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ROUNDTABLE ON GENERIC PHARMACEUTICALS 
 

-- Note by the United States -- 

1. This pape r dis c u ss e s the effor t s of the United States Govern me n t to fost er a compe t i t i ve and 
inno va ti ve phar ma c e u ti c al marke t p l ac e, prin ci p al l y (but not excl u si ve l y) by pro mo t i n g compe t i t io n 
betwe en bran d e d and gene r ic phar ma c e u ti c al s.  Restri c ti o ns on such compe t iti o n, often acco mp l i s h ed 
thro u gh what the Federal Trade Commiss i o n (“FTC”) has terme d “pay for dela y” sett le me n t s or “excl u si on 
payme n t s ” are amon g the bigge s t barr ie r s to compe t it io n in the United States, costi n g cons u me r s an 
esti ma t e d $3.5 billi o n per year.  This note also brie fly touc h es upon poli c ie s othe r than the promo t i on of 
compe t i ti o n betwee n bran de d and gener ic phar ma c e u tic a l s that are aime d at produ c i n g a more compe t iti ve 
phar ma c e u ti ca l marke t p l a ce.  These poli c ie s incl u de effo rt s to comba t restr aint s on compe t it i on that 
invol ve agre e me n t s or merge r s betw ee n bran d e d drug prod u ce r s; agree me n t s or merge r s betw e e n gener ic 
drug prod u c er s; and regul at o r y dist o rt i on s of compe tit i o n (inclu di n g throu gh merge r).  Finall y, the paper 
bri ef l y des c ri b es the compe t it i ve pot e nt i al of “bio logi c” dru gs.  

1.  Introduction 

2. The pate n t syst e m is essen t ia l to a dyna mi c and inno va t i ve phar ma c e ut ic a l indu s tr y.  Patent 
prote c ti o n is widel y ackn o wl e d ge d to promo t e innova t i o n in the phar ma c e u t ic a l indu st r y by allo wi n g 
compa n i e s to reco up the cost s of thei r inno va t io n s. 1  In part ic u la r, pate nt rights for phar ma c e u ti c al s are 
esse nt ia l for bran d-na me compa n i e s to preve n t free ridi n g and recou p thei r si gni f ic a nt inve s t me n t s in 
resea rc h and deve l op me n t of phar ma c e ut i ca ls. 2   Moreove r, by disc l os i n g inve n t io n s in the pate nt 
appli c at io n proce s s, the pate nt syst e m enco u r a ge s  gene ri c compa n i es to inno va t e by desi gni n g arou n d 
bran d-name co mpa n y paten t s. 3   United States law fur t h er enc o ur a ge s gen e ri c compe t i t io n by permi t ti n g 
gene r i c appli c a nt s to rely on the bran d-name compa ny’ s prop ri et a r y data demo n s tr a ti n g the safet y and 
effi c ac y of the bran d-name drug prod u ct. 4   

3. Competi t i on betwee n brand e d and gene ri c phar ma c eu t ic a l manu f ac t ur e rs provide s cons u me r s 
enor mo u s savi n gs.  Studie s of the phar ma c e u ti c al indu st r y indi c at e that the firs t gene ri c compe t i tor 
typi c al l y enter s the marke t at a pric e that is 70 to 80 perce n t of the brand-na me coun t e r p ar t, and gains 

                                                      
1  Sever al co mme nta to r s have a rgue d t hat pate nt s are par tic ul a r l y i mp o r ta n t to sti mu la ti ng inno va tio n in t he 

phar ma c e ut i c a l ind ustr y.  See W.M. Cohe n, R.R. Nelso n and J.P. Walsh, Protecting their Intellectual 
Assets: Appropriability Conditions and Why U.S. Manufacturing Firms Patent (or Not), Natio na l Burea u 
of Econo mic Resea r c h, Workin g Paper 7552 (Feb. 2000, rev. 2004);  Richar d Levi n, Alvi n Klevo r ic k, 
Richa r d Nelso n, and Sid ne y Win te r, Appropriating the Returns from Industrial Research and 
Development, Brookin gs Paper s on Econo mic Activi t y 783-820 (1987, no. 3); Edwi n Mansfie ld, Patents 
and Innovation: An Empirical Study, 32 Manage me nt Scie nc e, 173–181 (1986). 

2  Feder al Trade Commi ssio n, To Promote Innovation:The Proper Balance Of Competition And Policy (Oct. 
2003) (“IP Repor t”), Ch. 3, available at http://www.ftc.go v/os/2003/10/inno va tio nr p t.pd f .  

3  IP Report, Ch. 3, at 9. 
4  Id., Ch. 3, at 9-10. 
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subst a nt i al shar e from the bran d-name prod u c t in a shor t peri o d of time. 5  Subseque n t gene ri c entr a nt s may 
enter at even lower pric es – disc ou n te d 80 perce nt or more off the pric e of the bran d-name drug – and 
promp t the earl ie r gene ri c entra n ts to reduc e their price s.  Thus, as the numb e r of gene r ic s incr ea s e, price s 
to cons u me r s decre a se even furt h er.  As a result of pric e compe t it i o n, as well as the poli c ie s of publi c and 
priva t e healt h pl an s and stat e laws that enco ur a ge the use of gene ri c drugs, gene ric sell e rs typi c all y capt u re 
from 44 to 80 perce nt of bran de d sales with i n the firs t full year after laun c h of a lowe r-pric ed gene ri c 
prod u ct. 6 

4. Generi c sub st it ut i o n laws in most sta te s wit hi n the United States cont ri b ut e signi fi c a ntl y to the 
redu ct io n of drug cost s and the use of gene ri c drugs inst e ad of the brand e d equi va l e nt. 7  This, too, bene fit s 
cons u me r s.  Generi c subst itut i on is the disp e ns i n g of a gene r i c bioe q u i va le n t drug prod u ct that cont ai n s the 
same acti ve ingr e d ie n ts(s) as the bran d name drug. 8  In the United States, gener ic substit u ti o n genera ll y 
occu rs when a consu me r pres ent s a pres c ri pt i on for a brand e d drug.  All stat es allo w phar ma c is t s to fill a 
presc ri p ti o n writ te n for a bran de d drug with its bioeq u i va l e nt gener i c equi va l en t.  These laws gene ra ll y 
lead to rapi d subs ti tuti o n (or upta ke) of gene r ic drugs inst e a d of the bran de d equi va l e nt. 9  In addi t i o n, 
beca us e gener ic drugs are subst a nt i al l y less expe n si ve than thei r bran d name coun t er p ar t s, gene ri cs offer 
subst a nt i al disc o u nt s to phar ma c i e s and heal t h pl ans and healt h plan s, HMOs, and feder al and state 
go ve r n me n t provi d e subst an t ia l ince nt i ve s for pati e nt s to use gene r i c versi o n s of drugs.  The combi n a ti o n 
of thes e ince n ti ve s mean s that gener i c subst it ut i on signi fi c a ntl y lowe r s pres cr i pt io n drug cost s. 10 
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inten d e d to give gene r i c phar ma c e u ti c al make r s both an incen ti ve to enter the marke t for a parti c ul ar drug 
marke t and to chall e n ge any appl i ca b le pate nt s on that drug to test their vali dit y and appl i ca ti o n. 

6. A brand-na me drug manu f a ct u re r seeki n g to marke t a new drug prod u ct must firs t obta in 
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has supp o rt e d legi sl a ti ve prop o sa l s that woul d ban such anti c o mpe ti ti ve agre e me n t s.  Part 3 of this note 
focu se s on FTC actio n s that have preve n t ed anti c o mpe ti ti ve agre e me n t s betwe en gene r i c phar ma c e u ti c al 
compa n i e s.  Part 4 descr ib e s the anti co mp e t i ti ve pote nt ia l of “pro d u ct hopp in g,” wher e b y a bran d ed 
phar ma c e u ti ca l compa n y mi ght seek to intr o d uc e new pate nt e d phar ma c e u t ic al prod uc t s that provi d e no 
real bene fi ts but are desi gne d to fores t all gene ri c compe ti ti o n.  Recent liti ga t i on aime d at bloc ki n g alle ge d 
prod u ct hopp in g is summa r i ze d.  Part 5 surveys FTC me rge r enfo rc e me n t desi gne d to promo t e compe t it i on 
in phar ma c e ut ic a l marke t s.  Finall y, part 6 briefl y descr i be s ongo i n g FTC effort s to study emer gi n g 
pha r ma c e u ti ca l compe t i ti o n pol ic y iss u es, incl udi n g the tr ea t me n t of  “biol o gi c ” drugs (prote i n-base d drugs 
deri ve d from livi n g matt er) and “aut h or i ze d gener ic” drugs (gener ic drugs intr o d u ce d by brand name 
phar ma c e u ti ca l prod uc e rs). 

2. Reverse Payments Litigation Under the Hatch-Waxman Act 

11. Competi t i on by gene r i c drugs agai n s t bran de d phar ma c e ut i ca ls has the pote n ti al for subst a nt i al 
cons u me r savi n gs.  Such compe t i t io n can aris e most rapid l y when a gene ri c entr a n t chall e n ge s the pate nt 
held by the bran de d phar ma c e ut i ca l manu f ac t ur e r, eithe r on the grou n d that the pate nt is not vali d or that 
the gener ic does not infri n ge the paten t.  A succe s sf u l chall e n ge mean s that ther e will be near l y imme d i a t e 
compe t i ti o n betwee n the brand ed drug and the generic equi va l e nt.  An unsucce ss f u l chal le n ge, howeve r, 
mean s that mean i n gf u l compe ti ti o n may be dela ye d for many year s, until the expi ra t io n of the paten t.  The 
cons u me r savi n gs can be signi f i c ant. Generi c compe t iti o n foll o wi n g succ es s fu l pate nt chal l en ge s invol vi n g 
just four maj or brand-na me drugs is esti ma t e d to have save d cons u me r s more than $9 billi o n. 20   

12. This Section desc ri b e s fi rs t the economi c ince n ti ve s faci n g bran d e d and gene ri c phar ma c e u ti ca l 
manu f a c t ur e rs to limi t compe t i t i on betwee n each othe r.  It then desc ri b e s the cons u me r harm crea te d by 
sett le me nt s of pat e nt li ti ga t ion that limi t compe t it io n betwee n the two, known as “pay for delay” 
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compa n i e s if the bran d-name manu f a c t u re r pays the gene r i c manu f ac t ur e r to sett l e the pate nt di sp ut e and 
agre e to defe r entr y. 21 
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a ban on such settl e me n t s woul d be appr o xi ma t e l y $3.5 billi o n.  This calc ul at i on take s into acco u nt four 
fact o rs: (1) the cons u me r savi n gs that resul t from gene r i c compe ti ti o n in any give n mont h; (2) the 
like li h o o d that a gene ri c manu f a c t ur e r and bran d-name manu f a c t u r er will reach a settl e me n t that dela ys 
ent r y in retu r n for compe n s a ti o n; (3 ) the lengt h of ent r y del a y res u lt ing fro m suc h set tl e me n t; and (4) the 
combi n e d sale s volu me of drugs for whic h sett le me n t s are like l y. 24  Overal l, the calc u la ti o n deter mi n e s 
how much dela y of entr y such settl e me n t s creat e, and how much each mont h of dela y cost s cons u me r s in 
the form of highe r pric es duri n g the peri o d of dela y when there is no gene ri c compe ti ti o n. 

17. The FTC calcul at e d the $3.5 billion esti ma t e in the foll o w i n g way.  First, on avera ge, consu me r s 
save 77% in a matu r e mar ke t in whic h gen e ri c dru gs exi st rel a ti ve to pre-gene r i c pri c e leve ls. 25  Next, the 
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gener i c entr a nt as part of a sett le me n t of paten t clai ms. 30  In addi t i on, the FTC reach e d a cons ent decr e e in 
ano t he r mat t er invol vi n g a rela t ed str at e gy of list i n g pat e nt s in the FDA’s Orange Book in order to preve n t 
the entr y of gene r ic compe ti ti o n for two anti-canc er drugs and an anti-anxi e t y agen t. 31 

20. After bringi n g thes e initi al cases, the FTC sough t addit i o na l infor ma t i o n about the preva l e nc e of 
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annual sale s of more than $400 millio n.  In May 2003, Watso n and Paddock, which partn e re d with Par, 
each file d appl ic a ti o ns for FDA approva l to marke t gene r i c vers i on s of AndroGel.  Solvay’ s pate n t on 
Androge l had been issue d in January 2003, with an  expira ti o n date of August 2020.  By early 2006, 
Watso n had rece i ve d fi nal appr o va l to marke t its gener i c prod u ct.  Accordi n g to the compl a int, it was well 
known that if Wats o n or Par were to ente r with chea p er gene ri c versi o n s of AndroGel, Solvay’ s AndroGel 
sales woul d plumme t and cons u me r s woul d bene fi t from the lowe r pric e s.  The compl a i n t alle ge s that 
Solvay, real i zi n g the deva s t ati n g eff ec t gen e ri c en tr y woul d have on its AndroGel franc hi se, acted 
unl a wfull y to elimi n at e thi s thre at: Solvay paid Wats on and Par a share of its AndroGel profi t s to aban d on 
thei r pate nt chal le n ge s and agre e to dela y gene r i c entr y unti l 2015.  As a result, the compl a i nt st ate s that 
the defen d a nt s are coope ra t ing on the sale of AndroGel and shari n g the mono p o l y prof it s, rather than 
compe t i ng.  The case is pendi ng in feder a l cour t in Georgi a. 

2.3 Current Status of Reverse Payment Jurisprudence 

27. The pros pe ct s for effe ct i ve ant it ruTc

0.009(ff1(s fo)1ris)9ctr en t agai n st anti c o mpe ti ti ve agre e me n t s betw e en 
bran de d and gener ic phar ma c e ut i ca l manu f ac t ur er s are subs ta n ti al l y less enco ur a gi n g toda y than they were 
in 2001.  Four U.S. circui t court s have exami n e d the compe t i t i ve effe ct s of settl eme n t s feat ur i n g excl us i o n 
payme n t s from the pate n t hold er of a bran d e d drug to a pote nt i al gene ri c entr ant (or entra n ts) that agree d 
not to ente r the marke t until a late r date.  One circ ui t foun d an agre e me n t per se illega l in whic h the gene r ic 
manu f a c t ur e r recei ve d payme n t s and agree d not to co mpe t e duri n g the pend en c y of the liti ga ti o n usin g the 
prod u ct at issu e or any non-infr i n gi n g prod u ct. 42  Three other circ ui ts have not foun d anti tr u st li abi li t y. 43  
However, rece n tl y, as amicus curiae 
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decisi o n in Schering, only 3 out of 11 settl e me n t s invol ve d a payme n t to the gene r ic compa n y.  However, 
by 2006 half of the sett le me n t s repor te d (14 of 28) involve d a payme n t to the gene r ic.  And in 2007, 14 out 
of 33 invol ve d a payme n t.  The staff ’s anal ys is of sett le me n t s fi le d duri n g the fisca l year endi n g in 
Septemb e r 2006 found that half of all of the fina l pa ten t settl e me n t s (14 of 28) invol ve d compe n s a t i o n to 
the gene ri c pate nt chal l en ge r and an agre e me n t by the gene r i c fi rm to refr ai n from laun c hi n g its prod u ct for 
some peri o d of time.  Overall, sinc e 2005, 69 perce nt (22 of 32) of the settl e me n ts with first gene ri c filer s 
invol ve d a payme n t to the gene r i c chall e n ge r and a rest ri ct i on on gene r ic entr y. 46  Given this burge o n i n g 
acti vi t y, the U.S. antit r us t agen c i e s are incr e as i n gl y conc e rn e d abou t the cons ume r harm caus e d by such 
agre e me n t s.  When a pate nt holde r make s a payme n t to a chall e n ge r to induc e it to agre e to a later entr y 
than woul d othe r wi s e occur, cons u me r s are harme d – eithe r beca u se a settl e me n t with an earl ie r entr y date 
mi ght have been reac h e d, or beca u se conti n ua ti o n of the liti ga ti o n with out settl eme n t woul d yi el d a great er 
pros pe c t of compe t i ti o n.   

29. Moreove r, ther e are seve r al othe r ways that a bran d can compe n s a te a gene ri c to dela y its entr y.  
For examp l e, as expl ai n ed above, gene r a ll y, the first gene ri c does not face compe t it i o n from othe r gene ri c 
for the firs t six mont h s after it is launc h e d.  For examp l e, the FTC has enco u n te r ed sett le me n t s in whic h the 
gene r i c is lice ns e d to promo t e or sell the bran de d prod u c t inst e ad of ente ri n g with its own gener i c.  Other 
sett le me n t s ma y invol ve over p a yme n t for an unrel at e d pate nt, ingr e di e nt suppl ie s, or other prod uc ts inst e ad 
of a direc t cash payme n t for dela y.  And brand e d co mpa n i es have also ente re d into co-deve l o p me n t deal s 
with gene ri c s that appe ar to provi d e the gene ri c with  mor e tha n fai r val u e wit h res p e ct to the gen e r ic ’ s 
share. 

30. A part ic u la rl y impo r t a nt meth o d of payi n g for dela y that has rece nt l y aris e n is thro u gh the use of 
auth or i ze d gener ic right s.  The 180-day excl us i vi t y provi s i o n for the first gene ri c entr a nt does not preve n t 
the brand from launc hi n g it s own generi c (known as an  “aut h o ri ze d gene ri c ”).  In other word s, whil e a 
gene r i c entr a nt has exclu s i vi t y vi s-à-vis thir d-part y gene r i c entr a nt s, the bran de d phar ma c e u ti cal 
manu f a c t ur e r is not limi ted under the Hatch-Waxma n Act from prod u ci n g and sell ing its own gene r ic 
vers i o n of the bran d e d drug.  Recentl y, it has beco me commo n for the gene ri c to agre e to dela y its entr y as 
part of the pate n t settl e me n t and, in excha n ge, the bran d agree s that duri n g that first 180 days, it will not 
compe t e with an auth o ri ze d gene r i c.  Such a promi s e by the bran d can subs t an ti al l y incr e a se the gene r ic ’s 
reve n u e s when it does enter.  

31. A recent FTC study dete r mi n e d that over the past five year s, brand e d compa n i e s have freq ue n tl y 
used a promi s e not to compe t e with the gene r ic thro ugh use of an auth o ri ze d gene r ic, as part of a pate nt 

                                                                                                                                                                             
http://www.ftc.go v/rep o r ts/mma c t/MMArepor t2006.pdf ; Bureau of Competi t i o n Repor t, Federal Trade 
Commis sio n, Agree me nts File d with t he Federal Tr ade Commis si o n und e r the Me dicar e Prescr i p t i o n Drug, 
Impr o ve me nt, and Moder niz a tio n Act of 2003: Summar y o f Agree me nts Filed in FY 2005: A Repor t by 
the Bureau o f Compet i t i o n (Apr. 2006), avail a b l e at 
http://www.ftc.go v/o s/2006/04/fy2005drugse tt le me nt sr p t.pd f . 

46  Bureau of Competitio n Repor t, Federal Trade Commiss io n, Agreements Filed with the Federal Trade 
Commission under the Medicare Prescription Drug, Improvement, and Modernization Act of 2003: 
Summary of Agreements Filed in FY 2007: A Report by the Bureau of Competition (May 2008), available 
at http://www.ftc.gov/os/2008/05/mmaac t.pdf ; Bureau of Compe titio n Repor t, Federal Trade Commiss io n, 
Agreements Filed with the Federal Trade Commission under the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003: Summary of Agreements Filed in FY 2006: A Report by the 
Bureau of Competition (Apr. 2007), available at http://www.ftc.go v/rep o r ts/mma c t/MMArepor t2006.pdf ; 
Bureau of Competitio n Repor t, Federal Trade Commiss io n, Agreements Filed with the Federal Trade 
Commission under the Medicare Prescription Drug, Improvement, and Modernization Act of 2003: 
Summary of Agreements Filed in FY 2005: A Report by the Bureau of Competition (Apr. 2006), available 
at http://www.ftc.gov/os/2006/04/fy2005drugse t t l e me ntsr p t.pdf . 
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sett le me n t agre e me n t. 47  During the perio d 2004-2008, 38 drug patent settl e me n t s were report e d to the FTC 
under the MMA Act in whic h auth o ri ze d gene ri c s were limi t ed by the terms of the agre e me n t.  Of those 38 
sett le me n t s, 20 incl ud e d a provi s io n expl ic it l y barr ing the bran de d drug manu f a c t ur er from crea ti n g an 
auth or i ze d gen er i c to compe t e wit h the ent e ri n g gen e r ic dur i n g the per i od of marke t i n g exc l u si vi t y. 48  
Another 10 settl e me n t s invol ve d simi l a r provi si o n s that
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through mani p ul at i o n of the Hatch-Waxma n Act, becaus e its frame wo r k faci li ta te s anti c o mpe t iti ve 
agre e me n t s.  In these case s, two gene ri c s, each enti tl e d to 180-day excl u s i vi t y on thei r gene ri c vari a nt s of a 
bran de d drug, ma y a gre e to limi t compe t it io n betwe e n them.  The possi bi li ty aris e s beca u se the two 
diff e re n t dosa ge leve l s each were enti tl e d to separ a te 180-day excl u si vi t y peri o d s.   

35. In 2002, the FTC char ge d that Biovail Corporat i o n and Elan Corporat io n agre e d to unrea s ona bl y 
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43. Through its phar ma c e ut ic al merge r work, the FTC has prot ec t ed di ff e re n t type s of compe ti ti o n.  
Early in the phar ma c e u ti c al lif e cycl e, compe ti ti o n amon g brand e d drugs is based on innova ti o n – with 
firms compe t ing at the prod u c t deve l o p me n t st age to be the firs t to marke t with a prod u ct for trea ti n g a 
parti c ul ar di se a se or condit i o n.  The winn er of that race can (appr o pr i at el y) earn signi fi c ant rewa r ds – 
whic h provi d e econ o mi c ince n ti ve s for firms to creat e new prod u ct s and brin g them to marke t fast er, in 
turn provi d i n g cons u me r s more choi c e.  Non-pric e compe t it i o n al so prod u c es ince nt i ve s for firms to 
expan d the use of their exis ti n g produc ts by explo ri n g new drug indi c ati o n s or to make other 
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54. Another emer gi n g poli c y issu e that the FTC has studi e d is biolo gi c drug compe t it i o n.  Biologi c 
drugs are prot e in-base d drugs that are deri ve d from livi n g matt e r or manu f ac t ure d in livi n g shel ls usin g 
recombi na nt DNA technologi e s.  Biologi c s are far mor e compl e x and much lar ge r than the chemi c a ll y 
synt h e si ze d, smal l mole c ule s that form the basi s of most phar ma c e u ti c al prod uc t s, and they are also far 
more expe n s i ve.  The United States Congre s s is curr ent l y draft in g vari o u s legi s la t i ve propo s al s to provi de 
an abbr e vi at e d regul at or y path wa y for foll o w-on biol ogi c (“FOB”) drugs to encou r a ge FOBs to enter and 
compe t e with pione e r biolo gi c s once a pione er drug’ s pate nt s have expi re d.  In a June 2009 Report 
(“ Biologics Report”), 80 the FTC provid e d an indep e n dent anal ys is of how the legis l at i ve prop o sa ls woul d 
like l y affec t cons u me r s.  The FTC’s Biologi c s Report conc l u de d that: (1) the like l y marke t dyna mi c s of 
FOB compe t i ti o n will rese mbl e bran d-to-bran d drug compe t i t i on, rathe r than bran d-gene r i c drug 
compe t i ti o n unde r the Hatch-Wax ma n Act; (2) the exis t in g United States pate nt syst e m and marke t-base d 
pri ci n g are like l y to be suffi c ie n t to supp o rt con ti n u ed pionee r and FOB biol ogi c drug innova ti o n; and (3) 
incl u si o n of entr y barr ie rs in the form of addi ti o na l regul at o r y excl u si vi t y peri o ds and spec i al paten t 
resol u ti o n proce d ur e s woul d li ke l y harm cons u me r s by dela yi n g FOB entry and decre a si n g the pace of 
biote c h inno va ti o n. 81  FTC Commiss i o n e r Pamela Jones Harbour prese n te d the findi n gs and 
reco mme n d a t i o n s of the Biologics Report on behal f of the Commiss i o n in a June 11, 2009 testimo n y 
befor e Congres s, and answe r e d quest i o ns posed by  the Commit t e e with Michael S. Wroble ws ki, Deputy 
Direct or Office of Policy Planni n g, lead auth o r of the Biologi c s Report. 82  The ulti ma t e deci si o n how to 
devi s e an abbr e vi a te FOB regula t or y appro va l pathwa y rest s with Congres s. 

                                                      
80  FED. TRADE COMM’N, EMERGING HEAL TH ISSUES:  FOLLOW-ON BIOLOGIC DRUG 

COMPETITION (June 2009), available at http://www.ftc.go v/os/2009/06/P083901biolo gic sr e p o r t.pd f .  
81  See id. a t iii-x. 
82  FTC Testifies on “Competition Issues and Follow on Biologic Drugs” (FTC press rele a s e desc r i b i ng June 


