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ey O, YilleT:

I would like L¢ Lhank both you and Mz, Crowell for driviong
u4p from Olymoia and meeting with me. T alRo appyenlatce tha EBime
ard zffzzt waich you kave igvested in chis mattasx,

As I indicartsd, THCRT nanagsment rpp&t*:ﬂ bor fimdl Llie idea
ol anyone reviswing -hsir ol linical acrivities ta ke unarceatahle
ard Arcidod that they would and would ignere their Federallw
mancazed Iagcitutional Rewview Board.  The FHCORC TRE® was Lhus
comme o Lae with responsibility tor protecting patisnt welfare huﬁ
aa authoarity, airce neithoer tha FHCRC nor bthe NIE wowelo Dack 1t.
Morezver. IE2 =members weres preasiared to hehave corrcotly and
punished when they did ncl.  This problem with bEhs operation of
k=2 FHCORC IR hocame =11 oo cixw_ous wlen Lhe IEE encountzred
srevacusly approved clinicz]l prorocals which were kill-ng psople
ard whzoh it couwld ool stop.  Tha atmosphere at some IRB
commistae mesrings wars literslly coe of [ear and disbe_ief -
digbel_aZ that this kind of behavior was ofeur=ing ar a major US
medinz? c=aber i Lhe late 20th sentury, and fear Decause Isvera
of us wars emplavaea of the poople who wers comnibliog Lhese
offences.

Youa aEked wkhy the TR3 didn’rt steop thosSe protoools wli-ghh were
causing problems: simply out, our TRE did not have the powsr to
do =2, No MALLEr wid. L May Say on a piecs ct paper somewhere
assuTing for the moment that Lhe IRE had not besn denied
informabion ve conflict-of-2ntaw=ar and protocol cutcomnes
nereazary ro roach esuch delerninations, and assumine that TRD
merbers were nos pressurcd to behavs "corrseotly® {i.e. verbal
abuce, blocvksd oromoticns), wha would aave carr-ed our TRE
decizions?™  The TRE hod oo crecutive amm, anc -he bwoe most
powerful p=ople at the PHORC werc cppoccd to ios cecommeadations:
Cr. Thomag' n=zac of 12/14,/43 strono_y objected to any TRR
Laterfec=snce with clinical protoccls whi.s FHURUC Daiveccor D,
Rulw=r L 'I'.I:'i;.- J"E:E.'l’-".r':l'.ﬁi'ill}-" refusen ro oast o amo LK FF!]1]|=:F|1'F| Tar mikands
prococol yeviews. At rtha Japuiary 17, 1784 mescing with LDr. Day
4t others, Dr. Eaplan aad | Tried 05 A%op Ehe mo3t WCrrLgome of
these protooeols (HLZ6), but wera pwerrnled.  When Lhe HIH was

conbacted by o~ Kaplan [cr advice in early 1%B4, CTohsy Rad none.



The IRE at the FHIAC was charged with protecsting gatients
svolvad in wedical research, ver it lacked an sexeoutive arm,
Lacked Che spupport of bhe FHCRC, lacked acoess Lo informabico it
nzeded, ard lacked protection Zor its merkers. The result was
Lie avaidanle deaths of mors chan 20 patcients. The malcimillieon
dollar contlict-of-interest problem which I brought to yours
attention higqhlighsed these deficiencies but was aot khe cause of
them. Mo amunkt af rewriting of the conflict-of intecrsat rules
at the PFHURT i1& going teo address the Fundamental problem.
Moxezsver, the eéfficzcy of any resgulabory kbody which lives in tear
of thore whom it ig regularing showld always bz queseioned,

1 suspact that vsu have citticulcy bpelieving, as did cur
IRE, that prominsnt members oI the medical community are capable
of Lthe boehavior which T have described.  Qur TRR similarly gave
the FHUED the beaneiib of awvery doubk, and we ware proved Lo be
focls. The imbalance of monev, power, and legal clout betwasen
accusers and accused makes it all but impossikle to successfully
challengs che mizconduct of ipsbitubions like Ehe FPECRD, Evan
vhen patient .ives are at staks, and everyome Knows i1t. That we
struqale o find excuses for tolerating thisz kind of bhehavior
selflects the sad state of Ble medical profession. T leave you o
consider the words of Albert Einstein: "The world 15 a dangerous
place to live in not because 2f those who do evil but because cof
thnze wha watrch ard let it tagper .

Thank vou for your help

Sincerely,

cZ: KMr., Bill M. Crowell
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