two o f  paragraph (b) o f  subdivision two o f  section three hundred 
sixty-six o f  the social services law.

12. Whenever any person shall engage in repeated fraudulent or illegal acts or otherwise demonstrate persistent fraud or illegality 
in the carrying on, conducting or transaction o f  business, the attorney general may apply, in the name o f  the people o f  the state 
o f New York, to the supreme court o f  the state o f  New York, on notice o f  five days, for an order enjoining the continuance 
o f such business activity or o f  any fraudulent or illegal acts, directing restitution and damages and, in an appropriate case,

3cancelling any certificate filed under and by virtue o f  the provisions o f  section four hundred forty o f  the former penal law 
or section one hundred thirty o f  the general business law, and the court may award the relief applied for or so much thereof as 
it may deem proper. The word “ fraud” or “ fraudulent” as used herein shall include any device, scheme or artifice to defraud 
and any deception, misrepresentation, concealment, suppression, false pretense, false promise or unconscionable contractual 
provisions. The term “ persistent fraud” or “ illegality” as used herein shall include continuance or carrying on o f  any fraudulent 
or illegal act or conduct. The term “repeated” as used herein shall include repetition o f  any separate and distinct fraudulent or 
illegal act, or conduct which affects more than one person. Notwithstanding any law to the contrary, all monies recovered or 
obtained under this subdivision by a state agency or state official or employee acting in their official capacity shall be subject 
to subdivision eleven o f section four o f the state finance law.

In connection with any such application, the attorney general is authorized to take proof and make a determination o f  the relevant 
facts and to issue subpoenas in accordance with the civil practice law and rules. Such authorization shall not abate or terminate 
by reason o f  any action or proceeding brought by the attorney general under this section.

13. Prosecute any person for perjury committed during the course o f  any investigation conducted by the attorney-general 
pursuant to statute. In all such proceedings, the attorney-general may appear in person or by his deputy or assistant before any 
court or any grand jury and exercise all the powers and perform all the duties necessary or required to be exercised or performed 
in prosecuting any such person for such offense.

15. 4 In any case where the attorney general has authority to institute a civil action or proceeding in connection with the 
enforcement o f  a law o f  this state, in lieu thereof he may accept an assurance o f  discontinuance o f  any act or practice in violation 
o f such law from any person engaged or who has engaged in such act or practice. Such assurance may include a stipulation 
for the voluntary payment by the alleged violator o f  the reasonable costs and disbursements incurred by the attorney general 
during the course o f his investigation. Evidence o f  a violation o f such assurance shall constitute prima facie proof o f  violation 
o f the applicable law in any civil action or proceeding thereafter commenced by the attorney general.

16. (a) Notwithstanding any other law to the contrary, in resolving, by agreed judgment, stipulation, decree, agreement to settle, 
assurance o f  discontinuance or otherwise, any claim or cause o f  action, whether filed or unfilcd, actual or potential, and whether 
arising under common law, equity, or any provision o f  law, a state agency or a state official or employee acting in their official 
capacity shall not have the authority to include or agree to include in such resolution any term or condition that would provide 
the state agency, official, or employee, their agent or designee, the settling party, or any third party with control or discretion 
over how any moneys to be paid by the settling party would be used, spent, or allocated.
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(b) Paragraph (a) o f  this subdivision shall not apply to any provision in the resolution o f  a claim or cause o f  action providing (1) 
moneys to be distributed to the federal government, to a local government, or to any holder o f  a bond or other debt instrument 
issued by the state, any public authority, or any public benefit corporation; (2) moneys to be distributed solely or exclusively 
as a payment o f  damages or restitution to individuals or entities that were specifically injured or harmed by the defendant's or 
settling party's conduct and that are identified in, or can be identified by the terms of, the relevant judgment, stipulation, decree, 
agreement to settle, assurance o f  discontinuance, or relevant instrument resolving the claim or cause o f  action; (3) moneys 
recovered or obtained by the attorney general where application of paragraph (a) o f this subdivision is prohibited by federal 
law, rule, or regulation, or would result in the reduction or loss o f  federal funds or eligibility for federal benefits pursuant 
to federal law, rule, or regulation; (4) moneys recovered or obtained by or on behalf o f  a public authority, a public benefit 
corporation, the department o f  taxation and finance, the workers' compensation board, the New York state higher education 
services corporation, the tobacco settlement financing corporation, a state or local retirement system, an employee health benefit 
program administered by the New York state department o f  civil service, the Title IV-D child support fund, the lottery prize 
fund, the abandoned property fund, or an endowment o f  the state university o f  New York or any unit thereof or any state 
agency, provided that all o f the moneys received or recovered are immediately transferred to the relevant public authority, 
public benefit corporation, department, fund, program, or endowment; (5) moneys to be refunded to an individual or entity as
(i) an overpayment o f  a tax, fine, penalty, fee, insurance premium, loan payment, charge or surcharge; (ii) a return o f  seized 
assets; or (iii) a payment made in error; and (6) moneys to be used to prevent, abate, restore, mitigate or control any identifiable 
instance o f  prior or ongoing water, land or air pollution.

(c) Where an agreed judgment, stipulation, decree, agreement to settle, assurance o f  discontinuance or other legal instrument 
resolves (1) any claim or any cause o f action asserted by a state agency or a state official or employee acting in their official 
capacity and (2) any claim or cause o f action asserted by one or more foreign jurisdictions or third parties, paragraph (a) o f this 
subdivision shall only apply to the resolution o f the claim or cause o f  action asserted by the state agency, official, or employee.

Credits
(L. 1951, c. 800. Amended L. 1954, c. 698, § 2; L. 1955, c. 586; L. 1956, cc. 1 18, 592; L. 1958, cc. 35, 84, 175; L. 1959, c. 242; 
L. 1962, c. 60, § 12; L.1962, c. 165, § 3; L.1962, c. 310, §§ 129, 130; L.1962, cc. 562, 743; L.1963, c. 589; L.1965, cc. 666, 
790; L. 1967, c. 680, § 33; L. 1968, e. 420, § 103; L. 1969, c. 359, § 1; L. 1969, c. 814; L. 1970, e. 44; L. 1975, e. 115, § 1; L. 1977, 
c.451, § 5; L.1977, c. 539, § 1; L.1981, c. 476, § 1; L. 1982, c. 656, § 1; L. 1985, c. 86, § l;L .1988,c. 108,§ 1; L. 1994, c. 170, 
§ 455; L.2005, c. 766, § 29, eff. Jan. 13, 2006; L.2011, c. 62, pt. A, § 104, eff. Oct. 3, 2011; L.2012, c. 155, § 49, eff. July 18, 
2012; L.2014, c. 55, pt. HH, §§ 3, 4, eff. March 31, 2014.)

Notes o f Decisions (364)

Footnotes
1 Now commissioner of transportation. See Transportation Law § 267.
2 Now commissioner of labor. See Labor Law § 10.
3 Now General Business Law § 130.
4 So in original. There is no subd. 14.
McKinney's Executive Law § 63, NY EXEC § 63
Current through L.2014, chapters 1 to 504, 506 to 508, 510 to 523, 525 to 533, 535, 538, 540, 543.
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McKinney's Consolidated Laws of New York Annotated 
Public Health Law (Refs & Annos)

Chapter 45. O f the Consolidated Laws (Refs & Annos)
Article 2. The Department of Health 

Title I. Officers and Employees

McKinney's Public Health Law § 206

§ 206. Commissioner; general powers and duties

Effective: July 22, 2014 
Currentness

1. The commissioner shall:

(a) take cognizance o f  the interests o f  health and life o f  the people o f  the state, and o f  all matters pertaining thereto and exercise 
the functions, powers and duties o f the department prescribed by law;

(b) exercise general supervision over the work o f  all local boards o f  health and health officers, unless otherwise provided by law;

(c) exercise general supervision and control o f the medical treatment o f  patients in the state institutions, public health centers 
and clinics in the department;

(d) investigate the causes o f  disease, epidemics, the sources o f  mortality, and the effect o f localities, employments and other 
conditions, upon the public health;

(e) obtain, collect and preserve such information relating to marriage, birth, mortality, disease and health as may be useful in 
the discharge o f  his duties or may contribute to the promotion o f  health or the security o f  life in the state; establish rules and 
regulations for the determination o f asymptomatic conditions including, but not limited to RH sensitivity, anemia, sickle cell 
anemia, cooley's anemia and venereal disease;

(f) enforce the public health law, the sanitary code and the provisions o f the medical assistance program, or its successor, 
pursuant to titles eleven, eleven-A and eleven-B o f the social services law, as amended by this chapter;

(g) cause to be made from time to time examinations and inspections o f  the sanitary conditions o f  each state institution and 
transmit copies o f  the reports and recommendations thereon to the head o f  the state department having jurisdiction over the 
institution examined;

(h) cause to be made from time to time, examinations and inspections o f  all labor camps and enforce the provisions o f  the 
sanitary code relating thereto;
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(i) cause to be made, from time to time, examinations and inspections o f  all Indian reservations, and enforce all provisions o f 
the sanitary code relating thereto.

(j) cause to be made such scientific studies and research which have for their purpose the reduction o f  morbidity and mortality 
and the improvement o f  the quality o f medical care through the conduction o f medical audits within the state. In conducting 
such studies and research, the commissioner is authorized to receive reports on forms prepared by him and the furnishing o f
such information to the commissioner, or his authorized representatives, shall not subject any person, hospital, sanitarium, rest
home, nursing home, or other person or agency furnishing such information to any action for damages or other relief. Such 
information when received by the commissioner, or his authorized representatives, shall be kept confidential and shall be used 
solely for the purposes o f medical or scientific research or the improvement o f  the quality o f medical care through the conduction 
o f medical audits. Such information shall not be admissible as evidence in any action o f  any kind in any court or before any 
other tribunal, board, agency, or person.

(k) notwithstanding any other provision o f law, with the advice and assistance o f  the commissioner o f agriculture and markets, 
establish rules and regulations to require such treatment o f  food or food products, including the addition or removal o f  specific 
substances, as may be necessary for the protection o f  the public health against the hazards o f  ionizing radiation.

(1) establish and operate such adult and child immunization programs as arc necessary to prevent or minimize the spread o f 
disease and to protect the public health. Such programs may include the purchase and distribution o f vaccines to providers and 
municipalities, the operation o f  public immunization programs, quality assurance for immunization related activities and other 
immunization related activities. The commissioner may promulgate such regulations as are necessary for the implementation 
o f this paragraph. Nothing in this paragraph shall authorize mandatory immunization o f  adults or children, except as provided 
in sections twenty-one hundred sixty-four and twenty-one hundred sixty-five o f  this chapter.

(m) make such rules and regulations which may be necessary to require pre-employment physical examination and thereafter 
require such annual examinations o f  all hospital employees for discovery o f  tuberculosis and other communicable diseases as 
he deems necessary for the safety and well being o f the people o f  the state.

(n) by rule and regulation establish criteria for identification o f areas and conditions involving high risk o f lead poisoning, 
specify methods o f  detection o f  lead in dwellings, provide for the administration o f  prescribed tests for lead poisoning and the 
recording and reporting o f  the results thereof, and provide for professional and public education, as may be necessary for the 
protection o f  the public health against the hazards o f lead poisoning.

(0) establish and publish a list o f  drug products, each o f  which shall meet the following conditions:

(1) The drug product has been certified or approved by the commissioner o f  the Federal Food and Drug Administration as 
being safe and effective for its labeled indications for use, and a new-drug application or an abbreviated ncw-drug application

approved pursuant to the Federal Food, Drug, and Cosmetic Act 1 is held for such drug product; and

(2) The commissioner o f  the Federal Food and Drug Administration has evaluated such drug product as pharmaceutically 
and therapeutically equivalent and has listed such drug product on the list o f approved drugs products with the therapeutic 
equivalence evaluations, provided, however, that the list prepared by the commissioner shall not include any drug product which
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the commissioner o f  the Federal Food and Drug Administration has identified as having an actual or potential biocquivalence 
problem.

(p) promulgate rules and regulations establishing procedures to be used in implementing the provisions o f  article thirteen-E o f 
this chapter as limited by section thirteen hundred ninety-nine-x o f  article thirteen-E o f  this chapter. Such rules and regulations 
shall include, but not be limited to, such matters as may be required to ensure that the established procedures thereunder shall 
at least be in compliance with the relevant provisions o f the code o f  fair procedure set forth in section seventy-three o f  the 
civil rights law.

(q) have the authority to carry out the provisions o f  section one hundred seventy-seven-a o f the navigation law.

(r) [Paragraph (r) as added by L. 1997, c. 187. See, also, par. (r), below.] shall prepare for publication, and cause to be distributed 
by general hospitals to patients upon inpatient admission, a booklet containing the information and materials required to be 
distributed to patients pursuant to this chapter and federal law. Where reasonable and appropriate, the booklet may summarize 
or describe information and materials required to be distributed to the patient, and how they may be obtained. The commissioner 
shall prepare and distribute to general hospitals physical, electronic or other materials from which the booklet can be produced. 
The commissioner shall revise and update such prepared booklet on a timely basis to reflect any changes in patient information 
and materials required to be distributed pursuant to law.

(r) [Paragraph (r) as added by L. 1997, c. 443. See, also, par. (r), above.] by rule and regulation, establish standards necessary 
and appropriate for the implementation o f  item (ii) o f  clause (a) o f  section three hundred twcnty-two-c o f the general business 
law. Such rules and regulations shall be approved by the New York state fire prevention and building code council.

(s) issue a readiness report to the legislature, detailing the status o f  the statewide health benefit exchange, state enrollment 
center, and state Medicaid enrollment center established under executive order number forty-two o f  two thousand twelve, by 
August thirtieth, two thousand thirteen. The readiness report may be provided in electronic format and shall be distributed to 
the temporary president o f the senate, the speaker o f the assembly, the chair o f  the senate standing committee on health, and the 
chair o f  the assembly health committee. The readiness report shall outline the progress and preparedness o f  the health benefit 
exchange, state enrollment center, and state Medicaid enrollment center and detail how the exchange, state enrollment center, 
and state Medicaid enrollment center will carry out their respective functions including but not limited to:

(i) the process by which the health benefit exchange, state enrollment center, and state Medicaid enrollment center will begin 
accepting applications on October first, two thousand thirteen;

(ii) the process by which the health benefit exchange, state enrollment center, and state Medicaid enrollment center will certify 
qualified health plans;

(iii) the anticipated cost o f individual and small group plans being offered in the health benefit exchange;

(iv) the number o f  navigators approved;

(v) the plan for full operation by January first, two thousand fourteen; and
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(vi) the plan to become fiscally self-sustaining by January first, two thousand fifteen.

(t) The department shall submit as part o f  its annual report prepared pursuant to section one hundred sixty-four o f the 
executive law, which may be submitted in electronic format, comprehensive information including, but not limited to, a detailed 
description o f  the department's mission, priorities and goals for the upcoming year, achievements o f the past year, and any 
relevant data and statistics.

(u) The commissioner shall provide a written or electronic copy o f  any state plan amendment submitted to the centers for 
Medicare and Medicaid services to the chair o f  the senate standing committee on health and the chair o f  the assembly health 
committee, no later than five business days from the date o f  mailing or submission.

2. The commissioner and any person authorized by him so to do, may, without fee or hindrance, enter, examine and survey all 
grounds, erections, vehicles, structures, apartments, buildings and places.

3. The commissioner may, on behalf and in the interest o f  the health o f  the people o f  the state enter into such contracts or 
agreements with individuals, colleges, universities, associations, corporations, municipalities and other units o f  government as 
may be deemed necessary and advisable to carry out the general intent and purposes o f the public health law and the sanitary 
code. Such contracts may provide for payment by the state, within the limit o f  funds available, for materials, equipment or 
services.

4. The commissioner may:

(a) issue subpoenas, compel the attendance o f  witnesses and compel them to testify in any matter or proceeding before him, 
and may also require a witness to attend and give testimony in a county where he resides or has a place o f business without 
the payment o f  any fees;

(b) annul or modify an order, regulation, by-law or ordinance o f  a local board o f  health concerning a matter which in his 
judgment affects the public health beyond the territory over which such local board o f  health has jurisdiction;

(c) assess any penalty prescribed for a violation o f  or a failure to comply with any term or provision o f this chapter or o f any 
lawful notice, order or regulation pursuant thereto, not exceeding two thousand dollars for every such violation or failure, which 
penalty may be assessed after a hearing or an opportunity to be heard;

(d) assess civil penalties against a public water system which provides water to the public for human consumption through pipes 
or other constructed conveyances, as further defined in the state sanitary code or, in the case o f  mass gatherings, the person 
who holds or promotes the mass gathering as defined in subdivision five o f  section two hundred twenty-five o f this article not 
to exceed twenty-five thousand dollars per day, for each violation o f  or failure to comply with any term or provision o f  the 
state sanitary code as it relates to public water systems that serve a population o f  five thousand or more persons or any mass 
gatherings, which penalty may be assessed after a hearing or an opportunity to be heard.
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5. Subject to the provisions o f the state finance law, the commissioner is authorized to take, and administer for the state any 
grant, gift or bequest to be applied, principal or income or both, for the purposes specified in such grant, to the maintenance 
and use o f any hospital, institution or service in the department.

6. The commissioner may enter into contracts:

(a) with corporations duly licensed in the state o f  New York to transact the business o f accident and health insurance to provide 
to sick and disabled persons insured by them such home care, including nursing and other paramedical services (excluding 
physicians' services) as may be needed by them;

(b) with hospital service corporations organized and operating in accordance with article forty-three o f  the insurance law to 
provide to their subscribers nursing service and such other paramedical services as would have been available in a hospital 
(excluding physicians' services) at rates which shall prior to payment be approved as to reasonableness by the superintendent 
o f financial services;

(c) with any municipal corporation or local, state or federal agency to provide such home care, including nursing and other 
paramedical services (excluding physicians' services) as may be needed by sick and disabled persons;

(d) with medical expense indemnity corporations organized and operating in accordance with article forty-three o f the insurance 
law to provide their subscribers with such home care, including nursing and other paramedical services, as may be needed by 
them at rates which shall prior to payment be approved as to reasonableness by the superintendent o f financial services; and

(e) with any non-profit corporation, agency or association established for the purpose o f  improvement o f health services or for 
the purpose o f  providing home care for sick and disabled persons, including nursing and other paramedical services (excluding 
physicians' services) as may be needed by such persons.

Such services may be provided by the state health commissioner by subcontract with a city or county rendering nursing and other 
paramedical services or any non-profit corporation, agency or association established for the purpose o f the improvement o f 
health services or for the purpose o f  providing home care for sick and disabled persons including nursing and other paramedical 
services (excluding physicians' services).

The state health commissioner shall establish the fees to be charged for such services to be rendered pursuant to such contracts 
and, upon receipt o f such fees, shall remit the same to the comptroller.

7. The commissioner may establish fees for nursing and other paramedical services (excluding physicians' services) rendered 
to people sick at home.

Such services may be provided by the state health commissioner or by subcontract with a city or county rendering nursing and 
other paramedical services or any non-profit corporation, agency, or association established for the purpose o f  the improvement 
o f health services or for the purpose o f  providing home carc for sick and disabled persons including nursing and other 
paramedical services (excluding physicians' services).

Next © 2014 Thomson Reuters. No claim to original U.S. Government Works. 5

Case 14-4624, Document 108-2, 01/08/2015, 1411384, Page198 of 211



SA-195

§ 206. Commissioner; general powers and duties, NY PUB HEALTH § 206

8. Whenever, in this chapter, the commissioner is empowered to or charged with the responsibility to do or perform any act, he 
may deputize in writing any officer or employee in the department to do or perform the act in his place and stead.

9. The commissioner may deputize in writing any local health officer to do or perform in his place and stead those duties and 
responsibilities charged upon the commissioner by paragraphs (d), (g), (h) and (i) o f  subdivision one o f  this section, those duties 
o f inspection and enforcement charged upon the commissioner by paragraph f  o f  subdivision three o f section six thousand 
five hundred fifty-eight o f  the education law and those duties o f  inspection and supervision charged upon the department by 
paragraphs (m), (n), (r) and (s) o f subdivision one o f section two hundred one of this chapter; provided, however, in the city o f 
New York such deputization shall be subject to the prior approval o f  the mayor o f  such city.

10. The commissioner, with the approval o f the state director o f  the budget, shall establish and promulgate a schedule o f 
proportional shares for cost sharing under subdivision one o f  section three hundred sixty-nine-d o f  the social services law. 
In developing such a schedule, the commissioner shall take into consideration various options available for obtaining health 
care services, the availability o f such services, and the impact o f cost sharing on prudent utilization and efficient provision o f 
services without undue barriers to care for persons eligible for assistance under the catastrophic health care expense program 
established by section three hundred sixty-nine-c o f  the social services law.

11. The commissioner shall cooperate with the commissioner o f  the state department o f  environmental conservation, district 
attorneys and the department o f  law in providing assistance in the investigation and prosecutions o f  violations o f article twenty- 
seven o f  the environmental conservation law.

12. [See L. 1983, c. 83 legislation note.] (a) The commissioner shall establish and assess a regulatory assessment fee which will 
be charged to providers o f  health-care services regulated by the department under the provisions o f  articles twenty-eight, thirty- 
six and forty-four o f this chapter, including health maintenance organizations established pursuant to article forty-three o f  the 
insurance law. The level o f such regulatory fees shall be sufficient to recover the costs related to regulating such providers and 
costs related to the establishment and auditing o f  rates o f  reimbursement for the state fiscal year ending during the annual period 
in which such fee shall be assessed. Such costs will be certified by the director o f  the budget to the commissioner and shall 
include direct and indirect costs. The commissioner, subject to the approval o f  the director o f  the budget, shall develop a means 
o f distributing the assessment o f  such a fee among the affected health-care providers based upon each provider's proportionate 
share o f  the sum o f  total costs and revenues reported for all such providers. For the purposes o f  this section, the sum o f  total 
costs and revenues shall be calculated by including, for the most recent annual period for which certified data is available, total 
reported costs o f  a facility except that amounts included for general hospital outpatient and emergency services and treatment 
or diagnostic center services shall be based upon reported, or in its absence, estimated revenues, and costs included for article 
forty-four providers, and article forty-three providers o f  the insurance law shall exclude costs associated with the purchase o f 
inpatient services.

(b) The fees assessed pursuant to this subdivision shall be deemed allowable operating costs in the determination o f 
reimbursement rates and charges established pursuant to articles twenty-eight, thirty-six and forty-four o f this chapter and article 
forty-three o f  the insurance law. The costs incurred for this purpose during a given rate year shall be included in the respective 
reimbursement rates for each such year. Charges established pursuant to subdivisions six and thirteen o f  section twenty-eight 
hundred seven-a o f this chapter shall also be permitted to increase to include the annual costs associated with the assessment 
o f such fee. The cost o f  such fee shall not be subject to reimbursement ceilings or other penalties used by the commissioner 
for the purpose o f establishing rates o f reimbursement pursuant to articles twenty-eight, thirty-six and forty-four o f  this chapter 
and article forty-three o f  the insurance law. Whenever an adjustment in such fees is made, reimbursement rates shall also be 
adjusted to include the increase or decrease in costs associated with such assessment fee.
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(c) There is hereby created and established in the joint custody o f  the comptroller and the commissioner o f  taxation and finance 
an account to be known as the health care regulatory account. Notwithstanding section one hundred twenty-one o f  the state 
finance law or any other law to the contrary, the commissioner shall pay to the state treasurer for deposit into such account any 
revenues received from the regulatory fee or amounts withheld pursuant to paragraph (d) o f  this subdivision. The commissioner 
shall establish by regulation a schedule o f  payments which to the extent practicable shall reflect the timeliness o f  reimbursement 
received by providers for the cost o f  such fee and define timely payments o f the regulatory assessment fee for the purposes 
o f implementing paragraph (d) o f  this subdivision. Payments established pursuant to this paragraph shall not be due until 
reimbursement rates established pursuant to articles twenty-eight, thirty-six and forty-four o f  this chapter and article forty- 
three o f  the insurance law are adjusted to include the annual cost o f such fee. The fee may be adjusted by the commissioner 
at any time, but in no event shall the fees exceed the amount appropriated for transfer to the general fund from the health care 
regulatory account.

(d) Upon receipt o f  notification from the commissioner or the director o f  the budget, the comptroller or a fiscal intermediary 
designated by the director o f  the budget shall withhold from the amount o f any payment to be made by the state to a provider 
enumerated in paragraph (a) o f  this subdivision the amount o f such arrearage resulting from such provider's failure to make 
a timely payment o f  the regulatory assessment fee in accordance with the schedule promulgated by the commissioner. Upon 
withholding such amount, the comptroller or a designated fiscal intermediary shall pay the commissioner such amount withheld.

13. [See L. 1983, c. 83 legislation note.] (a) The commissioner shall establish and assess a fee which will be charged to providers 
o f health-care services regulated by the department under the provisions o f  articles twenty-eight, thirty-six and forty-four o f  this 
chapter, including health maintenance organizations established pursuant to article forty-three o f  the insurance law. The level 
o f such fee shall be sufficient to recover the costs o f  making grants to health systems agencies and to match other contributions 
pursuant to subdivision (g) o f  section two thousand nine hundred four-b o f this chapter (the health systems agency fee). The 
commissioner, subject to the approval o f  the director o f the budget, shall develop a means o f distributing the assessment o f 
the fee among the affected health-care providers based upon each provider's proportionate share o f  the sum o f  total costs and 
revenues reported for all such providers. For the purposes o f  this section, the sum o f  total costs and revenues shall be calculated 
by including, for the most recent annual period for which certified data is available, total reported costs o f a facility except that 
amounts included for general hospital outpatient and emergency services and treatment or diagnostic center services shall be 
based upon reported, or in its absence estimated revenues, and costs included for article forty-four providers and article forty- 
three providers o f  the insurance law, shall exclude costs associated with the purchase o f  inpatient services. The fee shall not 
exceed one-tenth o f  one percent o f  the total costs or revenues reported by such provider. There is hereby created and established 
in the joint custody o f the comptroller and the commissioner o f  taxation and finance an account to be known as the health 
systems agency account. Notwithstanding section one hundred twenty-one o f  the state finance law, or any other law to the 
contrary, the commissioner shall pay to the state treasurer for deposit into such account any revenues received from the health 
systems agency fees or amounts withheld pursuant to paragraph (c) o f  this subdivision for health systems agency fee obligations 
into the health systems agency account. The monies deposited to the health systems agency account shall be used to make 
grants to health systems agencies pursuant to subdivision (f) o f  section twenty-nine hundred four-b o f  this chapter and to match 
contributions pursuant to subdivision (g) o f  section two thousand nine hundred four-b o f  this chapter. The commissioner shall 
establish by regulation a schedule o f payments which to the extent practicable shall reflect the timeliness o f  reimbursement 
received by providers for the cost o f  such fee and a definition o f  timely payments for the purposes o f  implementing paragraph
(e) o f  this subdivision. No payment shall be due until reimbursement rates established pursuant to articles twenty-eight, thirty- 
six and forty-four o f this chapter and article forty-three o f  the insurance law are adjusted to include the costs o f  the fee. The fee 
may be adjusted by the commissioner at any time, but in no event shall the fees exceed the limitation set forth in this paragraph.
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(b) The fees assessed pursuant to this subdivision shall be deemed allowable operating costs in the determination o f 
reimbursement rates and charges established pursuant to articles twenty-eight, thirty-six and forty-four o f this chapter and article 
forty-three o f  the insurance law. The costs incurred for this purpose during a given rate year shall be included in the respective 
reimbursement rates for each such year. Charges established pursuant to subdivisions six and thirteen o f  section twenty-eight 
hundred seven-a o f this chapter shall also be permitted to increase to include the annual costs associated with the assessment 
o f such fee. The cost o f  such fee shall not be subject to reimbursement ceilings or other penalties used by the commissioner 
for the purpose o f establishing rates o f reimbursement pursuant to articles twenty-eight, thirty-six and forty-four o f  this chapter 
and article forty-three o f  the insurance law. Whenever an adjustment in such fees is made, reimbursement rates shall also be 
adjusted to include the increase or decrease in costs associated with such fee.

(c) Upon receipt o f  notification from the commissioner or the director o f  the budget, the comptroller or a fiscal intermediary 
designated by the director o f  the budget shall withhold from the amount o f  any payment to be made by the state to a provider 
enumerated in paragraph (a) o f this subdivision the amount o f such arrearage resulting from such provider's failure to make a 
timely payment o f  the fee in accordance with the schedule promulgated by the commissioner. Upon withholding such amount, 
the comptroller or a designated fiscal intermediary shall pay the commissioner such amount withheld.

14. (a) Notwithstanding section one hundred twelve o f  the state finance law or any other provision o f law to the contrary, the 
commissioner is authorized to establish a plan for the collection and disbursement o f  clinical practice income resulting from 
the clinical practice o f  licensed health professionals employed by Roswell Park Cancer Institute.

(b) For the purposes o f  this subdivision the following words shall have the following meanings:

(i) “ clinical practice” means providing all forms o f medical and health care, including patient consultations, and performing 
clinical investigation involving patients, at or through Roswell Park Cancer Institute, for which acts a fee for professional 
service is customarily charged.

(ii) “clinical practice income” means the income from fees for services o f  licensed health professionals rendered in connection 
with clinical practice.

(iii) “clinical practice plan” means a facility-based plan established to provide for the management, including collection and 
disbursement, o f clinical practice income, subject to direction by a facility-based governing board.

(c) The commissioner is authorized to promulgate such rules and regulations as may be necessary to implement the provisions 
o f this subdivision. Such rules shall include, but not be limited to, criteria for participation in the clinical practice plan, including 
who contributes and who may receive income from the plan, the purposes for which such income may be disbursed, the 
maximum allowable compensation, the fringe benefits provided by the plan, provision for an accounting system for recording 
all receipts and disbursements o f  fees received, and provision for fiscal reports to the commissioner and an annual audit o f  such 
accounts by the state and/or an independent auditor.

Notwithstanding any law, rule or regulation to the contrary, the commissioner may determine the fringe benefits to be provided 
to the clinical practice plan members from clinical practice income and may authorize the expenditure o f  clinical practice income 
for this purpose or to supplement fringe benefits provided from state appropriations.
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(d) Any clinical practice plan established pursuant to this subdivision shall not restrict the authority o f the comptroller in 
paragraph (c) o f  subdivision two o f  section four hundred nine o f  this chapter to maintain at all times on deposit in the department 
o f health income fund established pursuant to section four hundred nine o f this chapter the aggregate amount o f  money needed 
by the department during six calendar months to comply in full with all obligations o f  the department under the terms o f  every 
lease, sublease, or agreement o f the department with the dormitory authority which is then in effect.

(e) Employees with a faculty appointment participating in a clinical practice plan at Roswell Park Cancer Institute established 
pursuant to subdivision fourteen o f  section two hundred six o f  this chapter who are eligible to participate in the New York 
state employees' retirement system may elect, within ninety days o f  becoming eligible to participate in such system, in lieu o f 
participating in such system, to participate in the optional retirement program available to employees o f  the state university 
o f New York pursuant to article eight-B o f  the education law, subject to the terms and conditions o f  that article and to the 
provisions o f  the retirement and social security law.

15. [As added by L. 1993, c. 267. See, also, subds. 15 below.] Notwithstanding any other provision o f law to the contrary, the 
commissioner is authorized to establish a statewide in-line skate, skate board, and bicycle helmet public education and awareness 
program and a statewide in-line skate, skate board, and bicycle helmet distribution program. The purpose o f  the statewide in
line skate, skate board, and bicycle helmet public education and awareness program is to provide a plan for the coordination o f 
county, city, town and village efforts to reduce in-line skate, skate board, and bicycle related injuries and fatalities. The purpose 
o f the statewide in-line skate, skate board, and bicycle helmet distribution program is to provide a plan for the coordination o f 
county, city, town and village efforts to distribute helmets to persons who can demonstrate an economic hardship that precludes 
them from purchasing such helmet. The commissioner shall make all necessary efforts to ensure that an in-line skate, skate 
board, and bicycle helmet distribution program is instituted in each county o f  the state. The commissioner is authorized to 
promulgate such rules and regulations as may be necessary to implement the provisions o f this subdivision.

15. [As added by L.1993, c. 432. See, also, subds. 15 above and below.] (a) The commissioner shall promulgate rules and 
regulations which establish:

(i) procedures to review and approve rape crisis programs that provide training to rape crisis counselors as defined in section 
four thousand five hundred ten o f  the civil practice law and rules;

(ii) minimum training standards for rape crisis counselors;

(iii) procedures to enable approved rape crisis programs to certify current and future rape crisis counselors, including volunteer 
counselors, provided such rape crisis counselors have met the minimum training standards as set forth in this subdivision; and

(iv) procedures to periodically review approved training programs to assure they continue to satisfy established standards.

(b) Rape crisis programs approved by the commissioner shall provide training programs consisting o f  at least thirty hours o f 
pre-service training and within the first year o f  service at least ten hours o f in-service training for rape crisis counselors. This 
training shall include but not be limited to, instruction on the following:

(i) the dynamics o f  sexual offenses, sexual abuses or incest;
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(ii) crisis intervention techniques;

(iii) client-counselor confidentiality requirements;

(iv) communication skills and intervention techniques;

(v) an overview o f the state criminal justice system;

(vi) an update and review o f state laws on sexual offenses, sexual abuse or incest;

(vii) the availability o f  state and community resources for clients;

(viii) working with a diverse population;

(ix) an overview o f child abuse and maltreatment identification and reporting responsibilities; and

(x) information on the availability o f  medical and legal assistance for such clients.

(c) The department shall provide technical assistance to approved rape crisis programs to implement training programs in 
accordance with the minimum standards set forth in this subdivision.

15. [As added by L.1993, c. 731. Expired June 30, 1996, pursuant to L.1993, c. 731, § 76(1). See, also, subds. 15, above.] The 
commissioner is authorized to make grants and enter into contracts, as recommended by the state task force on clinical practice 
guidelines and medical technology assessment established pursuant to section twenty-eight hundred four-a o f this chapter, for 
research and/or projects to promote the identification, evaluation, development and/or application o f  clinical practice guidelines 
and appropriate use o f  medical technology, but in no way to direct or mandate the use o f such guidelines or technology, to the 
extent o f funds available therefor from the commissioner's priority distributions pursuant to subparagraph (ii) or paragraph (f) 
o f subdivision nineteen o f  section twenty-eight hundred seven-c o f this chapter. No grants or contracts executed pursuant to 
this section shall be for the purpose o f developing clinical practice guideline based reimbursement methodologies or any other 
regulations. For the purposes o f  this subdivision, “ clinical practice guidelines” shall mean systematically developed statements 
to assist physician and patient decisions about the appropriate health care for specific clinical circumstances, and “ medical 
technology” shall mean an instrument or unit o f  equipment or technique for use as a health related treatment, testing or diagnostic 
tool.

16. The commissioner, in consultation with the commissioner o f  the department o f motor vehicles, shall promulgate rules and 
regulations specifying the medical conditions based on health and safety which justify granting an exception to the requirements 
of subparagraphs one and two o f  paragraph (b) o f  subdivision twelve-a o f  section three hundred seventy-five o f  the vehicle 
and traffic law.
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17. [As added by L. 1998, c. 2. See, also, subd. 17 below.] (a) The commissioner shall enter into an agreement with the 
commissioner o f  taxation and finance which shall set forth the procedures for the crediting o f overpayments o f tax owed to an 
individual taxpayer, estate or trust to the repayment o f  overpayments o f medical assistance payments owed to the department 
or a social services district by such person pursuant to the provisions o f section one hundred seventy-onc-f o f  the tax law and 
is authorized to furnish to the commissioner o f taxation and finance such information and to take such other actions as may 
be necessary to carry out the agreement provided for in such section, for the crediting o f  overpayments o f  tax to repayment o f 
overpayments o f  medical assistance payments received by an individual who is or has been enrolled as a provider in the New 
York state medical assistance program as established under title eleven o f  article five o f  the social services law.

(b) The department shall by regulation establish procedures by which any individual, estate or trust which is the subject o f a 
certi fication to the department o f  taxation and finance in accordance with such agreement may contest such certification. Such 
regulations and the notice required by subdivision three o f  section one hundred seventy-one-f o f  the tax law shall set forth 
defenses which may be available to the individual, estate or trust to contest such certification and the manner in which a review 
of the certification based on such defenses may be obtained.

(e) In accordance with such agreement and the provisions o f  section one hundred seventy-one-f o f the tax law, the department 
shall be entitled to receive payments to satisfy the payment obligation o f  a person who is receiving or has received payment as 
a provider in the New York state medical assistance program established under title eleven o f  article five o f  the social services 
law, in accordance with a written final determination o f  the department, provided that a proceeding for administrative or judicial 
review shall not be pending and the time for initiation o f  such proceedings shall be expired.

17. [As added by L.1998, e. 533. See, also, subd. 17 above.] The department, upon completion o f a review o f the existing 
scientific research regarding allergic reactions to natural rubber latex products, shall issue guidelines, in consultation with health 
care providers, for a latex management program, in health care settings.

18. [As added by L. 1999, c. 395. See, also, subd. 18, below.] The commissioner is authorized and directed to promulgate rules 
and regulations to establish standards for water wells, including but not limited to drilling, construction, abandonment, repair, 
maintenance, water fiow, including testing thereof, and pump standards for such wells.

18. [As added by L.1999, c. 595. See, also, subd. 18, above.] The commissioner, subject to the approval o f  the director 
o f the budget, is authorized to approve and implement medicaid demonstration programs designed to provide additional 
knowledge and experience and to collect information concerning alternative methodologies for reimbursement, delivery o f 
medical services, or eligibility for medical assistance in hospice operated nursing homes and is further authorized to waive such 
provisions o f  article twenty-eight o f  this chapter and title eleven o f  article five o f  the social services law as are necessary to 
implement such demonstration programs when such waiver will promote the efficient delivery o f  appropriate, quality, cost- 
effective services and when the health, safety and general welfare o f  patients will not be impaired as a result o f  such waiver.

18-a. (a) Health information technology demonstration program, (i) The commissioner is authorized to issue grant funding to 
one or more organizations broadly representative o f  physicians licensed in this state, from funds made available for the purpose 
o f funding research and demonstration projects under subparagraph (ii) o f  this paragraph designed to promote the development 
o f electronic health information exchange technologies in order to facilitate the adoption o f  interoperable health records.
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(ii) Project funding shall be disbursed to projects pursuant to a request for proposals based on criteria relating to promoting the 
efficient and effective delivery o f  quality physician services. Demonstration projects eligible for funding under this paragraph 
shall include, but not be limited to:

(A) efforts to incentivize electronic health record adoption;

(B) interconnection o f  physicians through regional collaborations;

(C) efforts to promote personalized health care and consumer choice;

(D) efforts to enhance health care outcomes and health status generally through interoperable public health surveillance systems 
and streamlined quality monitoring.

(iii) The department shall issue a report to the governor, the temporary president o f  the senate and the speaker o f  the assembly 
within one year following the issuance o f  the grants. Such report shall contain, at a minimum, the following information: the 
demonstration projects implemented pursuant to this paragraph, their date o f  implementation, their costs and the appropriateness 
o f a broader application o f the health information technology program to increase the quality and efficiency o f  health care 
across the state.

(b) [Eff. until March 31,2015, pursuant to L.2011, c. 59, pt. H, § 111, subd. o. See, also, par. (b), below.] The commissioner shall:

(i) convene a workgroup to:

(A) evaluate the state's health information technology infrastructure and systems, as well as other related plans and projects 
designed to make improvements or modifications to such infrastructure and systems including, but not limited to, the all payor 
database (APD), the state planning and research cooperative system (SPARCS), regional health information organizations 
(RHIOs), the statewide health information network o f  New York (SH1N-NY) and medical assistance eligibility systems; and

(B) develop recommendations for the state to move toward a comprehensive health claims and clinical database aimed at 
improving quality o f  care, efficiency, cost o f care and patient satisfaction available in a self-sustainable, non-duplicative, 
interactive and interoperable manner that ensures safeguards for privacy, confidentiality and security;

(ii) submit a report to the governor and the temporary president o f  the senate and the speaker o f  the assembly, which shall fully 
consider the evaluation and recommendations o f  the workgroup, on or before December first, two thousand fourteen.

(b) [Eff. March 31, 2015, pursuant to L.201 1, c. 59, pt. H, § 111, subd. o. See, also, par. (b), above.] The commissioner 
shall make such rules and regulations as may be necessary to implement federal policies and disburse funds as required by

the American Recovery and Reinvestment Act o f  2009 and to promote the development o f a statewide health information 
network o f  New York (SH1N-N Y) to enable widespread interoperability among disparate health information systems, including 
electronic health records, personal health records and public health information systems, while protecting privacy and security.
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Such rules and regulations shall include, but not be limited to, requirements for organizations covered by 42 U.S.C. 17938 or 
any other organizations that exchange health information through the SH1N-NY.

(c) The members o f  the workgroup shall include, at a minimum, three members who represent RfllOs, two members employed 
by the department who are involved in the development o f  the SH1N-NY and the APD, two members who represent physicians, 
two members who represent hospitals, two members who represent home care agencies, one member who represents federally 
qualified health centers, the chair o f  the senate health committee or his or her designee, the chair o f the assembly health 
committee or his or her designee, and other individuals with expertise in matters relevant to the charge o f the workgroup.

(d) The commissioner may make such rules and regulations as may be necessary to implement federal policies and disburse funds 
as required by the American Recovery and Reinvestment Act o f 2009 and to promote the development o f a self-sufficient SHIN
NY to enable widespread, non-duplicative interoperability among disparate health information systems, including electronic 
health records, personal health records, health care claims, payment and other administrative data, and public health information 
systems, while protecting privacy and security. Such rules and regulations shall include, but not be limited to, requirements 
for organizations covered by 42 U.S.C. 17938 or any other organizations that exchange health information through the SHIN
NY or any other statewide health information system recommended by the workgroup. The commissioner shall consider 
the recommendations o f  the workgroup. If the commissioner acts in a manner inconsistent with the recommendations o f  the 
workgroup, he or she shall provide the reasons therefor.

19. [As added by L.2001, c. 562. See, also subd. 19 below.] The commissioner is authorized and directed to promulgate rules 
and regulations as may be necessary, with respect to the form and content o f  applications for licenses, the fees to be charged for 
obtaining licenses, permits, duplicates and renewals, the reception thereof, the investigation and examination o f applicants and 
of prospective applicants taking examinations and their qualifications, the inquiry into the operation o f  body piercing or tattooing 
studios and the conducting o f periodic inspection o f  facilities to determine compliance by the tattoo or body piercing studio 
with applicable statutes, rules and regulations, appropriate penalties for failure to abide by rules and regulations promulgated 
pursuant to this article, and additional visits that may be made to tattoo or body piercing studios to determine whether violations 
or deficiencies have been corrected, to investigate any complaint, and for any other purposes deemed necessary and appropriate 
by the commissioner. Such regulations shall include, but not be limited to, the hygienic requirements for sterilization o f  sharps, 
needles, and other supplies and equipment, the general cleanliness o f the body piercing studio or tattoo studio, the disposal o f 
each sharp and other single use supplies after use on one customer, the proper disposal o f  contaminated supplies and equipment, 
and other matters incidental or appropriate to the powers and duties o f  the commissioner as prescribed by this subdivision and 
for the proper administration and enforcement o f  the provisions o f  this subdivision to ensure the health, safety and welfare 
o f the public.

19. [As added by L.2003, c. 62. See, also, subd. 19 above.] (a) The commissioner shall ensure that any contracts entered into, 
renewed, extended, modified or in any way made or continued with entities pursuant to article twenty-eight o f  this chapter to 
receive, distribute and otherwise administer funds for the pools specified in this subdivision, require such pool administrators 
to submit directly to the temporary president o f  the senate and the speaker o f  the assembly quarterly reports on the collection, 
pooling and distribution o f  funds pursuant to the following sections o f  this chapter:

(i) paragraph (a) o f  subdivision eighteen o f  section twenty-eight hundred seven-c o f  this chapter, providing for a one percent 
assessment on hospital revenues;

(ii) section twenty-eight hundred seven-j, establishing allowances on net patient service revenues;
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(iii) section twenty-eight hundred seven-k, establishing the general hospital indigent care pool;

(iv) section twenty-eight hundred seven-1, establishing the health care initiatives pool;

(v) section twenty-eight hundred seven-m, establishing regional professional education pools;

(vi) section twenty-eight hundred sevcn-s, establishing professional education pool funding;

(vii) section twenty-eight hundred seven-t, establishing assessments on covered lives; and

(viii) section twenty-eight hundred seven-v, establishing tobacco control and insurance initiatives pool.

The commissioner shall assist such pool administrators, as necessary, in the fulfillment o f  this requirement.

(b) Reports filed pursuant to paragraph (a) o f  this subdivision shall, at a minimum, for each quarterly period

(i) profile, as o f the end o f each quarter and based on the available data, all revenue collected pursuant to each source specified 
in subparagraphs (i), (ii), (vi) and (vii) o f  paragraph (a) o f this subdivision, as well as revenue collected for deposit into the 
pools specified in subparagraph (viii) o f such paragraph, further reported, as applicable, according to each category o f payer, 
including, but not limited to, medical assistance, private insurance, employer benefit plans, workers' compensation, no-fault, 
cigarette taxes, tobacco settlement funds, and the public asset established pursuant to sections four thousand three hundred one 
and seven thousand three hundred seventeen o f the insurance law;

(ii) profile, as o f  the end o f  each quarter and based on the available data, aggregate revenue, by source, deposited for the quarter, 
into each pool specified in subparagraphs (iii), (iv), (v), and (viii) o f  paragraph (a) o f  this subdivision as well as the fund balances 
for each such pool as o f the end o f  each quarter; and

(iii) profile, as o f  the end o f each quarter and based on the available data, every disbursement from each pool specified in 
subparagraphs (iii), (iv), (v) and (viii) o f  paragraph (a) o f this subdivision, further reported, as applicable, according to and 
indicative o f  each allocation specified for such pool, and further reported according to and indicative o f  each recipient o f  funds 
from each such allocation, except allocations made pursuant to subparagraph (iii) o f  paragraph (c) o f  subdivision one o f  section 
twenty-eight hundred seven-1 o f  this chapter, and further indicative o f the status o f  funding for each such recipient.

(c) The reports required by paragraph (a) o f  this subdivision shall cover the periods January through March, April through June, 
July through September and October through December and shall be submitted no later than forty-five days following the last 
day o f the quarterly period covered by the report. Reports shall be submitted in both written and electronic form.

(d) The commissioner shall also ensure that any such contracts require such entities, beginning August first, two thousand three 
and no later than the twelfth day o f  each month thereafter, to report to the comptroller in an electronic and written format 
the beginning pool balances, receipts collected by source, the disbursements made by purpose, the amount and nature o f  any 
transfers made among such pools, and the ending pool balances for the pools described in subparagraphs (i), (ii) and (iii) o f
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paragraph (b) o f this subdivision and at the same level o f specificity required by such paragraph. The comptroller shall include 
such information in the monthly report required by subdivision nine-a o f  section eight o f  the state finance law. Any additional 
expenses incurred by the entity as a result o f  this paragraph shall be borne by the department o f health.

20. The commissioner shall, in consultation with the superintendent o f  state police, promulgate, by regulation, a list o f  “ select 
chemical agents” which shall consist only o f  those toxic chemicals which have been identified, as o f  the effective date o f  this 
subdivision, for the application o f  verification measures under article VI o f  the convention on the prohibition o f  the development, 
production, stockpiling and use o f  chemical weapons and on their destruction, opened for signature on January thirteenth, 
nineteen hundred ninety-three, in schedules contained in the annex to said convention. The commissioner may, from time to 
time, promulgate regulations amending said list in the event that the schedules contained in the annex to the convention are 
amended, revised, modified or repealed, so that the list o f  select chemical agents promulgated pursuant to this subdivision 
conforms in whole or in part to any such amended, revised, modified or repealed list, if the commissioner determines that any 
such amendment, revision, modification or repeal is consistent with the purposes o f this chapter.

21. [As added by L.2004, c. 1, pt. A. See, also, subd. 21, below.] The commissioner shall, in consultation with the superintendent 
o f state police, promulgate, by regulation, a list o f  “ select biological agents” which shall consist only o f  those select biological 
agents which have been identified, as o f  the effective date o f  this subdivision, by the United States Secretary o f  Health and 
Human Services and placed on the select agent list established pursuant to section 511 (d) o f the Anti-terrorism and Effective 
Death Penalty Act, Pub. L. 104-132 at 42 C.F.R. Part 72. The commissioner may, from time to time, promulgate regulations 
amending said list in the event that the list o f  select biological agents promulgated by federal regulations is amended, revised, 
modified or repealed, so that the list o f select biological agents promulgated pursuant to this subdivision conforms in whole 
or in part to any such amended, revised, modified or repealed list, if the commissioner determines that any such amendment, 
revision, modification or repeal is consistent with the purposes o f  this chapter.

21. [As added by L.2004, e. 58, pt. B. See, also, subd. 21, above.] The commissioner shall make the information developed 
pursuant to section five hundred forty-four o f  the executive law available through, but not limited to, the department's website 
and written materials available to the public.

22. The commissioner shall provide information and technical assistance concerning the drug discount program authorized by 
section 340B o f  the federal public health service act (42 U.S.C § 256b) to:

(a) covered entities, as defined in section 340B o f  the public health service act, to facilitate their participation in such drug 
discount program; and

(b) local government officials, regarding the benefits o f  the drug discount program and the process o f  accessing discounted 
drugs under the program on behalf o f  individuals whose prescription drug costs are borne by local government, including but 
not limited to residents o f  county-operated nursing homes.

23. Pursuant to subdivision six o f  section two hundred two o f the state administrative procedure act, on an emergency basis 
and upon a finding by the commissioner o f  an immediate threat to the public safety, the commissioner is authorized to remove 
a drug, procedure or supply whose primary purpose is to enhance or facilitate sexual performance from: (a) the definition o f 
medical assistance established pursuant to section three hundred sixty-five-a o f the social services law, (b) the definition o f 
health care services covered by the family health plus program established pursuant to section three hundred sixty-nine-ee o f 
the social services law, (c) the definition o f  covered health services established pursuant to subdivision seven o f section twenty-
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five hundred ten o f  this chapter, or (d) the list o f  prescription drugs covered by the program for elderly pharmaceutical insurance 
coverage (EPIC) established pursuant to title three o f  article two o f  the elder law, or to otherwise restrict the criteria for payment 
for such drug, procedure or supply, by the medicaid, family health plus, child health plus, or EPIC programs, for those persons 
required to register as sex offenders pursuant to article six-C o f  the correction law.

24. [As added by L.2008, c. 58. See, also, subd. 24 below.] Notwithstanding any inconsistent provision o f  law to the contrary, 
the commissioner is authorized to receive applications and to determine initial and continuing eligibility for enrollment under 
the child health plus program established under title I-A o f  article twenty-five o f  this chapter, the medical assistance program 
established under title eleven o f  article five o f  the social services law, and the family health plus program established under title 
eleven-D o f  such article. The commissioner may exercise such authority with respect to all residents, or a subset o f  residents, o f 
one or more local social services districts. The commissioner is authorized to enter into one or more contracts, which contracts 
shall be procured on a competitive basis pursuant to a request for proposal process, for the purpose o f  exercising his or her 
authority under this subdivision. State employees shall supervise and provide oversight and quality assurance monitoring o f 
contract staff activities. Provided further, the department shall endeavor to use state employees in exercising the commissioner's 
authority under this subdivision.

24. [As added by L.2008, c. 174. See, also, subd. 24 above.] The commissioner shall have the authority to correct errors on 
marriage certificates maintained by the department pursuant to paragraph (e) o f  subdivision one o f  this section upon request o f 
any applicant whose name appears thereon for a certificate o f  marriage where:

(a) such error was not the result o f  any intended fraud, deception or attempt to avoid the effect o f  any valid law, regulation 
or statute; and

(b) either party to the marriage provides proof, satisfactory to the commissioner, o f  the accuracy o f  the facts presented in support 
o f correcting the error.

To effectuate such correction and provide certified copies o f  the amended certificate, the commissioner shall be entitled to a 
fee not exceeding ten dollars. The commissioner shall forward a copy o f  such amended certificate to the clerk o f  the town or 
city which issued such certificate.

25. (a) [Eff. until March 31, 2016, pursuant to L. 2008, c. 563, § 8.] In assessing and reporting on the impact o f  section sixty- 
eight hundred one o f  the education law, pursuant to subdivision four o f such section the commissioner may use: (1) influenza 
vaccine supply data from the federal centers for disease control and prevention; (2) pneumococcal vaccine supply data provided 
by manufacturers and distributors o f  such vaccine; and (3) data from a third party entity that engages in the collection o f data 
and tracking o f  pharmaceutical sales and distribution. Manufacturers and distributors o f  pneumococcal vaccine shall provide 
or arrange for the timely provision to the commissioner o f  such data as the commissioner may reasonably request to complete 
the report. Provider and customer identifiable information submitted pursuant to this paragraph shall be confidential, unless the 
information provider consents to its release or the commissioner determines disclosure is necessary to respond to an imminent 
public health emergency.

(b) Notwithstanding the provisions o f paragraph (a) o f  this subdivision, the commissioner may require reporting by entities 
licensed pursuant to article twenty-eight or thirty-six o f  this chapter, pharmacies registered pursuant to article one hundred thirty- 
seven o f the education law, manufacturers and distributors o f  adult immunizing agents doing business in this state, and others 
possessing such adult immunizing agents o f additional information needed to respond to an imminent public health emergency.
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26. The commissioner is hereby authorized and directed to review any policy or practice instituted in facilities operated by the 
department o f corrections and community supervision, and in all local correctional facilities, as defined in subdivision sixteen 
of section two o f the correction law, regarding human immunodeficiency virus (HIV), acquired immunodeficiency syndrome 
(AIDS), and hepatitis C (HCV) including the prevention o f  the transmission o f  HIV and HCV and the treatment o f  AIDS, HIV 
and HCV among inmates. Such review shall be performed annually and shall focus on whether such HIV, AIDS or HCV policy 
or practice is consistent with current, generally accepted medical standards and procedures used to prevent the transmission o f 
HIV and HCV and to treat AIDS, HIV and HCV among the general public. In performing such reviews, in order to determine 
the quality and adequacy o f  care and treatment provided, department personnel are authorized to enter correctional facilities and 
inspect policy and procedure manuals and medical protocols, interview health services providers and inmate-patients, review 
medical grievances, and inspect a representative sample o f medical records o f inmates known to be infected with HIV or 
HCV or have AIDS. Prior to initiating a review o f  a correctional system, the commissioner shall inform the public, including 
patients, their families and patient advocates, o f the scheduled review and invite them to provide the commissioner with relevant 
information. Upon the completion o f  such review, the department shall, in writing, approve such policy or practice as instituted 
in facilities operated by the department o f corrections and community supervision, and in any local correctional facility, or, 
based on specific, written recommendations, direct the department o f  corrections and community supervision, or the authority 
responsible for the provision o f medical care to inmates in local correctional facilities to prepare and implement a corrective 
plan to address deficiencies in areas where such policy or practice fails to conform to current, generally accepted medical 
standards and procedures. The commissioner shall monitor the implementation o f  such corrective plans and shall conduct such 
further reviews as the commissioner deems necessary to ensure that identified deficiencies in HIV, AIDS and HCV policies 
and practices are corrected. All written reports pertaining to reviews provided for in this subdivision shall be maintained, under 
such conditions as the commissioner shall prescribe, as public information available for public inspection.

27. The commissioner shall promulgate regulations to require that a manufacturer or other entity selling, leasing, or otherwise 
providing any drug, device, or health care service shall not, directly or indirectly, establish as a condition for the use by a 
dentist o f  such drug, device, or health care service that the dentist meet any quota for the number o f  patients on whom the 
dentist uses the drug, device, or health care service and that a dentist shall not, directly or indirectly, request or receive from 
any manufacturer or other entity a drug, device, or health care service having a condition that the dentist meet any quota for the 
number o f patients on whom the dentist uses the drug, device, or health care service.

28. The commissioner shall assist the commissioner o f  education in developing rules and regulations, relating to pupils who 
suffer mild traumatic brain injuries, in accordance with subdivision forty-two o f section three hundred five o f  the education 
law, and provide for the posting on the department's internet website o f  such information as shall be required pursuant to such 
subdivision.

Credits
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6, eff. July 20, 2004; L.2004, c. 703, § 5, eff. Jan. 1, 2005; L.2005, e. 58, pt. B, § 74, eff. April 12, 2005; L.2005, c. 645, § 7, 
eff. Aug. 30, 2005; L.2007, c. 602, § 1, eff. Aug. 15, 2007; L.2008, c. 58, pt. C, § 39, eff. Oct. 1, 2008; L.2008, c. 174, § 2, eff. 
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2011; L.2011, c. 62, pt. C, subpt. B, § 127-s, eff. March 31, 2011; L.2011, c. 62, pt. C, subpt. B, § 127-t, eff. Sept. 16, 2011; 
L.2011, c. 496, § 3, eff. July 1, 2012; L.2013, c. 56, pt. D, § 33-a, eff. March 28, 2013, deemed eff. Jan. 1, 2013; L.2013, c. 56, 
pt. E, § 112, eff. Jan. 1, 2014; L.2014, c. 60, pt. A, § 16, eff. March 31, 2014, deemed eff. April 1, 2014; L.2014, c. 60, pt. C, 
§ 34-a, eff. March 31, 2014, deemed eff. April 1, 2014; L.2014, c. 132, § 1, eff. July 22, 2014.)

Notes o f  Decisions (16)

Footnotes
1 21 USCA § 301 etseq.
2 Pub.L. 111-5, Feb. 17,2009, 123 Stat. 115.
McKinney's Public Health Law § 206, NY PUB HEALTH § 206 
Current through L.2014, chapters 1 to 479.
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