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SUBJECT: BRAZIL PHRRMACEUTICALS 301 JHEESTIEiTTUH

FPUBLIC HEARIRES

1. SUHHARY: PUBLIC HEARIMGS WERE MELD SEPTEHBER 14 LN
WASHIHGTOR, B.C., AS PRRT OF THE SECTUIOK 381 ALTIOK FILED
BY THE PHARMACEUTICAL HAHUFRCTURERS ASSOCIATIODY (nal
BLLEGIRG THAT ERAZIL'S DEMIAL OF IMTELLECTUAL FROPERTY
RIGHTS PR} PROTECTION FOR PHARRACEUTICALS COMSTITUTES AN
"USAEASDUNABLE ACTIOM WHICK BURDENS OR RESTAICTS U.5.
CORMERCE, ®  TESTIMOHY SUPPORTIKG THE PHA FETITION WAS
PRESENTED BY PHA PREZIDENT MOSSIMGHOFF AND § EFECUTIVES OF
PHA=AFFILIATED COMPRMIES. WRITTEW TESTIHONY IN SUPPORT OF
THE PRA PETITION WAS SUPFLIED BY EYERY EUROPEAN EUROPEAN
PHARHACEUTICEL IKDUSTRY ASSOCIATION. OVERELL THE HERRING
PROVIDED A WZEFUL QPPORTUMITY TG REVIEW BRAZIL'S LACK OF
IKTELLECTUSL PEDPERTY RIGHTS PROTECTION FOR
FHARMACEUTICALS ARD HOW THES IHPRCTS MEGATIVELY WOT OALY
DK TEE PR COHPANIES STILL OPERATIHG IH ERAIIL BUT ON THE
BRALILIEN PEARMSCEUTICAL |NDUSTRY AND THE ERALIL FAN PUBLIC
RS MELL, END ZuMHARY

1,  INTRODUCTIOM

USTR DIRECTOR FOR ERATIL AMO SOUTHEAK CONE EFFAIES
CHRISTENA LUND, W40 CHOIRED THE PROCCEDINGS, OPEMED THE
HEARINGS EY REVIEWING THE 301 PROCESS. SHE KOTED THAT
THESE PUBLIC KEARINGS WERE THE FIRST STEP I INVESTIGATIKG
THE 381 COMPLAINT, AND THAT THE US6 WOULD MEXT EE
RECUCLSTING COMSULTRTIONS WITH THE GOB 0N THi3 1SSUE.  SHE
MOTED THAT THE USG MAD CONSULTED WITH THE GOE ON SEVERAL
QCCRSILNS PRISA TO THE PHA'S FILING OF THE 30 PETETION

3. PHA PREZINTATION

GERALD [P, MOSSIMGHOFF, PRESIDENT OF THE PHA, LED OFF THE
FRESENTATIOMS, FOLLOMED BY FIVE EXECUTIVES OF
PHA-GFEILIATED FIRHE. THESE JWDIVIDUALS, EACH OF VHON
ALSD 15 ACTIVE 1M PHA |PR OR LATI:N AMEAICAN COmMITTELS,
WERE RICHERD M. FURLAUD [SRUISE), ROLF W. WEWEL LEDERLED,
BROMER 8. MERRIAM {PFIZER), DOMALD £. BOULTEEE (SHITH
KLIKE & FREKCH), AND RICHARD G. WATERHAM (MERREL OOW

4. THE RAJOR THEME OF THE $1X PRESEXTATIONS WAS THAT

TELEGRAR

Peiial DCaby:
BRATIL'S FAILURE TO PROVIDE QDEQUATE BATENT PROTECTION FoR
PRARHACEUTICAL S WAS UNREASONALLE, BURDERSOME Ok THE 0.3
PHARRACCUTICAL COMPANIES OFERMTIKG IN BRAZIL, AND
COUNTERPROCUCTIVE TO BRATIL'S GW& DOMESTIC IMTERESTS,
BRAZIL HAS COWSCICUSLY ERCLUDED PHARMACEUTECA, PRITUCTS
AKD PRCCESSES FROM AN OTHERMIS: ADEQUATE PATENT PEITECTION
SCHEME, THIS BAS AFFECTED W. 5. FIRMS HEGATIVELY THESUGH
THE FIRATIRG OF PRODUCES AND THEIR SALE IN BRAZIL IN
COHPETITION WITH THE L5, DEVELOTERS OF THE PROOUCES.  THE
PHA VERY COMSERVETIVELY ESTIMATES THAT THIS PIEATIHG HAS
CO5T THEIR NMERBERS 1G@ MILLIOM DOLLARS N LOST SALES (M
THE PERICD 18575-86, AND MRY COST BS MUCH A5 L BILLION
DOLLARS 13B7-1000. FIKALLY, THE PHA SPERKERS STRESIED
THAT THE LRCK OF PHARRACEUTICAL PRTENT PROTECTION
PROTECTICH Was MOT IM LINE WITH ERAZIE'S LONG-TERH
INTERESTE. THEY POIMTED OUT THAT BRAZIL WAS THE EIGHTH
LARAGEST FREE WOALD ECOMDMY BMD A HAJOR TEAD NG WAT 0N
ERALIL MUST PLAY & RESPDH§IHLE ROLE iN TRADE AND
INVESTHENT MATTERS COMMEWSURATE WITH ITS STATUS, THEY
HOTED THAT OHE OF BRAZILTS ALLEGED PURPOSES OF OEWYING
PATEMT PROTECT|GM FOR PHARMACEUTICALS WAt TO ENCOUSAGE THE
DOHESTIC PHARMACEUTICAL INDUSTRY. IH FACT, JUST THE
OFFQSITE HAS HAPPENED: THE HARAET SHARE OF DOMESTIC
PHARMRCEUTICAL ComPARIES IM BRAZIL MRS DECLIMED SINCE PR
PROTECTION W& REMOVED IN 1963, FURTHERRORE, DORESTIC

FIRHS ARE MOT EMGRGING IN AKY SIGHIFICANT R AND D. THREE
U,5. FIRMS HAYE WiTHORAWN FROH ERAZIL, END A KUHEER OF
OTHERS ARE HOLDIKG BACK ON IMVESTHENT PLANS

5. GQUESTIGNS nKD ANSWERS

THE THEMES IMTHOOYCED OURING THE FMA PRESEMTRTICNS VERE
FURTHEE PEVELOPED DURIMG THE QUESTION-AHD-ANSWEY FERIOD
FOLLOWING THE PAESENTATIONS, AND SOME KEW 15IUES WVERE ALSO
RAISED, THE WiG |NTERBGSENCT PedifL CONSISTED OF
REPRESERTATIVES IF5TR, ATATE, COMMERCE (IMCLUDIMG PATENT
AKD TRADEHARE OFF IGE} AMO TREASUZY. THE HOIY SIGHIF ICAKT
QUESTIOHS DEALT WITH THE |SSUES OF EXACTLY WNY THE PHA 15
PURSUING THIS ACTioM RGAINST BRAEIIL, WHAT THE PHA HGPES TO
ACCORPL IS4 THROUGR THE 301 CAZE, WHETHER THE PHA wWauLD
ACCEPT A COMFROMISE OFFERED BY THE ERAZILIAN GOVERHHENT,
AKD WHETHER THE PMA WAS COMSIDERING FILING FURTHER 181
ACTIONS ASAIHST OTHER COUNTRIES.

E. IN RESPONSE, pHA PANELISTS ROTED THAT BRAZIL waS
CHOSEN FOF T2 BasiC REASONS. FIRIT, BRATIL HAS WCITHER
PROGOUCT NOR PROCESS PATENT PROCTECTION. THIS 15
INEXEYSAELE FOR n COUNTAY WITH THE EIGHTH LARGEST
FREE=WORLD ECOngyy, FURTHERRORAE, ERAATIL 13 SEEM a3 A
LEADER AMONG MEWLY-|HDUSTRIAL1ZED COUNTRIES OND THE G=77

RND ACTION TAKEN BY DA AGAINST BEALIL WOULD BE SEIN AD AN
INPORTANT FRZCEDENT

T. THE PHA REFLY TO THE QUESTION REQUT TIMING COVIRED
SEVERAL POINTS, pHA PANEL |5TS HOTED THAT IN FACT IHEIR
BEMEERS HAD BEEW CONCERWED EVER SINGE BRAIIL DROPE:D
PATENT PROTECTION 1N 1965. WHEN NEITHER SHa NOR 430
CRUSULTATIONS Wity THE GOE OVLR THE YEARS PRODUCED
POSITIVE CHANGES  THE PMA LCEB!ED TO HAYE LACK OF (PR
FROTECTAON SODEQ a5 AW BCTIGHRELE 133UE IN THE 1334
REVISION OF SzcTipw 301, AND ALSO A5 A CRITERION TD BE
COMSIDERED DURING THE G5P GENEZAL REVIEYW. BMA PRKILISTS
ALSO STRESSED THaT THESR 301 ACTION WAS FULLY CONSISTENT
HITH THE U5, 1PR GRJECTIVES IN THE GATT NEW ROUND.
FINALLY Prg FRNEL1STS WOTED THAT A HUMAER OF IHPOITANT
HEW DRUGS ARE BEiNG DEVELOPED BY Paia MEMEERZ NOW THAT WILL

REQUIRE PaTERT FROTECTION IF THEY BRE TO BE HARMETED IH
BRAZIL.
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PRGE 27 OF 02 021142 DEALLE
E. OK THE QUESTION OF WHMAT THE PHA HOPED TO ACCOMPLISH

THROUGH THE 301 ACTIDN, THE PHA PANELISTS RESPONDED THAT

GIVEN THE HISTORY OF THIS |SSUE WITK SRATIL, IT APPEARCD

THAT TEE OKLY WAY TQ “BRING THE &05 T0 YHL TALLE-

SERIDUSLY WS TO FILE R J0 ACTION. IN REGARD TO THE

CHANGES THAT THE PHn WOULD LUKE T0 SEE N BRAZILS IFR
PROTECT IO FOR PHARMACEUTNICALS, THE FOLLOWING SPECIFIC
POINTS WERE MEMTIQNED: (i) PECDUCT PATEMT PROTECTION FOR
KEW ACTIVE INGREDIENTS, (B} PRODUCT BY PROCESS FROTECTIOH,
[C] REVORZAL OF THE BURDEX OF PRODF IN PATEHT IMFRINGERENT
CASES, (Y MO COMPULSORY LICEMS NG, G£} LOMGER PATENT
VALIDITIES, &HOD @F) BETTER PATEMT EMFOSCEMENT. In
RESPOMSE TD A QUESTION, PHA PRESIDENT MOSSINGHOFF CLEARLY
IKDICATED THAT THE PMA WOULD KOT ACCEPT AN INTERIM OR
CONPRONMISE SCLUTION TQ THE 300 COHPLAINT.

9. THE PHA REPRESENTATIVES NOTED THAT & NUMBER oOF ATEER
COURTRIES ALSO0 HAVE IMADEQUATE PATENT FPROTECTION FOR
FHARHACEUTICALS, BUT WOULD MOT SPECIFICALLY DISCUSS PLAKS
T3 FILE OTHER 28[ PETITIOMS. [N RESPONSE TO & RELATED
QUESTICK TEE PHA SAID THAT IT HAD BEEM IR CONTACT Wi TH IT3
EUROPERY COUMTERPART ORGAMIZATIONS, WHICH SHRRE PHa
CORCERNS ARD SUFPORT IT3 ACTION AGAINST BRAZIL. THE PHA
WOS HOT AWGRE, EOWEVER, WHETHER THE EC WAS CONSIDERING
TAKIRG SIHILER ACTION RGAINST BRAZEL.

18.  ATTENDAMCE AND INTEREST

THE HEARINSS WERE RELATIVELY MELL ATTEMDED. AUDIEKCE
LARGELY CONSISTED OF PHO COMPAHIES AHD OTHERS VITH o P2
COHHECTRON HEARINGS COINGIDED MITH PRA BOSAD MEETING] AND
U3 REFRESENTATIVES. AFPROXKIHATELY 51X BRATZILIAM MEQIA
REFRESENTATIVES WERE PRESENT. OIPLOMATS FRoM ERALIL,
RREENTINA, CHILE, AMO THE FRG ATTEMDED. N EODITIOR, THE
EURDPEAN FEDERATION OF PHARMACEUTICAL INOUSTAY
RSSCLIATIONS, ALL OF ITS IKDIWIDUAL HEHEERS, AND ZEVERAL
EUROPEAN NATIONAL |WBUZTRY GROUPS SUBMITTED WRITTEM
PRESENTATIONE |H SUFPCRT OF THE PHA POSITION.

11. COPIES OF WRITTEM SUBHISZIONS ARE EEING POUCHED TO
EMDASSY ERASILIA, COPY OF EECRINGS TRANWSCRIPT WILL 8
SENT RS 500M AS IT 15 NADE AVEILABLE. WHITEHEAD

BT

2753

UNCLASSIFIED

INCOMING
TELEGRAM




