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David Kessler, M.D., J.D. 
Commissioner, Food And Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 

Dear Dr. Kessler, 

June 10, 1993 

We have learned that the British (U.K.) Licensing Authority 
yesterday rejected an appeal by Upjohn and has finally revoked the 
license for Halcion, the widely-used sleeping pill which was 
temporarily suspended in the U.K. in September, 1991 because of an 
increased incidence of severe psychiatric adverse effects such as 
paranoia, depression, and memory loss. We have also obtained a copy 
of the July 17, 1992 letter from the U.K. Medicines Control Agency 
to Upjohn notifying the company that the government was proposing 
a permanent revocation of Halcion's license in the U.K. That letter 
states that : 11 When the benefits [of Halcion] are considered in 
relation to the risks associated with the drug in normal conditions 
of use it is considered that the risk-benefit ratio is 
unacceptable. It is considered that there are other benzodiazepines 
available which have a lower frequency of psychiatric adverse 
effects and which are preferable on grounds, of comparative safety ... 

When we filed a petition with the FDA to ban Halcion from the 
u.s. market on July 22, 1992, we did not have a copy of the July 
17, 1992 letter from the British government to Upjohn. It 
is quite clear from this letter, especially when taken in· 
conjunction with an earlier December, 1991 letter from the British ·• 
government's Committee on the Safety if Medicines (CSM) to the EEC 
explaining the reasons for a proposed permanent ban of the drug, 
why the British government took this action. 

Upjohn's response to this final British action yesterday was 
that the company was "outraged". However, it is the American people 
who should be outraged that the Food and Drug Administration, by 
allowing this dangerous drug to stay on the market on this country, 
is failing to protect the hundreds of thousands of Americans who 
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annually use this drug about which the British government has 
stated: 

On this basis the CSM have concluded that triazolam [Halcion] 
is associated with an inadequate margin of safety in relation to 
dose and that the risks outweigh its benefits in relation to other 
benzodiazepines. 

Considering all the information now available, it has been 
concluded that triazolam can no longer be regarded as safe for the 
purposes indicated in the licenses and that it should be withdrawn 
urgently from the market. It was considered that this warranted 
immediate suspension of the license. This action was authorized by 
OK ministers... (December, 1991 letter from British Committee on 
the Safety of Medicines to the EEC) 

In Britain, the drug has gone through a complicated series of 
events over the 20 months since September, 1991 which are 
summarized below: 

September 30, 1991 The Committee on the Safety of Medicines 
(CSM), an advisory group to the British Medicines Control Agency, 
the licensing authority for drugs in Britain, temporarily suspends 
sale of Halcion. 

December 3, 1991 Upjohn appeals this decision to the CSM and 
its appeal is rejected. The CSM explains the basis for its action 
in a December, 1991 letter to the EEC, quoted above. 

May 15, 1992 The Medicines Commission, another advisory 
group to the Licensing Authority, recommends that although the 0. 25 
milligram dosage form (one of the two on the market in the United 
States) is too dangerous and should be kept off the market, the 
0.125 milligram dosage form can be used safely. 

July 17, 1992 The Medicines Control Agency (MCA) acting on 
behalf of the Licensing Authority, rejects the advice of the 
Medicines Commission, instead concurring with the Committee on the 
Safety of Medicines and its own (MCA's) staff and writes to Upjohn, 
proposing a permanent ban on all dosage forms of Halcion. 

February 1-4, 1993 Under the Medicines Act, Upjohn requests 
a private hearing in which the Licensing Authority appointed a 
person.to hear presentations from the company. 

'June 9, 1993 Upjohn announces that it has received a letter ·• 
from the U.K. Licensing Authority rejecting the February appeal and 
revoking the license for all dosage forms of Halcion in the United 
Kingdom. 

It is long overdue for the FDA to take this dangerous drug off 
the market. Millions of prescriptions have been filled and pills 
swallowed by unsuspecting Americans since the time the drug was 
taken off the British market. There is overwhelming evidence that 
Halcion is a dangerous drug that should never be used by anyone, 



young or old, for any purpose. 

As an FDA Commissioner pledged to protect the public from 
dangerous drugs and other FDA regulated products, your failure to 
act to ban Hal cion is inexcusable. I look forward to a prompt 
response to this letter. 

Sin~~-

Sidney M. Wolfe, M.D. 
Director, Public Citizen's 
Health Research Group 
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:MEDICINES CONTROL AGENCY . 
Matc.t Towm 1 NiD6 !1m~ Lui Z..don S'W8 .5NO 

• Ttql&dM an.m 01~ 
Ftll!.flmJJ.& 071-273 0$41 

\ I 

Xalclon T1bl1t1 OJ5 ma • PLOOSl/0058 
iUldo::t Ta'blw 0,12& =1• PL 0032/0063 
1drau1ttm Ta'hltts~D.Jl5 ma •lL003Z/0163~ 
'rrl~'!5lll Tablatr OJ.S 'mi. • PL G03l/0.1" 

. . 

l ~ wrl;t;r~ 10' ~otlfy )'Q\l of the IJce~sinl A\ttb~rltYi cilt~a:don oft:be ~:&ttte:r a£ 
~e ,P.i>oposed te-toc:&.tlon o!~t61 ~016 tollo~)'OU: ~ belm m•l4~cll~ 
O)mmi!lio=.. 'I'be Ll~ Anthotit)o pte,posu tba: tl161ice.ne= for Meh of the 
Fcduc, Rsied abovo &:le.lf be rev-oW 

. . 
t.J.cd=r ;par-..Jrt.pb 6 c! Sebt41ul• 2·to ~ Mt41c:lucs Ac:t ~ ("the A~). tls~ llrcnm'CJ 
~1horlty propo~$ to de~e tbe =attet aftbt pr~td ie~on Ofslzt l!~ 
lcz th• ~~on(.rrlazolun .P~ !!ir. ~-w~ ~from~ a4-riot o!thf 
M:ididui$ C~on. In ~d!ti=. to tb& Mod.lcm~ Cowpton :report tbc Ucmsq 
~od'Y ~ had:•p:d to your ol'll tfF~OIJJ b~0'%'6 !ha Q)mminton and the · 
O,ll'm\iti6e on Wd: ol. M~~ (C'SM) u :recorded m· thCl fmlScrlpt.l ~prOI:et~ •I 

and ill th~ wrl:tten mi.tena1 whidl._. Wen~· Comwsdoc &nd rhc CSM. 

A 0011 af.1ho l$'jXIU't of the Me~ ~OD is a.ttacl26d 10 1h1s 1etter. na ftpDrt 
ib0W1 tb. Co:em!sdo~'• i!=&cp an6 adv!ee and sbt MU=s for lhtlt e.d9b. 'I'bo 
O>zrrmbrfon adv,!s•d ~ HcenoM lor 0.25 zq ~ aboW4 bo ~~d ~d mat 

·! Bce%1CN for O.US =1 p~=s .tlQGld be wrled. 

l. -rbe Jrotm& ~r 1bc Acto= wlUQ th~ Lf=nsh!S Auth.o:it)' proposes that 
the l!Cf.Zl-0&1 k ~~ u:... · 

•. 
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M: J 0 Lee, 'UpJQ]m Ltd. 
Be: Malcicn 

• 

DrX.J"~,lrtCA 
11l~1J92 

. . 

.. 

U lht products ofO.. ~e~crlptf=a t; wil!c:'h thelkua;ea Ute em no lonprbe . 
%q!J'C!ec1 u pr~uetS ~tdt c:a=l&fely be a.dmimstctd far '£be patpOUf 
ia"ie&~ m ~e 'Ut,a;ea. . . . • .. 

1.! I= &p~ tbese sro=&, ~t llc:=siq.A.~ hub&d ~to Dir=t!v~ 
65/65/'B:iC {in~e:, Artlde llJ ~d hu treated tbc.sa srmm& a5 
~~r~· . 

(l) tna.t ~e pani~a:a ~~ ~. applicu!cm as provl4tc! form k1kl11 4 
and 4a ate incorrtor. md 

• 
(b) that ~~~tOducts prCTt to be ba:mfal m normal co=.iitions cfu.o • 

• 

• 

2.1.1 IuQs:cp1et4 ~=on aeve:oe e&ds md withlirawals from d!mCIIl Uials 
wu f':ovled !n the cripw p:oc!u~ liAmGO appl!eadon m r~ cfPzoto=l· 
111 ~ w!thd:a.wall d~• to ~Hffccts. from comp~ cliDical =all. 

JAclomple~ Womui= tram l'roto=l12~ was presem-4 t.O the ecmu=&*-•. 
on Safety cf Modiemea at & hta:!nl lD 1918 and wu ue4 to rousar$ tht 
On:l=!nu em Sa:tt~ ofMt4lctw abotlt ti» -~of uiemlt.m !Jlloq-t=:m ..,.. 

2.1.3 1:he Ilceostq lt.utae!it)' co:Aclt.ta that tbe JU'bmiJio: of m~ 
~~ rlftm.c! to !il parapfh 2J.1 and2.12 lkn ta suffide:t to 
jusdf)t ~Yoe&tlcm at the Eccces 'bau.. the om!md f:Dfom&tiOA de\)' 
. tappo:ts con==s about the~ of~ ptot\tc11 (116 2.2 ~). ne 
am=.et of Wotma.t!cn ~ iu.l!woDlt SlOt~ J.Te 'bM1:14'0111141red 
w!lfic:ltnt to~ r.YOC&tlon or~· Ji.-s. 

/C'.an1muU 
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Mr 1 GLee, UpJohn ltd. 
B.e:Htldon 

. . 
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2.2 · Rea.s~ related ~ tb• seccmd srcnmd • 

1)r IC Joi!t&, MCA 
17July1Ji2 . . 

2.2.1 tb6 Omlntd .lnfotriaticm, w'h!ch \ft5 nemilallf ~m*~ to ~e l.icczud"J 
A~ority m 1991. abowa ~at Uiwlm at dosa of 0.5 cr11q czrne~ 
fr.quw and disabl!Dg~cMIU!e adtenc.tcacd0S21. b rzotoco1 n3. 47~ of' 
~Jects pen trluolem 1 sui apci~ p~'Crlc:e.a~(n35 ~to 
1Sfi O!l placebo. Xu "!nWat tdals of at l~ 28 daya c!ura.tlotl wllhdrawals 
!rom 'trtt.t=tm due 'CO psy~i.trlG &dY~:stztadicms ~f4 m 9J,. of 
n\)J•w c= trluola.m (0.1-0.6 =1), 1.9% on~ (30 ma) and O.S~ o~ . 
pW.bc. . 

2.2.2 If 'the a.Yaileblc ~tion had bee.u pr~ec! oomplttely and c:anedl,y~ it Is 
hisblY''~tbat p:oC\Ic:t Bee~ woald l\&va ~an~ no lictWJ 
.Au',bori~ wculd h.tvo rtqwred e:ttGI!vt l"i~enca to reusure thtm tbat loWer 
m~_, no not prcdua• ~...._ fe-Pllilit ,..,.,,1,. '-lr~ nuw.~. &:.. 
~CI oftrla%olam &safe at mtll~ doses at that tfm.t mast be 
:rep:c5&4 u f1&wt4. 

'oet-mtrkatin, imoz=&t5on obt•tncd bm~ r~ICHmel m 
"tbe um~ !mad om anc! Unit.e4 States ot.Amadea. md publisbac! lfte:u:r• 
stv• c:a=se fol' tlp!ficant co~ np:rdf.q 1hc freq"Qmc:y cf imoa.. 
psyehlatrlo &&terse d!~. A:aalysts ot the5c d111. supporu cc=am a all.e&es 
ad all do~~ tbt 'Ut. 87~ bf 180 nports cl~ttic ~ o=zrre4 . 
1: the llet~ de~ In Glt USA 'Yirlous ~&td~ ~ lll.vo boc 
~orte4 .22·99 tfmes.=t• fuqQutJ:.hh uiazolm. mafalr at 4osos of US. 
O..S q. oamgue4 to ttmu~, ba!np whic:h cmm;t 'k a~tadfor~ 
tn~ kDO'Im ~ 'l'bt t.w!l&Cl• Optden1!ol0Ji;alam&l do ncnpcmde 
~=w~:ot~=~~· ~a41Mf1Vof1Ucl ·· 
.effects. 

I . 
The !:a!~ now ~1e abGWI that.triuomm cr.-.~ llld 
d!sablq pcyel:datrlc ~~at dolO$ ofQ.S m~ 1 qwhc-m a 

·· poputlono!ro=au4~a,edpa~.-'tdtb=memlnm•C••W. 
abO'fe). "Ihe&llndlap tWW tO ba'a lmpot1ut ~caicms for pat!ats 
"fr"A= ~ olc!ar or ,.,ho U.ve pr~ mcrtal .Ill»~ ar.4 ~a:. ~IS 
4W!th doses of O.l2S-oJ! q. ~ ~naest ~a.t 111m Ja u ~marpt 
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M: i G leo, tipjol:in L1c!. 
lte: Halc:!on 

. ' . . 

of &ate~ In ~ct"tion to c!os• tc am,er:d p&~ ~ta!mt m;b :eaetiom whml 
tbe ~. b \1$04 a.t m.l1~ dO&esm a ~ualtc~ 1:his ~~~ 

. ~~by the Jpoct•nte'DS ~p~ da.~ me::t\1 to e.bov6 (pohlt2.2.8). . . 

2.2J n. aomhiuea ~~of c1Tn1ca1 tdNi ca4pt~ lnzdill m4i..c• . 
t'be.t ~~lam CIUJtS psyc:b!ttna advent retd!onl.u &J1'1&11r !r~qU&Ucythmi 
other be:czod!nepme.t. The merttaocS rlsk of troatmeD1 'Wlth 'td•Wim !a · · 
rel&~ to cb• and tber~ 11 ~!zide.qaato marp 'ct Ut,m relation tO dole 
(tee pomt 2.2.4). In tbe U&ht of all ib Won:Ddoza ~ aY&Dable, 'tduollm 
ce ~o 1ona$r be rtp:d.t5 a.t sde At tbtlloemt4 doses. 1:lle Nb of 
trettment at~ ju4Jt4 tc ou.twe.iJb the *d~ to be ob~ from l~ use. 

2.2.6 'n& IJetn.tU!J A~r.r ~" rtceivld a.ttnca hm tba C:SM and tP 
Medicmu Comrcbl!ou W.t '£bt 0~ q dooa.&~ form of 1ti""'lam Ia l!nsefo 
under =annal~ of U$6. Botb a4vhed 1lat u~ for 0.25 ma lh~ 
be revok~ ;;a.~ ~tlJoeufng A~.llfOII=Jw!tb ~-rlew of 60.• 
bodies e.s to tbt N.ft~ of O.lS m& triezo'•m produ.ct.s. proposes to ao0ept m= 
·~v!u. 

s. Tbe :cas om •h:f th•Ltc:emizl& Autb~ does DOt prol)OM to "'now the 
~-mtbe Med!~• ~= r~ nspect ofO.'W m,1l:il.zt>llm 
p:oc!ucu a:. u follows~ . · : 

!.l 'nt Medidnos Co:=Jsslot\ qreed ~ tbo Committee OA 6af•ty of 
• • 

lde~- (CS:Mj1Mt ~t:li&ks aaoclat141fitb ufao'lam at an dcHS wkm 
UHd lA &=rcti=ca with the =:rt=t li=ence COD4ltlca omwe!ib 11r1 bc6 to 
bt ob~4 fn=. hs UM. n.Medlc:!Do$ Comm!W= did ».ot consi4c~ · 
iht elpt ~ :a!lc4 b)' CSM bel boa totO~ 

S.2 TAt tfoeDdq Aueorlwhu ~~~ ~ advict from tbt CSM ad 
from 1ht )4e~ea Ccmo;DaJoa ~ :eqe.ct. ollbl\CN for.OJ2S =a ttimltm, 
11~ the~~ Ia beJea CA&U-s==t cfnbmJ>IIM~th•a:mt 1\'1~1:1~ 
T.oert.for•Ce llc.~m1 .Antbca:ft: bN htd to IY'Ihmt 't'belaa.scm fo: sbo 
d:h!-.nQe ~ onfc: ~ :M= a ~clus!o.a.a so wlaiQh ~'of-== lboul4 
bt~Uowod. 

. .· 
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U Prom tl1a rtp¢tt cf the MC<iiclnea Coznmllf~Oil h IMW \lat tbt Cormottifon · 

. r•coam'6d ~t th$te WJS a problem with~~~ Dftrl.aola= bUt 10ak a 
lw sarlom view of it t!aa.u 1ho CSlrt ~ ~~ th~ rlsb assodated with 
trf&zolam the Co~oA lfPCUI to bw sfvcn cUe.rat we!aht to cenaiu 
fa.cto.r; and IS l.tasult bu aduda4 tbat 6Ne d$ks are~ than the 
lJ~nsfrt' ~u~erll1 baltev .. \b~ ~be. ID. panf.cWar. . . ' 

(A) On tht bub eftpemamOU! :.pon!nJ In tht UK tl26 Co:a:zmislf= tt&ttd tU.t 
the ac!vorn :~&die~ ...-hb tr!w>l&m li"CZO d1'Mlar tc Ac~a rapcrte4 tor Mh: 
bczodi~s (point 2.3). Howe.ver, the U":ac""l ~t)' o=l!c!on *t 
t:hl&e data do prav!d• I dJtlll ~ t.; mGrWI4 hqut~C'J Of pr.,rcb!atric a4vme 
If!~~ with trluolam cc=;arad tQ ~ar be=~p!ne$. m the lJK S39V ot 
~e1'e.actlom,repont4 occurred at a dose of0.2:5 m& and 5496 ~~ .. 
dose of 0.125 mJ ODt C:f:l! of 'I*~ ~ri6Zl~ 1ls11e :oa=omwore 
qad 70 y.,n o: men. l'nrthvmore, the US spcnune01.11 rtpordca dua 
p:mda evQJ'trOl!&et Sllppert far tho 'ri~ 'thl.t 1he fre~ cfp~ 
~e.r&t ef!tctt lt ~wed v-ith 1riazolam (ucUJ abovt), T.c• Me41d:Des 
Comm!sston did not appear nom th&Ir repo%1 to ~ave &tta=t41:Q1~ to 
tht~eda:a. 

(b) 
• 

In tbt!:· co:.ddtt&doD ot ~e ;hese II ud m dbdc:tluiall tha Conrmisltc:n 
. C02:! eluded Sllat th~ .POPulalio: of~ a4 mLddi•ap! p•tkl1ts w!!h DO 

memal fll:uf.$5 di~ not appte to bl putlc~Jl.:~· # mk (section2.4). Th~ 
Uconsma·Au!borl~J rotchu a ~ttcm c:cmWslon from~ tdali. 'l\e 

. phaSe li ~III 1riJls ,... ... ely ~youq aud lDidc!Hiod pC«atlwltb ZJO 

ZDmltal. mDe.ss. n* tt.!als-c!CD01:1Stxat~ a cltatmaeasa m ~&a-.11 from 
treatment du~tO~ oomp~'Vd1h tht ~~-e.. 

(c) . ne 0>1lJndulo:a. 2¥)t&d tDat mOSt~ :t&Ctlom we:• ne.!tber life. 
tln&te::aiDa llOf pm!tmu. &UJie$~ \kt tbt)' Y.Lirwed .DWl1 af tlaam u M:.­
&eriou.s. Bowmr, 1ht IJ~~crt!V'·..,.»·'t!W mo-=n of fbNt 
rea=lom II ~ab ~the)' lhoal4 N rep:~ u Jtri=a 'btcauao of their 
po~al for pio=eq a maJor ~~trlme:tal Impact 0!1 padetalml. n· 
esM also eonsJM:•4 the )f)'clziatrl~ ad¥ene e~ ol1ri•r41am to be sm01a1. 

.. 
•I 
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Mr J G toe. Upjolm Ltd. 
:R.e: Halc:ion 

.. . 

• 

Dr ltJoa,.,. MCA 
171laly 1Pn. . . 

. . 

• • • 

· (d) Tht Comm'safon wer• lml.blt ·to ~t .. =. ~. cltaclp~on of~ advtnt 
. ft.a~ ~ tnvolam II teczo.~ ad ~l!:a&. T.U U~ Alsthodljy 

. \'!.., .11 tbu adv&Qe ;rMeti()l)S t.ro h~ boc:ale m tdals r4 &t least 2&. ·. . .• . 
.•.. 

~'l:'l.t!~ 20% of pati=us withdrew duo to rido«tects c:=:sputt! to l09i em .. 
tho com;a:a.tor cbJ. 'Iboao rMct!cms arc coDilclertd to 1M 'cUaablna 'becase · · · . ·· 
~nu had to atop treati:zi~t u·:qult. At 4oles ofQ.S.C.! qpsycMiulc· . · 
e.dYuse ~ecza wire 5 tim• mor~ ~~ wSth u!uolam compared to ' 
aothe: btnzo&ucpjnoa:Jd 12 time$ mota co=mon u o:iplac:obo. 'niH 
h~ ~ pricnlar con=n about~ marg!n of ..tot)' for 1rlaoltJJJ m 
ra1~o:~. to dOH (sec pah:1t 2.'2.4). 

1 .. 4 The Com:obs!C2:l ~ 'thz.t 11ft.~ problems 'fdth th~ 0.125 =1 triaml~ 
p:epua!!on c0ulc! be d~t wiih by ac.tlon fal&J abort ot '*'~ Ot elM 
l!cenees. Thtt ~ tbat 1balfc:e.uee~ Jhwld 'ba wz!~ m:respe= of the 
lndicitloc. cle~age r~n=tndations, dun.t!ou of~ ;Ide lf='mi the 
!ndus! on r.f & stateme.~ p:omotb, JOOd lloep h.Yif~ (S&Cr!cc 4.2). nb 
&~-rice 'we.$ bue4.•on the \md~4ftl& tim 0.125 mg h dlcacicus m 
p:fe.trlc IU'bjt.ets mel m * FO~ttioll of:con~c JU\~. H~. th" 
Cc1ttdssion also llotod tha.t "a ~oso ~ 0.125 q wu cm.ctou.s ill oA17 a 
==odty of'~·prlat:!e at~bJo= ~~that &1M d!oaq of 0.2! SDJ'WU mo:. 
~dn&lor·m., pdmt~". ~tho nstzlc:tfom raoomm=4t4 by~ 
Commlsslcn wotlld resnl~ m trt&tmtl\\ of=o:a.-pdl:tdc: Jltcd•ets be!!~& 
=~~cS a: 1: \!oso wltk41btr :tprded u di~ 1u ot111 a~ of 
ll.lch 1\lbjo=s. . . . . . 

3.5 Theu~,A.utbcuity..-wi~ ~cpr~=4~~· 
Coinmfs,Jon's a:Mc.e that ll \ta probltullS NJ&Uq to ~lam.llmhl ~Hilt ·· 
with 'by~ ff'lms s\ort of mocatf.on or~ • .1kcott ~ illt1 lhoal4". 
dealt 'Whh t,- htal 'ICMm Howmr. bavfq twal~J"td 1M raucmafcr 6e 
d!flttnC6 tn tht ~;~t mdv.._ tho ~M6orltr OQDI14ers tla&t tho 

•. \rari&u=a p:~POM4 by tle Comm1asion wo1Mp-cMd6~~ 
&p!.QR me rlSlcl of ~-M~ trluo!aa ~~~!til.., at •• 
r.;o~df.d do1N u4 fat ~o )=zact 1bt.D th• pcricx! re::ommensS-' ~ * 
data abect. :Fda=~ !t awell-utal3Umed tlaat 0.~ a:e 
tom~ used li kipc ••• uc! lor J=a.r ptdo& thm •• r•oomm=W 
fu "t& ih6ttt a= I! ~tb the~• fa.e:on iDc:reaK 1.he rlsb auociatt4 with 



• 

Mr 1 G IM, Upjobn l..td­
ltc;Hal= 

triuolam. "!hi$ provides u t4dh1onal m50Afo: not &:alfu~ w1m tho 
con;erni 'by me.am of varla.t!ca. ~ 

s.s The vtew ~It tbt 'Yiliat1o" Ptopesod by tho· 0 anmfss;fo~ woal4 be . 
!:ca.dtptt Ia ~u~ em go:atdm.t!a.a. af l>Q1h lht mks and btae!U of tlM 

4. 

o.w =a prtparatlc=. no lleensto, Authcd\r ·~e~pts =· Comxmssio= 
advlu 'lllr.t 'trluolain may ha.v= tom~ advantqo m respect o! ze~l4W e&Gts 
on~ but the.~ beneh of1ho drul ara ~4 'bJ tbo moc!llt 
eS*'f ~ ~on·JOrla~o ~~e:ns. Wh= the ~ue&s ate cocsidued.m 
rlla.dQ= to the T..Sks UIQefa#OdVrith tbt d:u&innmmal c=C!fdouscfUtU.h 

. =:.l'!~t:e.d tba.t 1bt risk·btnef{t ratio !s UA&ccepf:lble.l\ is ccmid!te41b:t 
tb&:e t:t oth&r b~odtua~~~ a.YIDI.~It which hava alcwuirequ.c~ c! 
psyeb!atrle a~=m eJ!uta rm! wh!ch art prtfm.blo em Jmtmefs of 
compar&t!vt safety. 

In re:arl!h:ti ita ~e~cn of tb lUL+t&r of the.revoca-d=. of tbese product 
lictn;e.s, tht Lteens!DJ ~crlty bas 'bl4 reprd for thl CPMP O.Ptmcm Oil . • 

l:iau>'l•m (Plwmt.CO't!Jila.Dcc Opmt<m No.11. ct.* 1-1 ~ 1991). 
Th• fCUOI2i tor &!'uing from th• CPM:P Opkdn= ue po:n !:naec:ti~ 2l.6 
in resyect d 'trla!ota:m 0.2! =a prodn;ta, k tespoct o!. c.w ma trluoa 
product& th•l'euo=a Is~~ on \be pomti made metetiom !.1 tc !.S 
alx>ve. 

U~dtr pa:ap.,pb 6 of Sohtdale 2 to 1bf.' Aet you have tho opp~, w~ dlt 
lJoe.us!ng Anthorlty detormb1~ tho mabtf. tQ ep;pear'bdo:e, a.u4 bt ~\1 by • .a peGOll 
appobr'~ fot the pwpose by t'ha Ucc"~J.A;g.tb~, or ofmald:Da rep..e-=a1icms m 
w:itiDj ~ ~. Il"r~ttns Autho:dtf, wh:b rlfP"l to thelJoa~ AP.tJ:Ndtle ptopoaal to 
4•=='"e1h6matter!Aa~1'b!chd.tlm!rcmtha~ot~tM~ .. 
Oom=fss5=. Pluse wm you l&t- lr:::1ow w.hAIA 14- 4811 whtthec~you wisb ~ ~ 
fipeUbc:fcra a p~ &ppc!mtd Of 'lO maU flgfC&ent•:!cna i:n wrid:zl&, 

I 

You:s li:oe:e.Jy, 

A 4;u. 
t>rX1ow 
~Of a=d QWh=dYc Nolri1u ~Ap.=q 
fD: D4 = ~ at~•lLwva A.1tbo~ 


