
(GENERIC PHARMACEUTICAL ASSOCIATION 

Federal Trade Comission 
Office of the Secretary 
RLoomH-135 (Auln.ex J> 
600 Pemsy17ania A-ve~u5; PI.-W. 
Washington, D.C. 20580 

Re: Authorized Generic Drug Study: FTC Project No. PO62 105 

Dear Secretary Clark: 

The Generic Pharmaceutical Association ("GPhA")' submits these comments on the 
FTC's p r q i c l l  E-tudy of authorized generics (Froject No. PO62105 ("the Study")). We 
C O K ~ I I ~ X ~ ~ihe FTC7s decision to issue the Study and suggest specific refinements to 
en~ble the Study to clarify the competitive impact of authorized generics. As the 
Commission noted in its request for comments, the Hatch-Waxman Act is intended to 
encourage generic entry as soon as is warranted. As the chief antirust enforcer in the 
pharmaceutical market, the FTC is readily aware that the vibrant presence of generic 
drugs leads to . - enhanced corn etition and lower prices. .'i ..f;t.* I: ,; f i  ..-,; b;, yP- -:lr:l.Yz n,c-?-,; . - ..:IJ:.: ;-<, ,:c.. -1:J.bLi P..l if-2-ir,p,<+r .p --
t :  . .:.I;,.! ,;.;;?;:: !(,:.- -;:;:.,:. ;;~~i.'s,i:......7..?;~,(;y:-.' ;  - , i  r .. ., -,,, ris:7 . f:;,::+- - (;:,. ,.: ..,..:,:a ;.;> 

The p,~gp,~,yd~., . ~~.r.afs~gp~;p:!~g~~fht;,:,.,J. fight.. .' directio?, ; ' ~ i i t i i & ~ ~! . ssu* . .. s~tlg&i,:~g: will 
gather. a- limited- range o f  information that is unlikely to fully illuminate the long-term 
conpeguepces .sf a1!thpni;edt,-genq$e8, .e~ecjally when-,combined with the other 
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ant1c;ompetitjv+ e practice8 ip which @+d-nqme jnanufacturers engsge. Pe;s t ~ ~ d y  ses- ,k. - f o ~ u- I !  

prigarily on; &i&yg d:!? ~7h!$&~8i ,- provide a snapshot .b e s t 5 a i  . . ,of the immediate 
impact of these practices. But because -authorized generics are a 'relatively recent 
practice, limited pricing data will not be entirely informative. To overcome these 
limitations we suggest that the Commission should institute hearings as a supplement to 
its proposed analysis. Such hearings could be used to query the real incentives and 
rationales by which brand-name manufacturers and generic manufacturers operate. It 
could, also-, bring together ,jpdys!rygland ecpnomic experts to p ry ide  Amore detailed ) - a ' 

guidance. .Only &err fk.: FTC gathers this infomatinn will a hlf picture cf the ixpact of 
auihwizsd generics in the phama,ceu.!?nd mnrket become clear. 
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1 The r3en~ricPhamlaccutical Ass~cia%m(Ci?bA) represents 98%of g,eli.?~i:i?e--.;-?act,-:erg, vhosc 

products &recispenscd fm the rncjority of in the United ~:atf.s.GPM is cmnrnitted to 
pi-ooducirlg safe, ~ Q W - C Q S ~prix-scts;the effi:?z of C;F1Am c e e r s  save c.msurne,s billions of dnllars every 
year. 
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The Proposed Study is Important and Timely 

GPhA commends the FTC for taking initiative on this importmt issue. The Study will be 
crucial to a proper understanding of authorized generics, and is a prudent use of the 
Commission's resources. This Study no less crucial than the FTC's earlier efzorts on the 
generic drug front,, such as the 2002 FTC study of generic pharmaceuticals that led to a 
broad and nuanced perspective at a critical time in the industry. As the Commissior. is 
aware from those previous effoi?s, brand name pharmaceutical manufacturers frequently 
act strategically to delay the erky of lower priced-generic drugs. The opportri.~xi"Lies for 
s~l.ch :ond.~lct ar3 abundant gben SIX web of regulatory condi;ions that brand-name 
xanufacturers h2.w a hand in gaming. 

As the FTC and others have documented, tke competiiior that generic drugs bring to the 
market, and the consequent savings that they offer to consumers, ,are substantial. Generic 
pharmaceuticals currently savz consumers over $10 billion annually: the average price of 
generic prescription drug was $28.71, compared to $95.54 f ~ rthe branded ~ e r s i o n . ~  
Gmeric drug^ e~colmnt for ova  55% of al: preccriptions, yet they Iess thar, 10% of drug 
ail ex~enaitures. !Vi;%l a estimated $78 billion in sales are expected to go of:-patent i-, 
tke nix.? t$xee y e z ~ , 3t?-:! yotentia! Wure savings from generics can have a significant 
im~rlct o r  FIX naat30n7ahealth c2re ;c?s:a. Given the critical nature of both competiti-ye 
markets and affixdab!:: healthcare, the FTC should be qplzuded fcr eriga,gi.ng i:: this 
essential and tirrdy :;twd-~ of 2 practice that harms phmaceviiczi cr;nsume:s. 

Backgrola~dOE Authcrized Generics 

In order to r2vm-d geceric firms for the risky and ccstly x;Guc: of challengiilg or 
attempting to klveFt 8~0'~1+?d a 180-daybrand-riame film patents, Congres~ pro\ ided f ~ r  
exclusivity peiiod. 'Ibat pefod hzs played a critical role i~ the Ceve!oplr.elt of the 
generic h g  indus21y. Patent challenges a7d creating nonnfringing drugs is an 
expensive and time-consuming process. With the potential for that short period of 
exclusivity generic frrms are spurred to attempt to open markets for vital drugs. The vast 
majority of potential profits for a generic drug manufacturer are from that 180-day 
exclusivity period. As FTC and other economic studies have demonstrated once that 
period expires price quickly is competed down to cost. 

The 180-day exclusivity provision provides the first generic company to challenge a 
brand patent with siah+ory pi~o:sctirn fi:orr, generic competition. 3 y  providing this 
exclusivity, C ~ n g e s e  gzve genekc d n ~ gmm~ifacturers the incentive that they needed to 
expend the significant resources necessary to challenge or lesign or invent araund 

c -suspect pzitents that oth3sr"Yiis-,ITL~? q,r?mi!lallenged and to paw ths wzy for ev5r.ttial 
f1111 geneaic corrzpeti:io&~. 
- -- -. 

Id. 
Gzneric Pharmacsiiit~al )dssosia:im, Srs!is;i-:, 

h~ : / /www.~haonr ine . e rg /~~r= l~~ te fp t J~~~~~~a~ : . l i '  <&ccosssd4enu/AbmfGenerics/Stat~~t'~,~/~t~,~~st~c~.11tm 

May 18,2006). 
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Consumers have saved billions of dollars through the willingness of generic firms to 
challenge patents or develop nonixdXnging drugs. To provide just one example, several 
years ago ]em ckdenged Lilly's patent on the brand-name drug Prozac. Their success 
in the litigation expedited thz marketing of a generic version of Prozac by two and a half 
years and saved consuiners over $2.5 billion. The FTC's own generic dnlg study found 
that generic patent challenges s~cceeded in 73 percent of cases, resulting in substantial 
con-swer savirrgs. A 

AE the FTC has cl:c;~.fi;n!ed Cuough irs generic drug study and countless enforcement 
actions, brand name fnns fiequentiy act strategically to rnanipnlate the regulatory system 
or engage in other anticompetitive conduct to delay generic entry. Brand name 
companies recognize that t!~e 180-day exclusivity period is the only incentive that 
Congress created to encourage prcxpt patent challenges, and thus earlier generic market 
entry. Thus, in the past 2 or 3 years brand name companies have entered into alliances 
with generic manufachlrers to lice-ise so-called '"authorized generics" at :he onset of this 
180-day exclusivity period. 

The praponents cf a--:kfzz- l !gcmericr :-lay soggest &at ihey are another aggre~slve rival 
in the market. Nr ?-:.:g;OIL< t>e f=.xItker from the truth. Authciized generic licensing 
agreements gzixaii-j provide -C:.qt the "generic" product not be marketed witil after a 
generic ~rodzct hhs been appoved. This is not surprising, since to do so earlier would 
only diminish t!ie p;.ofiis received by the brand company by allcwing a lower-priced 
generic to com2ete wlth the brand name Faduct. Insteac'., 3'ritqrby the authorized generic 
only occurs if the brad-name frnn faces the threat of a legiti~~a;ege2.eri.-,ricentry, with the 
authorized generic's sole purpose to undercut and devalue !egiln?ats generic entry. The 
sale of authorized generics during the generic exclusivity period rechces .;hsv a l ~ eof the 
180-day exclusivity and, csnseq~e~i;:y, reduces the incentive :or gece-ric drug companies 
to challenge questiozable patsits. 

,iuthonized generics are a!so :.nconsistent with another fundmental god cf thc Ratch- 
Waxman Act: facilitating timely and affordable consumer access to pharrnaceuticals sold 
under questionable brand-name patents. By authorizing a pai-ticult?r generic to compete in 
the post-patent 180-day A W A  period, the brand-name firms are intentionally 
diminishing the incentive of any generic to engage in litigation. The result will be that 
more brand-name patents will go unchallenged (because the value of the diluted 
exclusivity makes pategt challenges less cost-effective), generic competition will be 
diminished, and consamers will be denied lowcx--cost generic drugs. 

We strongly concur with the need for the FTC study. But for the study to truly inform 
Congress and regulators we suggest iThree important changes. The study should focus on 
both qualitative and quantitative data; the FTC should consider the broad range of 
ongoing anticompetitive conduct in its study; and the FTC should hold hearings to fully 
address the subject. 

4 See Federal Trade Commissior, "Gr=rleric Tnig Entry Prior to Patent Expiration" (July 2002), at 16. 
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Data CollectionTbl~st I~cEudeBoth Quantitative and Qualitative Data 

When the FTC collects data for this study, it must consider that ciiffererit types of data 
will be useEul for different analytical purposes. The Study as proposed wiil collect a 
modest range of quantitative data from drug manufacturers focusing ah9st sxtirely an 
pricing dats. Pricing data can provide some information about the immediate effects of 
the practices, but it by no means will tell the whole story. Quantitative data will be most 
usefbl in determining the short-term effects of authorized generics on generic drug prices. 
But because authorized generics are a recent strategic practice, quantitative da!.t.sr will not 
accurately present the long-tern- con.sequences of these practice:. Ivloreover, pricing data 
will not provide usehl infcmation on the impact of mthcrized generics on future entry 
decisions. 

Generic pharmaceutical companies interested in Paragraph IV filings evaluate the 
profitability of enterizg the r:.:fcet with L. 180-day exczusivity pefiod in determining 
whether the ANlll pocess is worth their while. The ckcisio;i to king a generic to 
mxk;5t is t)~:sd,ll:r  2. thee-;o-seve2 year propositionj so ilrz cw~ent  15-xiscape for 
~iti~~orized well before the aubh~rized generic generics reflects entry decisions ~ a d e  
agreements became so prevalent (circa 2003). Thus, the short-term quantitative data that 
the Study prnooses collecting will be helpful, but will not present a cmqlete picture of 
the true incentives andor bamers that a generic entrant will cons id^^-. The zhort-term 
quantitative snapshot will not account for this delayed lead-up time, or for the fact that 
the current state of the market reflects genets firms' entry decisisne made without 
knowledge of authorized generics. 

Qualitative measures a s  neceFs5i.:/ because likely presence -f a~~thorizsdgeneics will 
reduce the erltrant's perceived prcfit3blsility durkiig the 1180-day e:rclnsivfty period at tk.e 
time that they mist cammit to ertering. If the practice coctin-~es, a generic entrant in 
2006 will consider it i s s  profita5le to enter the market sometime ia 2909 to 2C13, and 
the reduced profitability will reduce its overall incentive to enter th: m2:ket at all. At the 
magin, this 7riii fort; some ger,er:cs to conclude tkai-beczus:: cf the presence of 
authorized generics-it is not worthwhile to enter the market. This will lead to less 
competition and harm consumers. Of course this rational-decision-maker analysis cannot 
readily be quantified.5 Thciefore, evide;,ce regardi~g the decision-making process is 
necessary to develop a complete understmd:ng of how the authorized generic practice 
will impact the market-and therzfore censun.ers--in the long term. 

The FTC study does requcst c2rtain stdies and other internal docurnerts about ,se:e:ic entry. This 
request is appropriate but the w3e of informtion available may be very limited,. 
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11,utharized PJe~ericsR4tis.P Be Analyzed as one of Several Tools nsed to Delay 
Gererie Entry 

As is always the case at the intersection of intellectual property and antitrust, there is a 
delicate balance to be struck in order to fully incentivize imovatiofi and competition. As 
the Commission is aware, the Hatch-Waxmm Act provides generics with the incentive to 
enter the market by granting them a 180-day exclusivity period. The periad provides 
enhance6 revenue to compeilsate generics for patent challenges, innovating non- 
infEnging zltern~,ti.tives, and navigating the Paragraph N morass. A mechanical 
evaluation that queries only the raw m b e r  of ANDA ~,pplicmts,cr short-term effects 
on price, will fiot adequately il:ustrate %e poteniial 10119-term effects on the market, 
especially c o n s i d ~ ~ n g  that the auClorized generics exist in a market with a rich history of 
anticompetitive behavior. 

As the FTC is aware, bra~6sd s:iamxeuticaC ccom?ani-s fiequeni;y engag-, in 
anticompetitive conduct to delay generic entry. Autiiorizei ge~erics are only the latest of 
several strat-gke used by km~!det. cccq2xi5s to puris3, dz;zy, or 3 ind~r  generic entry. 
For , ~ x a ~ : q ~ l ~ ,3rari.eii ci.arrrarrraceu5:i:s csmtinue to "prodrcf hop," shifting demand from 
y with questic nic ;.;3r n:ar!y cr+;i-ed patents to 7racticall.l ide~ticzl dmgs with new 

pz.te~ts.7Thz deciwdory jut..yi,e.~t ,;).stem has thus far failerl to prov'de r ~ 1ahnat ive to 
drawn-out !itigation battles. The FTC's own brief in the Teva v. ?f~eip csse (03-cv- 

. * 

10167) provides m excellent analysis nf how the deslu~.?c~i';~- ;;[stemj ~ . ~ m e r _ t  has been 
misused by the brarded phamaceuticals in order to a<~i~.q:r, th:ir O~VII.interests.* These 
same companies have also abused the citizen petitioz e y s t t m  an a2empt to crezte 
roadblocks to the timety approval of generic drugs. 

Each of these practices, like authorized generics serve a very irapocant goal of the brand 
same firr~s-to manipulate ths regulatory system, raise roadblocks and increase 
uncertainly about the ability of generic firms to enter. None of these practices are 
efficiency-enhancing. Each is intended to dampen the incentive aid ability of generic 
firms to challenge patents or drvcl~p noninfiinging dr~gs.  Each practice clouds- the 
ability to enter by creating uncertainty about likely potential for the market. With the 
added uncertain2~ it is not surprising, as FTC Commissioner Liebowitz has observed that 
authorized generics may have led to an increase in the settlement 3f patent litigation. 

Any analysis of the impact of authorized generics on the iacentivz and ability of generic 
firms to compete must look at .this full range of anticompztitive practices. Thus, we 
suggest that the FTC expand its study to include decisions by brand name f ims  to engage 

6 Patent litigation is extremely expensive acd time-consuming. Cases may take a eecade or longer to 
c~mpleteand cost millions of doilars. 
7 Cite Tricor case 

2005 "Brief of Amicus Curiae Eeszral Trade Commission Supporthg Appellant's Combined Petition for 
Rehearing a d R e h ~ a r m ~ ,En Banc": TzvaPharmaceuticals USA, Inc. v. Bfizer, Inc., 04-1 186 (Fed. Cir.) 
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in product 3opping and the iiling of citizens petitions. h this fashion the FTC can inform 
Congress as it did in the 2002 Study of the full range of practices and how they impact 
generic entry. 

The FTC Should Mold Hearings on Authorized Generics 

In odder to develop a complete picture of the long-term market effects cf authorized 
generics, the FTC should hold hearirngs on the subject. The FTC should inquire &.bout: 

the ?ole of the i80-day exclusivity period ia a generic firm's cost-benefit analysis; 

0 how generic pharmaceutical companies plan to deal with their reduced profits 
when they foresee an x.itho<zeG e;e~:!ericcr.2i.e hrizon; 

how best to emure oom cwapetit!cr wkliie emozraging innovation. 

As is described abgve, th.e answers to these q~estiocs~ ~ x i n o ' tt e  pr~videdthrough 
q~antis~a~iivadata. k addition, a req-uest for documents to assess the decision-making 
rrocess will not pszvide a suffcie~$basis for a rigorous study as these are issues not 
ilways reliably rloc2.mented. Hearings will therefore provide a broader bass far a careful 
analysis of the ince~tivesthat infiuence this market. 

'The FTC hzs effectiyrely used hexifigs in several s5ttiningsto i!?~nrilizlateboL:hthe short and 
long-term effeck 6: differed competitive practices. For e;xample, the 2CO2 FTC/DOJ 
Hearings on the Intersection of Inteikchxal Property and Pfititmst Law a2&essed many 
complex issues including standard setting, patent pools, and licensing. Ey bringing 
together business persons, industry experts, lawyers and economists the hearings wer: 
able to illuminate the type of qualitative and long-term competition issnes the FTC 
should address in this study. The FTC hearings on Health Care Competition took a 
similar approach. We believe hearings may provide the most effective forum to gather 
the full range of information on these and other anticompetitive practices. 

Protecting generic entry is critical to controlling health care costs in America. The 
proposed study of authorized generics has the potential to examine an important issue in 
this delicately balanced market. GPhA appreciates the opportunity to comment, and 
looks forward to working with the FTC i r  this matter. 

Generic Dhamace3tical Association 




