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Around 10:40 am, hospM%oii#i 
began infusing a solvent also used 

as a gasoline additive into • 
Laura Michalskfs abdomen. I v.-•»•'•.• 

(A. Hours later, she died 
By KEITH C. EPSTEIN and BILL SLOAT 

PLAIN DEALER REPORTERS 
AN INVESTIGATIVE ANALYSIS 

r -.She was given a code name, "TE3." 
fc^To this day, the federal government won't say who 
she was or what it knows about how she died. 
i j ' l t hasn't even told her family. 
f|Laura Michalski's husband, naturally, knew her as 
the center of his life. 
0They met one night in 1938 at a 15-cent jitterbug 
dance. He recalls "we floated on that floor as if it was 
ours. I thought right then: This girl I have to marry." 

Laura and Alexander taught their five children to be 
proud Polish Catholics and oversaw their chores in the 
family's grocery a floor below their Philadelphia apart­
ment. • "" ' 
-"Come Christmas and Easter, she would stuff kielbasa 
for the store and still manage to assemble a lavish holi­
day spread for her own large family. ._'.. 
f^'You could have invited the president," Alexander 
would say. 
' : At suppertime, everyone was expected at the table. 
No excuses allowed. 
:.vShe was strict, but spiritual, too. She knitted angels, 
crocheted angels, collected figurines of angels. 
' 'By the time Laura Michalski checked into Philadel­
phia's Hahnemann University Hospital, she was 64, the 
beloved grandmother of 19. Her kidney system was fail­
ing. There were gallstones, the pain intense. 
f " l can't find a comfortable place in this bed," she 
ivould say. "Sometimes, I wish to God the angel would 
come for me." 
•" One morning, "they told me she was going to have 
this new treatment," said Alexander. 

;. It was June 7, 1988. Around 10:40 a.m., the medical 
records show, hospital workers began infusing a solvent 

First of four articles 

- v , • .V • • \ ••>• ^ -f; r • 
,-• • ;. .-. . i . .ii>.. " f ,• 

also used as a gasoline additive into Laura.Michalski'^ 
abdomen. A "pioneering radiologist •-'Dr. Steven ICTe-' 
plick, believed the ̂ solvent,;• methyl :te'rtiaryj:butyl ether,' 
held promise as a method of dissolving galistone'sfjljhy^ 
sicians at the Mayo. Clinic, arid, in Genhany.ihadilcdn'i 
ducted similar experiments.*''- f*j K V ; :|'-'?i^?f-.V^ 

The idea,.was th'at vMTBE;.would' help', patientsiayoid 
surgery. Resear'chefs'had'tp'ran'^ 
and Drug Administration th'at it'worke'd and was safe. • v 

By midafternoon; records/showsthat from"!42 t6*360 

Michalski's .' heart , speedecl'-to ^tween 145- arid 150 
beats per,minute.-Her blood pressure fell.'-Herjifirig'er^ 
nails began turning blue: After 'sBliwas nished to jnten;' 
sive care, her heart weakened, then gave out. | -••' 

At 6:50 p.m., a few hoursafter"the.infusion"ended" 
Laura Michalski was pronouriceidjdead. '• y t f r t fl 

"When all my kids got there,1r..was^till crying,'-'.Alexrj 
ander said/"This was iriy.Hdve.vmy. friend. We're to­
gether 47 years! I'd hoped to God for 50 Then, sud-̂  
denly — after it seemedJike. tKeref-was going to be no, 
problem — she's not t h e ^ . - v ; ' ! ; : ^ 

Listed on her death certificate ascontributing causes: 
heart arrest, aspiration of. body fluids and a disease of 
the gallbladder known as cholangitis. 

The Plain Dealer identified Laiira Michalski as TE3. 
by matching infonriatiori from aif FDA file to her death 
certificate. The documents matched on time, place and 
cause of death. . :v$' 

SEE CONSENT/14-A 
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CONSENT FROM i -A , . ' . 

"We were never told it was 
[after] an experiment. We had no 
idea what was going on," or what 
the federal government eventu­
ally learned about the clinical 
trial, said Michalski's daughter, 
Bemadette McCloskey.. 

A year later, inspectors from 
the FDA happened to be conduct­
ing a routine audit when they 
found out about TE3 — as well as 
TE4, TE7, TE8, TEIO, TE11, 
TE15, TE19, TE21 and TE25. 

Both before and after Michal­
ski's death, nine of 29 patients 
suffered "adverse effects . . . in 
close proximity" to infusions. 

The forms had stated "the drug 
will probably be effective." Con­
sent forms "failed to adequately 
address the foreseeable risks and 
discomforts," the FDA found. 

'Teplick said he had obtained 
consent from every patient and 
did not believe that any harmful 
side effects were caused by 
MTBE. 

The FDA halted further re­
search "due to unreasonable and 
significant risk to human sub­
jects." 

It was hardly the first time the 
government had made such a dis­
covery. 

And after the fact. 
On the frontiers of medical sci­

ence, for the greater good of soci­
ety, well-meaning doctors some­
times employ an ounce of 
salesmanship for a pound of cure. 

Since 1977, the FDA has con­
ducted 4,154 inspections of re­
searchers testing new drugs on 
people. More than half the re­
searchers, 53 percent, were cited 
by FDA inspectors for failing to 
clearly disclose the experimental 
nature of their work, a Plain 
Dealer analysis shows. 

The risks, alternatives or un­
certainties were obscured or in­
completely explained. 

In 46 clinical trials, drugs were 
tested on people without written 
evidence they had consented. The 
records are key safeguards re­
quired by law, signed receipts 
showing patients agreed to roll 
the dice with their health. 

Altogether, at least 1,000 men, 
women and children were partici­
pants in the 46 pharmaceutical 
studies questioned by the FDA. 
The experiments, in 23 states, 
were spon-
sored by fed- ^ ^ ^ " ^ ^ ^ 
eral agencies 

. and drug com­
panies. 

The. analysis! 
of the FDA files 
is , strikingly 
similar to what 
a White House 
advisory com­
mittee ; discov­
ered in 1995 when it examined 
patient:consent 'documents ;frpm 
more 'than ' 100: ongoing gbyern-
meht research .projects. This ex­
periments, ..or clinical trials as 
they are more commonly known 
in scientific circles, are research 
studies designed to evaluate the 
safety , and effectiveness of hew 
treatments. 

"Some consent forms currently 
in use are flawed in morally sig­
nificant respects,, not merely be­
cause they are'difficult to read 
but because they are uninforma-
tive or even misleading," the Ad­
visory Committee ori Human. Ra­
diation Experiments concluded.. ,. 

Asked about the. FDA's inspec­
tion reports, Mary Pendergast, 
the FDA's associate • commis-. 
sioner, said she coiisidered them 
"representative. 'of- biomedical 
clinical research as a whole." 

Many experiments 'do occur 
with appropriate safeguards. The 
fact that nearly Half., of 'all' in­
spected research Sis ' conducted 
without deficiencies in informed 
consent suggests that following 
proper procedures, is hardly im­
possible/ • .• 

Ruth Macklin, bioethics profes­
sor at Albert Einstein College of 
Medicine iri New York, said even 
complex human research could 
be conducted in an ethically re­
sponsible manner. The'challenge 
is to deterrriirie needed changes to 
ensure that clinical trials are "in 
accord, with >the'i.highest stan­
dards," she added. : : ' 

Each year, government and in­
dustry spend at least $20 billion 
financing research on hundreds 
of thousands of human beings, yet 
the government discloses surpris­
ingly little about those people, the 
risks they face, the. injuries they 
endure or the benefits to them. 

"Most people, don't understand 
they're in clinical research. They 
think it's therapy," said Case 
Western Reserve University bioe­
thicist Thorhas Murray, ap­
pointed this year to a new Na­
tional , Bioethics Advisory 
Commission.- • i . . - • • 

'They told me she was 
gomg to have this new 
treatment' ; , ' : 
ALEXANDER MICHALSKI, husband of woman ,; 
who died , 1 
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. How many experiments are 
there? How many people take 
part? At best, the experts can haz­
ard little more than wild guesses. 

Asked how many clinical trials 
take place, - senior FDA official 
Paul .Goebel Jr. replied with an 
ancient riddle: It has ho answer. 
"How many angels can dance on 
the head of a pin?" 

What the government lacks in 
hard data about humans,, it more 
than, makes up for with volumes 
of statistics about laboratory ani­
mals. Wonder how many guinea 
pigs were used in U.S. research? 
The Agriculture . Department 
knows: 333,379. How many ham­
sters in Ohio? 2,782. 

"There are more inspections 
for laboratory animals carried 
out by the Department of Agricul­
ture than there are for human 
subjects carried out by the entire 
Department of Health and Hu-j 
man Services," observed Charles[ 
McCarthy, a consultant on the 
use of laboratory animals and un­
til 1992 director of a federal office 
me^rit to safeguard people in gov-

. ernment research. 
His successor, Gary B. Ellis, a 

University Heights native, is the 
first to acknowledge the govern­
ment is more aggressive about 
protecting laboratory animals 
than humans. "Research subjects 
are real people, our fellow Ameri­
cans. But in 1996, we do not have 
the tools necessary to ensure that 
they — and all human subjects — 
are protected." 

Only this month, the FDA for 
the first time required .. consent 
forms to be dated "in response to 

problems 
verifying that 
informed con­
sent was ob­
tained" before 
clinical"' trials 
started. ' ! 

Just one of 
the. clinical 
trials • :ih ; the 
FDA files,-ob­
tained .under 

the Freedom of Information Act, 
involved at least 500 adults and 
children at a Miami Beach hospi­
tal who were injected with a radi­
oactive dye without their permis­
sion. ' 

Researchers acknowledged to 
the FDA they didn't think consent 
was necessary. ': , 
. The. FDA's Pendergast said it 
was a "company-to-researcher 
miscpmmunication. We got 
strong assurances and 'mea cul-
pas' from the researchers that 
they recognized the problem and 
that they wouldn't do it again." 

The experiment took place at 
Mt. Sinai Medical Center be­
tween 1980 and 1982. 



-The investigational. • .drug, 
knpjvn as-pipida, was mixed with 
a radioactive tracer and injected. ' 

Dr. William* M. Smoak, who 
worked oh the team studying pi-, 
pida, said he. knows of no one 
harmed by the drug. 
' Earlier, tests "convinced us it 

was a safe material, and then we 
werie just doing tests adding vol­
ume [numbers of patients], look­
ing for more unusual side effects. 
What are {you supposed to tell 
people.about hazards if you don't 
know anyifor sure?" Smoak'said. 

_^Juveniles |_s young as 15 years_ 
of age/received injections aiid 
there was. nol'informed consent," 
an: FD&vSupervisor, Melvin Zy-
mash, noted iri an internal report. 

: As foiyUhe.-: men, women arid 
children^who/received the injec : 

tions ^ the fFDA abandoned ef­
forts to'Jid^ntify them when it 
closed the case in 1983.' 

.' By^then^the era;'that allowed 
the '̂ use of: imwitting patients for, 

.the'''';'sake]1>'of̂  science and the 
greater good was1 supposed to be 
histpry^l! • $':;:':; ' 

What >happenied in/Tuskegee; 
Ala., ;is,^still^the ..mpst Widely 
talked ab6utfmedical experiirierit 
pf^our-itimcfc'. The U:S.- Public 
HealtfrService wanted to find out 

(What happened to rrieri with syph-
jilis.'So; starting'in- 1932,'jthe-gdy-. 
;'emmentdiagriosed more than .400 
black •fmen with the disease biit 
ididn't teii'.th^m.: - .v;/' ) -, ; .; . 

•i- It just observed them. •'• ..'.' 1.1 
i While t'disfiriguished ' scientists 
collected .ldata, at least 28 men 
died: / ^ / • . ! ^ i y ^ - r - i y ^ v;: 
.•. When Ithe .world learned' about' 

Tuskegee in'; 1972, -the outrage 
triggered/new rules. Explicit in­
formed Consent was. required. 
Ethics committees had to weigh 
predictable risks against antici­
pated benefits': 

Today./'every human subject is 
suppbsed/to understand hazards,, 
uncertainties . and — :even- j f 
chances !pf physical harm are re­
mote — be able to say no. 
"As Yale University Professor 

Jay Katz,1. who served ph the advi­
sory committee that.,examined 
the Tuskegee experimeht- 22 
years ago, puts it: "Research is a 
voyage into the unknown." 

Last month, for the first time, 
the FDA'relaxed the nation's in­
formed consent rules. In an emer­
gency, riiedical researchers can 
administer experimental' drugs 
without a patient's permission. 
The patient . must - be insensible, 
relatives unavailable and the con-

' ? It was a sea-change in policy 
and eroded the first principle of 
an ethics code enacted by The 
American Medical Association on 
Dec. 11, '1946: "the voluhtary 
consent of the person on whom 

the experiment is to. be per­
formed must be; obtained." The 
code of ethics was developed for 

. prosecutors. at the Nurernberg 
medical trial in1 Germany at the 
end of World War I I . It evolved/ 
into a system of rules, laws and ., 
international /standards govern­
ing informed consent. 

Before a drug can be tested on 
people, it must be tested on ani-

, rrials. If the animal studies go 
well, the sporisor, usually a drug 
company or government agency, 

• asks the FDA for permission tp 
begin a clinical trial of the "inves­
tigational new drug." >« : 

., The experiment, normally in 
three-phases, each involving a 
larger number,of people, is.in-

'; tended to answer: What happens 
. to the body?. What is the best ,-
/dose? What , side effects surface? 
/How does the. drug coiripare to 
those already approved? 

/• ' Only one iri five investigational 
' drugs makes it to market. . A'1 

•/.'; Thus, test 'subjects are critical 
to medical advances. . . . 

.....'-Thait pressure to recruit/says 
CWRU's Murray/ may tempt 
some researchers, to camouflage 
risks and uncertainties. •• \'> ' 

•_,.' Mary Poppiris would have 
called it a spoonful of sugar. • 
;• In 1992, nearly 16,000 women 
across the United States and Can-' 

/ ada were being asked to take part 
/ i n a test' of a synthetic hormone' 
/called tamoxifen. The National 
"Cancer institute wanted to learn 
if the drug could prevent breast 
cancer in healthy women. 
"• A variety of consent forms were 

• prepared. Some stated the pill 
"• had been approved by the FDA; it 
..was', but only as a follow-up ther­
apy for women already diagnosed 
with breast cancer. 

/ "Some consent, forms said nqXh-
ing abpiit; lab,mice on tamoxifen 
.developing liver cancer... . 

The FDA's Goebel found an­
other problem: It wasn't clear in 
every consent form that the drug 
was being tested for safety:;" ! 

: "The toxicities are, minimized 
and "'the positive benefits em-' 
ph'asized, resulting in linciue i i i - : 

'fluence being placed onwbmento 

THE PLAIN PEA|^g^»}j^jM^c^jj^^ ̂  g , 
' SUNDAY. D E d E M i i i ^ / Y ^ ' 

enter the trial," ari intemafmemp 
said. "Use of the word 'therapy' to 
describe this study is: inappropri­
ate, as it iriiplies" treatment. ofja 
disease rathertthan the conduct of 
well-controlled research." ^ ; 

. Contemporary experiments on 
people for the phannaceuticai irit, 
dustry are niore shrpuded in ser 
crecy than the radiation studies 
of the Cold W a r . , .'/ .. ; ; .;; 

The existence of a clinical trial 
.involving an investigational' drug, 
and the: identity of the;' sponsor, 
"is' confidential, '.commercial, in­
formation," said Pendergast. /' 
.. The- names of errant^esearch^, 
ers, too; ai-e-closfely ;,held. iThey.; 
rarely face severe consequences. > 

Neglecting to fiilly infonri test•[, 
„ subjects.. ;;hF.aiUng/,:tp, t̂disclose 
'.' deaths or Irijunes^Failing^to-get^^ 
perriiissipri*' f roiri'1 "ethics * commit-^ 
tees ,of their peers.; Faking'data:!-

/In each •iri'stahce/- \yritte'ri'! crit-fi 
icisrii and a letter"usually;satisfies: 
theFDA. --r, •• l-tf. iQ? 

-Thbse'-who. face-the harshest] 
penalty, •; ^haying their. .;nam'es 
added t6>a'list;of,82;rese^h'ers; 
barred frbiri/ob'tainirig ihyestiga^ 

, tional new.dru'gs', need have little 
' fear of beirig found , but .by "peers, 
.brpatients-///v'^/is>.;« 
'' Namesof "DisquaUfied IrivesE-i 
gators" r^/the FDA's/"blacklist"' 
— are distributed only among harii 

. inner: circle' of agency/bureaifiS 
, crats. v^./h^:/.;;/'^/^: 

.. As Bernadette McCloskey.studa; 
ied the 47-page^FDA ifile jpn xfie? 
Philadelphia' ^kperiinent,''!f png 
vided to her by The. Plain Dealer-̂  

1 for the first time last summer; she/ 
•/ turned the pages'slbwly.'^ y^s j ' ^ 

Whatevbremotipn's/she felt, sh'e 
., tried to keep to hbrself.f Oiily for 

the briefest riioment did her fore-; 
head wrinkle.f'chin quiver, 'eyes 
water.' ; : - • 5 / / r ^ . - ^ W / y ^ 

She fought for. composure, la-
. boring to absorb this.new* picture 

of her riiofher's last hours. 
, "We had rio/idea," McCloskey 
said-Z'/Nd ' one^ has .ever told, lis 
anything. Jt-s certainly upsetting 
to firid out there's soiriething we 

. weren'ttold/'-t'. :.; //-/';;:.;•?:- ^/'; 
Six years iafter her riiother was 

buried in Philadelphia's Holy'Re-
: deemer Cemetery, , the agency 
•.. "disqualified".Teplick: from c'bbS 
, ducting clinical -trials-.with' inves-; 
tigational new drugs, -

SEE CONSENT/15-A 
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Researchers face 
few penalties 

for their errors 
CONSENT FROM 14-A , ~ 

; FDA Commissioner David A. 
Kessler signed the formal notice. 
"You have repeatedly and delib­
erately failed to comply with the 
regulatory requirements regard­
ing investigational new'drugs," 
Kessler .wrote Besides "failing to 
document informed consent," he 
rioted, Teplick :had not reported 
adverse effects "probably caused 
by" the investigational drug. . 

>Teplickj now on the faculty" of; 
the University of South Alabama 
iri. Mobile;, said̂  he never, saw' 
Kessler's order,'nor had the op : 

portunity to challenge it. Every. 
patient consented, he said, and 
MTBE caused no harmful effects. 

'^McCloskey, 'the a'drhiriistratrix; 
6f her mother's estate, has hired a., 
lawy^rfwlioHn September filed a 
irialpractice^ilawiuit.m' the' Court,, 
of Commqn'Ple'as iri Philadelphia 
County .against1 the/.hospital; and 
the/ doctoriin^/prelimihary' rul­
ing^ I^c^^ju^eXdismisied the 
MMqn^of^lfel-lawsuitr.de^ihg\ 
wifhr^infonned,;'. consent, on 
r r 'v ' r i i x r t A cT. t V T Q t 11 n A a v ^ D o m r i o i r 1T 

Roger Bull Sr. is one of Dr. Chavonee Aropnsakul's patients. 

•^iis^f 'o^iy^p^iies to surgical' 
pfpced'ures'J the; administration 
of a'thi^apeutic'drug is riot a siir- : 

"gical procedure/." . ' .; 

^Alabama granted him a med­
ical liceinscin 1994 as a 'distin­

guished professor," after peers 
from around the country wrote 
letters of praise. "Conscientious, 
honest and thoughtful physician," 
one Wisconsin professor,, wrote. 
"Well-respected." " ' -JV / /;.,.: 

"It's amazing that,;thiB -FD'X, 
with all the expertise at its finger­
tips, can't tell the state, what it 
finds : but about ,a' "researcher," 
said Johri M!" Goldberg, a lawyer ':; 
with the Illinois Department of ' 
Professional Regulation.- He 
learned of FDA action against a 
doctor while Illinois prepared its 
license revocation case against 
her. 

The Illinois doctor, Chavonee 
Aroonsakul, had been repri­
manded by Kessler for "repeat­

edly and deliberately" failing to 
comply with the regulations. 
"You .failed to . obtain informed 
consent," Kessler stated when he 
placed, her on the "blacklist" iri 

JShe.;;;said/'.the charges . were: 

."false/and iunfounded" and that 
' She/aljvayslgcit consent from her 
- p'atients:^She/says her only goal 

• was; to/Help people — administer 
" her~paterite'd' treatment fcir Alz-
" heimer'sVdisease — and that the 
government had conspired to stop 
her. . ' . ' ;-!"'.-:-;:-r.:"/:'/v'' -

. "The FDA didn't want to'tell us 
anything,"; said Goldberg. "Who 
are" they trying to protect? The 
doctor? Some drug company? The 
system is nuts." 
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1DelIciehcies :include Inadequate consent or' no ' 
.'. record of consent. Based on Rain Dealer analysis 1 

. of Food and prug Administration inspections'of ../r 
-researchers at identifiable sites, 1977 through 1995.'; 

~ :>> :•'• ..--Jii:!:' . r.1 

. Inadequate or no consent records 
: • « mm n n il i m > ' - •"^A; 

I nadequate drug: accountability ; s 

• Failure to inform ethics : , •>' ; .-

psing other medidnes/^^^^^ 
ided side effects',.:' \ ' I 
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/Unavailable records, failure tp5 v: 
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Based on Plain Dealer analysis of Food and Drug 
: 'Administration inspections', 1977 through J 9 9 5 . ^ 
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Alexander Michalski says, his late wife, Laura was "my loye,:myvfnend" .. .. • • .:. Vy.' ..V;, fa.' 
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piSxites poliby for 
iitMilence ;on;deaths 
1 f e ^ | B y : B I L L SLOAT, 
SM?^Mi KEITH C. EPSTEIl |̂p ,̂ana:KEITH;C.,EPSTEIN 

w ^ ^ i r r i j i i N DEALER REPO'RTERS .• 

^ ^ M l a b W f C a n c e f ' institute 
^ ^ ^ r a F F o o a - ' a r i a - Drug 
Mministxaiim^'Hcoghiied an-
^^ioritnbutingifactor: An ex-' 
penmental cancerdrug. 

EDAfmspector^noted.m a report 
^ • tSKSff imkle lhSmber , 59-
54-36. 
MlfTh^patient'died a-toxic death 
Sdntriblited to by the "drug ther­
apy," agreed the NCI researcher. 
inhere was more. ., " ' " 

Other cancer,, patients died in 
0 } . I f Baltimore ! experiment. 
rDi^ug-reiatedi'^ the researcher 
iotVd about patfents 52-54-04 and 
f£96-52.:And this: "Early death!" , 
pi'." •- •• • , '. : •• . • •• 
pJ!|rhey.,,told us .he ;died ofj.pneu-: 
ri6nial"f;?said -Rose'fKoontz, :his 
^d6w;fiiShouldri,t,[the;FDA] tell 
)epple?;They/should have, told me 

± ' I t notifies the researcher. It no : 

ifies .the sponsor. But/it seldom 
;6tifies/''third parties,"/— iriclud-
rig/;.people used in medical re-
•lar/chlor their faihilies:' /. . 
a^DA ..-Associate Conunissiqner 
tiavy Pendergast said the agency 
tiight rethink its policies. . 
-.'"-Is ' there an jaiftomatic feed-
iack':ld6p* that rieieds t6; -be "made 
oj patifents !6r their families? It's 
'ertainly worth thinking about," 
lie said:-

Koontz was a 50-year-old 
electrician who. smoked more 
than, a pack of cigarettes a day. 
He/, died . in June 1977, four 
months /after being diagnosed 
with Jung cancer and two months 
after first receiving the test drug. 
.' vthe Plain' Dealer/ was able ;to 
identify Koontz -by matching his 
Maryland death.certificate.to one 
;in/the'rFDA file.'':The family was 
contacted for this story. ' 
•; There ^were 39 patients in the 
clinical trial. A nurse could find 
consent forms for only 24. - . 

One of those . who consented 
was Koontz, his widow said. " I 
told him they were using him as a 
guinea pig. He said if he could 
help someone else, he was willing 
to go through with it." 
..Alan Lispok, whose FDA divi­

sion . of scientific investigations 
compiled a thick file on the Balti­
more experiment, said the agency 
kbeps quiet under a legal opinion 
from its general counsel that goes 
back to the late 1970s. 
-'The FDA is only allowed to no­
tify those with a direct interest in 
the drug of inspection results. 

•Other agencies name names. 
The Nuclear Regulatory Commis- j 

sion discloses problems, i n nu­
clear power plarits./ The Federal 
Aviation Administration supplies 
identities , of airlines an near-
misses. The Environmental Pro­
tection Agency must publicize the 
worst air polluters. 

Outside the research realm, the 
FDA rarely misses a chance to in­
form the public about a regula­
tory crackdown. Its 44-member 
public relations unit stands ready 
to spread almost all the news. 

In one month, the FDA an­
nounced that frozen fish fillets 
stored in a Massachusetts ware-

. house had to be destroyed. In-
.spectors found them mislabeled: 
haddock was packaged as pollock. 

Soviet-made night vision binoc­
ulars bound for American bird­
watchers were snaked by Cus­
toms agents at the FDA's request; 
it feared possible laser radiation. 

In fact, there were five pages of 
such "Investigators' Reports" in 
the agency's April 1995 monthly 
newsmagazine. 

But not a word about a North 
.Carolina, doctor, Paul W. Boyles, 
who was disqualified from receiv­
ing investigational new drugs. 

-The FDA said he: falsified ethics 
committee letters allowing him to 
try the drugs on people, some of 
whom "did not meet inclusionary 
criteria" — pre-existing condi­
tions should have kept them out 
of the test. 

Boyles responded to the FDA: 
"In this country, one is consid­
ered innocent until proven guilty, 
which they have not done.". 

Inspector Barbara M. Frazier 
thought that signatures on con­
sent forms didn't:match those on 
other records. One name .was mis­
spelled. Frazier suspected forger­
ies. .'• • :•; • *•'/". 

Her suspicion's were never 
tested because FDA highet^ups 
said the" agency couldn't, afford a 
handwriting expert. 

. "The FDA can say whatever 

they /want, but "it's all untrue," 
Bqyles/said frdm-his office at the 
Southera/Correc'tiqnai Institution 
in Tro^iiRC.,. where he now 'is a 
prison ̂ physician: / " I / have cer-

. tairily"suffered the maximum ha­
rassment they can give you. You 
have the whole story right there." 

Nothing in the FDA's files ob­
tained by The Plain Dealer sug­
gests Boyles' . patients ' or their 
families were told, of the FDA.'s 
findings. "•'./; '..• •/.";."•'. / 

"The sanctions are weak" in 
the United States,;/ said Frank 
Wells, the recently retired "med­
ical director of .the Association of • 
the British Pharmaceutical In­
dustry. "Just to.disbar atpersq'n'. 
from doing research, what/s that? 
A very minor sanction/ a sanction 
that's rarely imposed/'Su'ch'a sys-, 
tern is really wanting." ;.; .Y. 

But if doctors can dodge pmblic-'; 
ity or penalty,.' ;drag/companie's) 
potentially face,,;; severe/ • jdonse-J 
quences if researchers fail td'pro-' 
tect test subjects: 'V : :vt\-T i f ' • 

In September. IPSS^Louiaana 
researcher Hen /̂;!W,./J.ony.gwas 
frying to dem'qifistrate fp^a Euro-/ 
pean pharmaceutical i'giant/i how/; 

safe and. effective'.. a-Z'riew ître'at-/ 
ment for skin infections'was^: . j ^ ' 

The FDA said he itested'. i t /wi 
prisoners in a Louisiana jajl' with­
out written evidence 99 of 126 in­
mates had consented. • 

Officials responsible for the Or­
leans Parish prison system-were 
"unaware of the performance, of 
an investigational drug study at 
the prison," the'FDA said :iin/an 
internal report. ' " ' ! ' 1 

" I don't remember a damn 
thing about it. I didn't know they 
were doing anything," said Sher­
iff Charles G. Foti. "We.never 
have allowed [doctors] to do any 
kind of experimentation on pris­
oners." 

FDA official Frances C. Kelsey 
notified the company it would 
have to find data from other re-, 
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searchers to support, the,-cpnipa-.:,'k ceiyirigjthe./dnig • and ,'fiye 'within; 
ay's claim that the drug was'-safê /v: sixj'weeks afte'r being ti^en'fqff-of 
and worked —a potentially costly. 'it '."'^^^ o&er.stuyy^ite fiad.tfeere.'i 
delay.•'' - :V' ; \,<^''; ^bee 
• As for Jolly, he ."will remain'Iii-: according to the FDA's Kelseyi;', 
gible to perform investigational ' As for Morris,: the FpA ; coh-
new, drug studies," the FDA de- : eluded he had "repeatedly or de-. 
:ided, because two other experi- liberately- violated -. regulations 
merits conducted by him were, 
'relatively free of deficiencies."; 
'• His name would' riot appear on - Some patients' ailments should 
the blacklist. ...'..'. have excluded them from the ex-

V ., , ,- • Y l-i V, J- ^ ; perimeht, accurate case histories 
• Jolly, who lives in B^tpn Rouge ,̂•: w e r e , n o t , ; k e p t i ; a n d , t h e . d e ^ 
retired from medicine in 1992. A w e r e noti^ported, ̂ adcordihg^to 
woman who answered the phone an FDA inspection. . , . ; : .. 

Kefsey offered to close the case 

pertaining to the proper conduct 
of a clinical study.''", .v , ''. ',/';••,' 

,3.Mprris, who s p ^ t o e s j w o r k e d ^ ^ ' ^ ^ 
mth ; University of ..Pennsylvania:!,^ 
scieritisfs.V-wante'd 
knowledge ' about rt 

Patient 2 scribbled 
consent form 

'Patient 
name but had 
impaired hearing: 

~ - 7 " ' . ^ t j i V i '̂̂ '••••' -Vv: •̂  - , ' ; *& A X C A 1 - t ^ r i ^ A A A C I - A A 1 - a V A I J 1 1 0 

cribbled.'anXon^e%i#den,\fin.'..applesauce "arid'ice 
• ' ' y ^ - ' ^ i ? ' ' ^ : ! ^ ^ ' ^ ^ ^ ^ ^ ^ ^ , , ^ 1 1 whic^Vcbnsent 

The patients' "ability to exev- ' ^ ^ ^ a 1 1 b u t f o ^ -
ise fully their power of choice is j.- •'.iU'^T' ^ - ' i , • , cise fully their power ox wxwx^ ^ - • • . . , 

questionable," state health, offi- - What eventually stripped the 
cials noted ..... , 4 . ,• .Chester ExtendedCare Center of 

' ' . .' - ' v '•; ' : ' : ; its license was not research or the 
Permission to expenment on ..question of informed consent but 

Patient 33 was given by a sort .—.;, ̂  •Sort'of-.issues-'states 'usii 
himself committed to a mental in­
stitution, an FDA inspector re­
ported. . . : " '' - , • 

Thirteen patients died, eight re-

usually 
focus on: urine /bags ' being 
changed at the dining table, un­
authorized physical restraint of 

. patients, poor oral hygiene. 

PHOTOCOPY 
PRESERVATION 

FDA INSPECTIONS; 
AND PERCENTAGE 

- OF TIME : o 
SANCTIONS ARE,) 
RECOMMENDED \ 

No record of consent : 

Number of deficiencies: 47 , • 5 

..mt Inadequate.patient 
consent fo rm"- t "

s j..-

Deficiencies-2,145 

Ethics committee \ i., - -
approval missing * ^ 

•'••TV,: v ^ y ' ^ " Z f ~ ^ t T ^ • ' . i 

Deviating'from protocol ' 
(ground rules) • J. ' 

Deficiencies: 1,345 'i'". 

Deficiencies: 1,141 

Failure to report adverse -* ; 

reactions « , ' 

Deficiencies: 94 

Selling an unlicensed drug 

Records not available „ 1 

Deficiencies: 148 

Administeringfa.drug v 

J beforejapproyedfor, -"-i 
4expeHmentaruse*iv 

Submission of false1 I f i * 
information * ' ^ 4 % 

Deficiencies 50 

' Based on Plain Dealer analysis of Food and Drug' 
Adrriinistrat'iori'inspections,1977 through 1995. •• 

WHAT PEOPLE 
MUST BE TOLD 

CONSENT FORMS FOR 
FEDERAL RESEARCH 
MUST TELL PEOPLE: 

That they are part of 
an experiment, why * 
it is being:c6nducted*s, 
and how 

About-any. ,. ' \ 
teasonably - - v 
foreseeable risks 
and pain , > 

About any . 
benefits that 
might reasonably 
be expected 

About alternative , 
procedures and 
conventional 
prescriptions 

Whether any 
compensation or v 

treatment will be 
available if injury 
occurs v» - • • -

Whom to contact for 
0 further information or 

in an emergency. ' 

That participation is - t 

voluntary and refusal 
to participate wil l k ^ 
involve no penalty 

.JAMES OWENS / PLAIN DEA LEE 
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iIifornla:ie,; 

1 Irvine ^ 

1 
* v 

1 Atlanta 
1 Augusta feTvV| v ^ 

2 Miami ,» 1 „ 
1 Miami Beach ̂  
1 North .Miami Beach < 

^ L o u . s . a n a : ^ 

^ N e w O r l e a n s ^ ^ ^ S J 

2 Minneapolis f 
2 R o c ^ s t f , 
C ^ G e o r g l a : ^ 

;butbeca&ethey3are%'< 

\ y or even misleading" \ ^ 
1 —The Advisory Committee J /- ** 

' RadlWcS, Expenments. • ' , , 

i ' SOURCE: flrom FDA records • 1 ITS fT 1 ^ _ 
i * ' ^ ^JAMESOWENS/PLAIN'DEALERl'j 

PHOTOCOPY 
PRESERVATION 



iTHEvPIAipPEALER >V̂ D;R U^gTRfA 
' SUNDAY;:dECEMBER 5̂;6iy996-: 

CHUCK.CROW / PLAIN DEALER PHOTOGRAPHER ALAN DIAZ / ASSOCIATED PRESS PHOTOGRAPHER 

Hahnemann University Hospital in Philadelphia was the site of a pioneering 
radiologist's research using a solvent to dissolve gallstones. 

FDA inspectors questioned why there was no written evidence people consented to-; 
be part of a clinical trial at the Mt Sinai Medical Center in Miami Beach. 

PHOTOCOPY 
•?RESERVAT10SS:1 
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r. '.V.^;':'.'^; 'f'S^i'-^Q r<S(..";thei'cdri'isent' fonri\distributed.ito .the -Sioux V-

tie accttmpanymg-tqrm- Hcr'll::S 

.Notlong;afterrsch6ol"started;in the'fall of' '-'i 1 '^-.—=— 
1991vSatheen^White\tail-cam^^^^ 
n ( M f r o m h e r • t e a c h b r • ^ - - ' ^^turne^the ^cornpanyink 



Mineapi 
THE.p.iAlN:pEAL}.i.R: 

TESTS FROM IrA 

: While the vaccine was 'evehtu-:. yamauy- .uuyiuicu- ui w ^ v x y ^ j j ; erea;;:;. • more, ^igconiemp 
ally determined to be'safe, Yellow. > of/all medical research that .The, •. Example's of reseafch^ph^u 
said, the uproar-has'barely.sub^' 'Plain- Dealer, could i d e n t i f y ^ : ting'jAmerican's.i0ieM&i 
sided vdh the reservation,^ where H: g6vemment-sponsored;.frpm,_197.7,; bus'-cohcerns'focus"ion?info 

. » o, k .Yet^resident^linton^SfPWyi^ 
Yet American ; test .subjects r. sory Committee oif Mlmah /Raidi^ 

; have been kept in ihe dark"or-onlyj ̂  iation?. Experimehtsf alsd^uncov-;;, 
partially informed-in 63'percent • | r e ( i rhore Contemporary;; 

sided bri the reservation 
••manyjjraise buffalo"and 
few miles south of Gen 
Custer's . old 7th Cavalry head-/ sFDA inspection,recp^s/obt:airi|d 
^.•jg^j.gj.g - -. - • ^nfiHpr tKpi-'-fpHpral PVwennm of InZ 

What '"happened ̂  at Standing 

nilnwit^f 
..it seri-

:?inf6rmedp 

reported; 
' 'impos-'' 

RoCk is not an isblafed incident. .7> 

-Decades after notorious syphi-; 
lis experiments bri blacks'at Tus| 
keg'ee, Ala., and radiation studies: 
on civilians during the "Cold. War,}: 

the government is.:.still 'm '.the-
busmess: of conducting and: pay .1 
ing for, medical tests on unwary 
Americans. :?. ;- r 

In fact, a' 'computer, analysis 
shows that in medical research'; 
the pharmaceutical ' industry is 
not the most likely abuser of basic, 
human rights. " i' 

It.is the U.S: government. |; 
- Researchers . working . for,.-the 

gbverhmerit. rriave: • camouflaged 
the truth.- They have bmitted vital j 
information I about risks.^ They 

vhave.;.failed^:to.. properly-i/pbtam 
'permission before^ testing unap­
proved drugs, with, uncertain ef-] 
fects. y -;,\ v ih/^ ' - A 

Even with prescription ̂ drugs; 
whose effects are largely known; 
doctors are expected tb disclose 
the pros and cons and allow, pa? 
tients a free choice.'For experi­
mental drugs and;vaccines, fed-: 
eral law and professional medical 
ethics compel doctors to disclose' 
what they know — and don't 
know. .. . .. ;, 

• "Because the.;patient may-not 
. benefit. . Because you may^M 
doing harm; ybu don't know whaf 
the ri^ks nughtbeVBerauseythis^is' 

. hot: veterinary medicirie;;.this''|s 
another human being,"'said Dr: 
Bemadine Healy, dean of". the 
Ohio . State University medical 
school and former director of the 
National Institutes.of Health. •-

"Iri ain experimental trial, you 
don't , have _ the- answers; that's 
why you're doing an experiment; 
So you have the heightened obli-^ 
gatio'ri to tell the patient — some-' 
one who trusts' you- with '-their., 
most precious possession, their 
life and well-being —- you don't 
know the answers." i 

, , .. pages .deep 
i t 5FpA-; inspection recoi^s/obtained Vbiume,' tfiicK'as a.Sears; Rde-̂  
r : tu i ider . tK^feder^^dpm Qf Iii-,;: buck & Co. catalog. : rl. ' . 'Q 
a\ formation Ad . " ' ' "-. ••~:\.,-S. .On:;page'':717,;i the:K'cbnimittee 

.. • Consent .,forms;, were .unclear; said'.'f-iHuman subject protections -
s sometimes'theylwere- missing,al- •;.-'may more Effective tin •radia-
toge.ther.'. Such'"': forms • are "like tion research- thari:eisewhere,a.--, 

• signed .re.ceipts,:.cru.cial..̂ evidence j in other words,'patients could be 
;'that pkicnts iwere given -all ;>the , bbre'at risk nowadays in nonra-
(information ::to which- they "were;, aiatiofe'experiirierits than iri ..the 
entitled. • .. - . } h kind^that Itriggered the&pnimit-
. Some forms described; experi-.V tee 's inquiSj .^ ' ' ' ;" ^'is 

•'•mental'arugs'asi^hewfherapie's'.'il;- ' I t ^ s "the^fadiatioh - expert 
;or"treatments:^.? ;o >.lf;cC-r.iKvmeritethatClintonapoldgized/for; 

, hospitals and ..the National Instig.^dbdtbr ftells ybuithe?risk;; of ;the: 
tutes iof---Health.: ,Qthers, .such^^i.^^• k^ n t^y 6ft>^^al^'ut>to•^un^ 
private;research;contractors, whp^aergo: ^In- fob 'many cases," in-
test drugs fbr thephaniaMubcy : i}oriligj\:cbnisent^i\vas^withheld;:, 

Y, gave full •'disclosure m| ; the-president?declared. :.'The .de- • 
-ent,of theirvexpe.riment^.;;,.teption extended beyond th'etest" 

University and hospital research,^:,^^^5. themselvesfctokeri'co'm-• 

principle 'firmly.- ^tim^i'ij^eCted witii uranium arid, 
established,';; smd ;Case 
.Reserve .Uriiversity.- bioethicist f f'WKen-.sthe^govehiment^oes 
;T^oinas;MuiTOy7"it> th.^;yo^^^ 
. ' - l-l / .-^•i«rIl-- '- l i ' --l ' i i«iAir.-mbrj^resporisibili ty to admit it."-.^ 

.. : . .... • i'KAlthbugh^the committee sm 
' riot trim the truth or deceive p W ^ 
. pie iiist because 'a'Tesearch' proj- Vradi^nteseai;cli were "findings; 

ect is important: S o m e ^ t h i c s ^ h a ^ 
-' questions -areitough: That one's a^:ten Ie^dence :^;^sdpsmgiloca-„l 

slam-dunk:--iHs a shbrt :step-"frbm^ tipnsjioff experiments//research--
' withholding^Mnfoimatibn^'f^ ^-agencies' 
Subjects to what haplpened a^Tusf ' involved;y^vas^boxed^- and 
i? ke^e ' I ' f f i ^ ' ^ y p : :;:•:;•':. C"V*::̂ . ^shipped tp a warehouse in Mary- ; 

The^Pmin-lDealer's'rvianalysis land^filed and ..forgotten ;,Some 

-central - focus was'-the :Cold, War .?' .V«umansubjects, as scientists.; 
m ^ w y e £ ? Q e ™ f c < f r t r i v ^ j referMo them, include the poory ̂  

• • • M ^ l P ^ h e n r f e ^ e r ^ e n ^ 
s^ons^red ^ 0 0 radiatibri exprri ' pendent.fcThey ^include .rformer^ 
rights involving tens of thousands , s p ^ r s ^ t hopitals c^the .-De--

i of subjects, many of whom had no-, P ^ e n t of Veterans Affairs, 
i- knowledge they werertestcaises^ 5 V.They; include -'women^-. 

6 breast .cancer at .,.„..„ r . - - - r — 
Caricef Institute. 'Alcoholics \yith3 

* National Insti-. 

Wome!ri|f • withij 
the.fNatiorial 

hepati'tis Vat -the ^Nati 
• Wtes^fHe^th^-^^: 
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They include the Lakota people 
in/the Dakotas, where - parents 
like -EllatMae White . Tailv'effec-
Syely:- shut 'down the (Eerifers for 
Disease:Control's hepatitis A ex-
perimentinl992. .;> -,: K% .. 
*Although the vaccine, Hayrik, 
iva's approved by the FDA in. 1995: 
cbased on tests irivolvihg .40,000 
people elsewhere), the Pine Ridge 
Sipux sued the gbverhment. • / 
KA^federal court in January 1993 
!dssed but the lawsiiit'by the par­
ents as moot — the clinical trial 
iiad ̂ already been halted — but 
not before expressing "grave 
doubts" about the government's 
conduct. 
'- The court said the government 

'ailed to' give parents . "an ade:: 
luate basis for informed cbn-
ierit^'-: . :: ,•; :•:,:. --
': And the court added that it ex-
Dected.the government to be "less 
iavalieV;.'.oh Indian • reserva-
iibnVbranywhere else.''- . 
- Around .then, far: from the 

jraifies,;:J.. Thomas Puglisi had 
leard of. a different Centers for 
Disease1 Control. vaccine experi-
iient on.children, although in the 
aarrios of inner-city Los Angeles,-
he CDC's preferred word was 
'project." As chief,of the NIH's 
:bmpliance oversight branch- of 
the>Mivisibh. • of human subject 
EirotectionPuglisi, monitors' 
s[overnmeritTsponsored clinical 
IridsVln'thi's instance, the CDC 
was the'Sole.sponsor. • 
.. To the.mothers in Los Angeles, 
it.an-$eeme.d routine, just another 
trip^tb' the ^neighborhood health 
clinic. 5 Their, babies, 24 to, 45 
weeks old, /.were weighed arid 
rneasured.-Nurses collected bloo'd 
samplesPadministered free shots, 

filled out charts! ,•"*':. 
Where was the infant born? the 

nurses would ask the mothers;. 
many of. them' immigralhts: Date 
of. birth? Race? Esta de -Mexico? 
Esta de}El Salvador?. De donde1 

esta?' • • ,'...,, '.: '•'/"• ' . ' l ' 
There'were at least 302 His­

panic babies, 245 black babies, 58 
white babies. 

Mothers "signed forms that 
mentioned something about a' 
"project" in which "public health 
policy-makers", wanted to -"de:.' 
temiine the best measles vaccine 
strain" and "the best schedule for 
age of measles vaccination."- _' 

With the : "E-Z vaccine," the: 
form assured the mothers, "your 
child may be protected earlier 
against measles." , 
. The mothers didn't see the Cen­
ters for Disease Control docu­
ments that spelled out a reason 
the agency started inoculating iri-
fants with E-Z during May 1990: 
to test the vaccine's "immunbge-
nicity and safety." .-.? . ' . 

An FDA documerit the'mdihers;. 
never.saw^stressed that tbejmQtH'-r:3 
ers 'shpu!dr?be:rwarned ,Fthat^jtKe^ 
outcome was uncertain.- i ^ M ^ - ' 

Paul;D:-Parkman,.an FpAipfe-'i 
cial, had cautipribd thejCDGp^Eji, 
before* :the expenmerifibegai^iS^1 
Octbbe1;"i989,fthat because^fiV;' 
publisherd..data suggested^effepts^ 
on babies'pmriiune sysferiis^nicl •;. 
"since theJuse_bf the:E-Z?mea|re^i'.;' 
vaccine'^*yunlicensed.^i^Me--?; 
United "States • and therefbreleX^ 
perimental^.;.'. :it seeriisvimp^^.l 
live'that thfere'be a strong;.Wafri-i 
irig ori the 'consent.formit4^© t 
mothers : •: ; that their infaritsj'mayj' v; 

not be.protected:"^\ :: $!0$($.>A. 
Specific 'u ' ' 

targeted;] . 
Los Ahgeles;jarid '-Ihgle.wppd^ 
coihmunities'^that .. had bxperL^ 
enced riiea'sbsputbreakiS:;^¥&!|i.' ?• 

To . combat this' resurgence i- i , 
'gbyeriiment scieiitists^o^deintly:'* 
turned to ErZ ih a 'dosejUR l̂QOj::-'?: 
times more; potent and i'adminisi -j. 
tered much pearlier than' Mqraten^ '4 
the; • only .̂ measles vyacqin^aprcJ 

J ^ K P L A I N D ^ ^ , . D R UG TR I ALS 
.'ii-'r 

MONDAY. DECEMBER-re; ^ 

r 1 ^ " u i ' u •' U-ffiMl^'' ; tient quietly participai 
fic neighbOThoods&w^.'.^ ̂ i b ^ i t f r , : t h e : :Eui 
dv:Ef stLos Angeles^est O ^ f e ' t b stop gi 
igeles ,and Inglewoodfe^ i c i " - - ^ •••X^ .•_ c. 

fESTS,%;-FRp'M 8-A 

•gJitearlyfNpvember, the govern-
fieritjquietly participated in a de-

i •> European-'rei 
giving high-

:dfee-E=Z'fb African infants. *V ' 

any untoward,/-effects,", . saj 
Hadler/"In the U.S., there's n 

- eviderice'- this' vaccine'- causes 
problem in healthy.children.'' ; 
. CDC interaai data^obtaiiied b 

the Plain •beaier" 'dp "show 'som 
.; jchMges^iii'-the/iininunq^ 
i of.some' vaccmatedjchndren/b'i 

Ha'dler/'dir ectbr of theieRidemidK^ 
ogy-and. suryeillance .diyisib&jbl:' 
the lhatibnal''*'" ' " ""'"" ' 
gram 
headquarters 

S^j j ja J^irKenthusi^m^goK^ 

.Months •befbre'thefir stiGalifo^ 
ma^babyfcigot̂ avshoLA-immunQlg&^ 
gists'iwere ̂ m'akingvfrigh'Mlfdisft 

British'-3imd;^itogufe's^i6l^a^' ! 

I near-;, Cape?Verde u'Sorii^mpcii.-^ 
1 lated^childreh were rdyirigWitBi^ 
three y e a r s ^ . : ' i ; ' ^ • f t ^ , - ^ 

A^.Frerich^researcher.saw^it^ln 

^ ' ^ M ^ ^ 3 1 ' ^ " - ^'t '^TheH'there w^Ricard^Muiib! 
^JTi^^amg^^CPC scientist Un-J/ the .son of a'21%ear7bllj}Mexica 
fprme.d^e5 FDA -of the .African .;::"iirimigrarit,:Rafaela?L6pez 'Bar; 
•gea^;onJMa'rcb6,_1991.r ' jas., • ;• . . ' ' . . V ;•• '.;( : 

^MiFI3A•bfficial•sribtesrsaidthe'•.''^. -Ricardo^nearly 23 mbrith's oh 
GDC^iscieritist reported . y large; Vdie^ori July ri4j;1992, of "clqstr 
ri'uriibef'.,:bf;children who got hi-" dium, . dificile-'' enteritis" .an 
dpse^pEZ^died'' in .^Africa. i.The ^"probable .viral gastroenteritis 
fibfe's indicate that about 52 but'of ""S'accbrding to'the cproribr'sreport 
300 clfiildren 'died, compared with The, CDG; has not publicly ider 

put^if 300 who got'a "placebo.̂ r, r ̂ tified |the; ̂ bby^ it!-* acknowledge 
anptheryaccine:- '-•:' "* " 'died .15 months, after receiving 
^InibV'Angeles, the experiment"," standard dose 'Of "E-Z.̂ CPC dpci 
cqntinue^y'i \ ':'/' ' . . ' hienfa...shVw/;^e';'3eattt^curre 
yTlhe^'vi^erice out of Africa, ex- when the'jchiid" .was 23 itiorith's bl 
plains'HaBler'Was just "not comx.-'- in' July^992r?A:^bcumerit,state 
p e i i i r i g ) ^ ^ : ' "causes of death per death'certi: 
IfeWasin '̂̂ cOmpeiling until Neal ^icate";'were^ ^clostridiirii^dificii 
Halsey.came along: 
^/ l | jp^^Hppkins University re- ;. 
searcpr^Sifler contract to, the . 
^tate-lpepariment's; '-Agency^.fof 
International; Development, Hal-;., 
^yjhad^/duringithe.-19805 inocu:>-, 
iat'ed.babies with E-Z in a Haitian 

=' pl^aded^with^the; Wori^HeaM / 
• Orgariization' tp. look at" Kisjnuinv 
b'ers'frbmtGuiriea-Bissai^fi^ 
riegal.-It :'didi-.and so 'did -the/Ceri?'. i 
t e f o f f j piseaseiCbritrpi: | | | p f ^ 

Scientists .̂ su'specte d the y vac-

ailments .'-piarrhea -anH ;pneump| v 
hia'were ̂ e^diriglcausesVoifjdeath";: 
in Africa^fjv:.;,^.; ' . .r^HMaiS^-t 

Researchers -idoubted irchildreii , 
in relatively healthy :U.S.'en^rbn:?:. 
ments would be hanried.^tffbugh' 

• enteritis" and' '"probable ..yir; 
g a s t r o e n t e n t i s . * " . i - ' ; » ' ' 

A'^afch^pf-Califpi^ja/reCord 
showed no other, death'; bf/'a bo 
that age frorii those causes inJiil 
1992. ; • ' : y - - ~ - ' ' r ' : l y M W ' , ' i ' 

_ !#~#It- came'all'of 'a'.'sudfien";"-.sai 
sh^ ty tb^ iboubt ing the "firid^v f $ W * . ^ocorro, :; Ricarilp's.; cc 
••nt^i^'A-iJSiO.^ • -_::.:-?u.......-^madre,. or godmother.,-She-live ings in Africaf he,went back to the • 
'shMt^pvra,'- expecting to show. 
Ithe^-HEUtian-rbabies..were better 

with^eakerimrriuriity theynii'ghV •:• 
still become sick: v '••'38sv$»Jw j 

By;Aprilji:99p;:the ne^ougof,^ 
Africa was even grimfneri'As pari; , 
of a data-^monitoring safet^t^ffij':': 
the Centers':for'Disease^Cbiflfpr 
knew that; the 'l.exc.ess morta l i^ ; iii' 
had •beebme-statistically.-s'signifil ; '' 
cant:;;-;:-V;:,;4-K • >;' " V ^ ^ ' i 

But one, month later^'iri^May/ 
1990, :its 'iLok"-An£eles;.:tes!|j^ht 
forward.--iM!>>J'-' ''4'' -'^ ^ I ^ P ^ S 

' - ' ^ p . - ^ ^ W 

with the,boy. and his:riiother;in 
c'raihpeci; yellow stucco walkup i 
the ''largely''-Hispanic enclave c 
Bell Ganiens;:Galif::V V .... 

"The1:1iff^^boy^was''m<»4'M 
healthy,'sweet fat cKeeks.,He, wa 

.. a• happy^child.^a.-.tirenj'^^of-' 
sudden. .. , : 'tw6. daiyŝ :bf ;y6mitiri{ 
diarrhea"?and;coughing, iarid thi 

•'; illness took him." ; y : - ] : ^ : i l . : ^ ' / : 

" On the evening of the secon 
^ . day, he. was found(uncbrisciou: 
^ ^ M ^ 6 1 " 8 o f 1 ' 1 9 2 children vomit like coffee grounds'aroun 
^.-^1-(Sf#d; ' t h ^ i r children 'to -'his head.; "Natural' causesV-'cor 
^domlyjr.receive two vaccines,. -. eluded the coroner.: <•&• • 
W M ^ c h was E-Z. Four hun- \ .The .,CDC,' m.'pub'Uc^descrii 
ared^djeighty-five babies; had .: ,:.t:ionsv6f tHeTdeath; 'acknowledge 
receiyed^the'.; highest dose. An- " oniy .tiiat''a ctiild vaccirijifed wit 
Othe.r^2:l-7£had been inoculated ;•:a 'less intense dose'bf E^'die'd n 

.^a^^Q^dJhere;viria?V;. High 
'dMi^of E^Z wei-e'assbciated with 
^'creased m o r t a l i t y ' 
l^^ef^aieidti ie ' lpP'C. The Lbs 
^ngeles test was stopped. 
^By|^en^it,^arOctpber 1991, 

PHOTOCOPY 
PRESERVATION 



cteria were.'found in his stool.-
also said the death was unre-
:ed to the vaccine. 
A month after The Plain Dealer, 
terviewed CDC officials about*1 

e vaccine research, the agency 
>ued a press release that for the'' 
•st time publicly disclosed the" 
saslesstudyr • ••••• V ; .'î .'•.'•:.-,-S 
Once more, the , agency "stated 
tegorically that "no probiem is 5 
:pected" anibrig the children in. 
)s Angeles. ! , ; : '7;''V 
"Disingeriuous/vwas how Brian 
ard reacted to the goyernmerit's. 
atenients; ; iafter ' ' The'; I Plain 
ealer provided him with a copy 
Ricardo's autopsy ..report and, 

e imrrtunolpgic data on the Los ( 

ngeles children' from.the'CDC's 
ternal files. Ward, in' Montreal 
. McGill .University's Center for 
rbpical Diseases, •: is a leading' 
cpert in infectious diseases.- •:.;5;; 
He theorizes that E-Z plight rev 

p the immune system 'against 
Jrtairi 'ailments, while/"weak-, 
ling it against others. '%>',''f:^ 
Ricardo's death .seems-."tom-

atible with the deaths that oc-. 
urred" in Africa and Haiti, Ward 
aid . 

Yet neither is there proof .the 
accine was to blame for, Ricar-
o's1 death; ';E-Z may have had • 
othing to do with it.. ' - : ..' 
"Based on what I've seen, you 

an't prove it either way/It's .an 
pen, legitimate question," said 
tfard 
And while the CDC points to re-' 

ear'ch in other developed coun-
nes' as evidence of - safety,;Ward 
autions that too few children 
/ere involved to draw a firm con-
lusion. 
Despite its pronouncements ;of 

:ertainty, the government "is still 
:ollecting blood samples to learn-; 
vhether the vaccine harmed .'or'" 
inly, insignificantly altered, the 
•-hildren's immune systems. Re-. 
iults are due.in July. ... . .v.., 

"We fully acknowledge that i t . 
vas a mistake" not to.fell the fam-. 
lies the vaccine was exp'erim'en; 
al, said Dixie E. Snider Jr.; asso-' 
;iate director of the Centers for 
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''Wlien you say 'expenmental. 11 scares 
; the Standing: Rock Sioux. 

RAMON MENA OWENSy PLAIN DEALER PHOTOGRAPH 

Disease Control. .."the.-. m^or | 
jroblem is that the consent form;: 
lid not specifically identify the 
I vaccine as being an unlicensed'1; 
/accine. Some people'would-callj 
iiat experimental." . '• ,; 

Last summer, the goyerment f i - ' : 
lally notified the parents in Los 

;—: ; " : ;—: ; '—^ 
Angeles that the E-Z shot's were j 
experimental^ thanking '.them; for 
helping "benefit medical science j 
by increasing our knowledge." j 

In Atlanta, the: CDC research 
staff was ordered .{-to .undergo 
training in "human subjei'ct̂ pro-!-
tection." - H" i•',•>•<• '5 

off a lot of people, says Tim Yellow, tribal health director for 
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Audie Murphy ; / . 

deficiences Memorial ^ -

'.^v' • ' - - - - - _ _ 

Itt-Defidenciesjncludejnad^ 
7 record of cb-is'cnSnasp'd on^Piaip Dealef^f T' 
.. a-a'ysis oi l ocd and Dr^ 'Aamj is imt toh i^y^ fX 
i.;:.;inspectibns 6( resVarcte 
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^•htejgpYerhnient s use of AmerT> 

BSl^ianS^G^'fesearch without-
BBitten'gievidence . of their ,vin--
' ^ m m m S & g d i s f a r . beyond" 

ymg|accfints of.ColdWarra-
fionexperiments. J 

„ jWnl^xpeniheht 's^ \ scoia.--
iaijn^^^o^inyesiigite :.Cqid 
Fiefs'-abuses.'"happehe'd upon 

l ^ l ^ r t j i a g S f unheralded dis, 
•SvefiSsijfe'abdut t .̂contemporary 
;oyerntnentrresearch.. .• v 
S:pIh-'.;.thei"cou'rsb;of .its.work, the 
MMtteranaiyzed 100 federally 

^ l n M v | f i ^ ^ i ^ f f i p r m s 
Stated-V^lSer'drag'yiinay^HnnK' 
youritumor ,orj;cause iPto tempo--
rartly-'disappearfrand/oKiprolong 
your life and/orvimprovelthefqualr. 

- Thejcommitteeidetermmedtre,-. 
s e a ^ t e ^ l M g P t ^ ^ l ^ S ^ h e : 

jfs« :'tryingi: 
d ^ « ^ r i i a k l £ 6 c M t h & 
the ^substanceVwas^suspected;1 of-
causirigl?ifreyersi6le\ibM^ 
age.^That'Crucial.piece;oPinfor.-J 
matiohi^thfe^omiiiittee^feim^ 
?was ; nbt 'h ighi i r u ^ 

had^ed*Sn-;';tfife^ ,expei™ental: 
dnigi|and ..that"^^cpnsenti'fprnf 
•'A^dl^ovieiratatMjreVereiiSilit^bif 

The doses were small, but the' 
committee remained concerned 
about "undue inducement.. .. 
These are probably cocaine ad­
dicts, probably not employed, in a 
long detox," the reviewer noted. 
Also questionable was exposing 
healthy nonaddicts to "greater 
than minimal risk." 

Nora D. Volkow, the Energy 
Department scientist in charge of 
the cocaine study, called the crit­
icism "a totally and absolutely ir­
responsible, automatic, knee-jerk 
reaction." 

The test subjects were not 
harmed, said Volkow, director of 
nuclear medicine at the labora­
tory. 

After the White House commit­
tee challenged the study, Brook-
haven resubmitted the project to 
three ethics boards, which said 
the project could proceed. 

"We use trace doses. The co­
caine is in the microgram range,"-
said Volkow. "Sure, all of our pa­
tients are in detoxification, but 
there is no reason we cannot in--
vestigate addicts. How else would 
you learn how it affects vthem?i 
This is research." : i J : -—'.' 

FDA inspeCto'fs have~ "also 
raised questions about research 
at veterans hospitals. In five ex­
periments since 1977, inspectors 
were unable to find signed con­
sent forms. In 108 studies at 54 
hospitals, veterans were given 
deficient consent forms. 

The research questioned by 
FDA inspectors included the fol­
lowing. 

•ST.. ••A; better/ prpyen/drug;f-wasvnot 

^ed|thaiKalinost.','half 
ronsenttfpffisivvere flawed. . 
f|'f;i&as;j)stunnedr by what we 

iacfii 
?BeSgM%Katz, a-Yale^niver- '•. t o ^ » ^ p ^ i i S W M t ^ 6 l 
'^Prp^lsp-F^ho served on. the. . .pfoy^dA^tt t thlei^t igMsanW 
^ ^ e K P ^ d e n d a l x o m m i t - , / SUggbsf efrthetontftiwable ̂ t h a t 
^In|the-:1970s/he worked on a 
i iml^ i f inquiry/ after the Tuske-
pexplfMenf was disclosed. : V fergy^Departm'eritresearcher'paid 
^;Umyersity^;bf:,I^PennsylvE--- B y - y - - ^ — - y -

Hieyiparallel;3 findings of the ^ ' w h ^ U f M ^ M t e ^ t e m b l e / i i f f i 
pite^Hpusf-t'committee,- whose f a c t ^ ^ i S v / ^ f ^ ^ ^ l ^ ^ y t J ; ^ 
Si^^qs^u^iStbried 'in a -vault, at] 
EMifNMbnalsArchives and were 
^ h T d f a p h e M a i n (Dealer's: re-

mm •""'-

In Long Beach, Calif., in 1990: 
Researchers signed up test sub­
jects who were either drunk, se­
dated or psychotic. 

In Los Angeles in 1988: The 
FDA caught a researcher experi­
menting on two veterans without 
getting any consent. The physi­
cian said he had made a mistake, 
though he had been caught mak­
ing the same mistake five years 
earlier. 

In Portland, Ore., in 1980: No 
written documentation was found 
that a doctor had obtained con­
sent from alcoholics injected with 
a test drug. A number of patients 
died several months after the 
study. 

The physician maintained the 
deaths resulted from "the pa­
tients' inherent medical disabili­
ties." 

In Salt Lake City in 1985: "Se­
vere deficiencies in . .. informed 
consent" were found, including a 
failure to explain "procedures 
which are experimental." There 
were no written records that two 
patients had given consent. . 

In Madison, Wis., in 1983: The 
hospital lacked written evidence 
of consent from at least 28 of 51 
veterans given an experimental 
antibiotic for urinary tract infec­
tions. The urologist said it had 
been "an oversight." 

When the National Researcl 
Council took a close look at ex 
perimentation in veterans hospi 
tals in the 1970s, it found 28 per 
cent of patients interviewed a 
four hospitals "were riot awan 
they were-taking"part in a re 
search study." 

Only one VA researcher, ii 
1983, has been denied access t< 
investigational new drugs. 

Study after study, some f i 
nanced by the VA, focused on an 
other problem: Patients needed ; 
college education to understan< 
most consent forms. The Univer 
sity of Colorado in 1989 said pa 

tients needed the reading con 
prehension level of a collet 
sophomore. Fewer than one-thii 
of VA patients are college 
educated. 

Congress first gave the FD 
authority to police studies of e: 
perimental drugs, includir 
government-financed studies, : 
the 1960s. It happened after a 
alert FDA medical office 
Frances O. Kelsey, almost singli 
handedly brought to light the ui 
controlled testing on pregnai 
women of a sedative, thalidomid 
that caused severe birth defects. 

Since then, Kelsey has ove 
seen more than 4,000 FDA ii 
spections. 

"I've seen a tremendous in 
provement since 1962, but we ca 
hardly breathe a sigh of relief an 
say we don't have to worry aboi 
this anymore," she said. 

More than most people, Pai 
Melstrom knows why. 

When Melstrom, 56, signed u 
at the National Institutes < 
Health to try a test drug in 199i 
he thought it might rid his body c 
hepatitis. The drug, fialuridin 
says Melstrom, "was a failed car 
cer chemotherapy drug. The 
they tried it as a lip balm . . . fo 
cold sores. Then AIDS makes i) 
dawn on civilization, and they tr 
for that. Then hepatitis." 

Doctors thought the drug WE 
safe. There had been tests o 
woodchucks that weren't harmec 

" I took a swig of this stuff -
you had to measure it out of a bot 
tie — and I was told there was ab 
solutely nothing to worry abou 
there were absolutely no side ei 
fects from this drug," Melstror 
recalled. 

"It tasted marvelous, much lik 
[the orange liqueur] Grand Mai 
nier." 

Three months later, his leg 
started cramping. The pai 
limited his ability to walk. Th 
drug, he said, had permanentl 

PHOTOCOPY 
PRESERVATION 



•ro a g 

'JHLELAIN;DEALERRUG^XKIALS * -MUNDAY, UECLMBEK Te,.! 996 . 

"d 

m x 
0 ) 0 

m H 

< o 
o 
2: 

L P ^ , S i W - w V ^ ' A / ^ ^ — — — P̂HOTOGRAPHER 
A'iWbtevHousevcpmrrUttee questioned 
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^THE EVENT 
Unsuspecting 
patients given 
thalidomide, 
causing severe 
birth defects. 

National 
Institutes of 
Health finds 
few 
protections for 
people in 
research. 

Injection of live cancer 
cells into older patients 
at Jewish Chronic 
Disease Hospital •'• 

. revealed. 

Human radiation 
experiments at''. 

> University of 
Cincinnati made 
public. Disclosure .that ' f l^-

treatment was 
withhejd.from V'-
black men with 
syphilis in "Vs<!i t : / , 
{Tus kegee;:'AI^4Sl!itS 

YEAR '61 '62 '63 '64 '65 '66 '67 '68 '69 70 71 72 '73 74 75 76 ^77'78 " W l 

First federal law 
requiring consent 
of research 
subjects. 

Surgeon General issues 
guidelines for protecting " 

• federal research 
subjects. 

" 4 'tjiI5|[s'' ^ 
Congress enacts first . . . / j 
human subject profectionst 
Research without consents-
is banned'. ' ' ••'.• * 

w'regulation's.for.?*^ 

FEDERAL ACTION 

i Natidnai o o m m i S i b n ^ , i r | M i M j ^ ' i ^ ^ ^ 
" es^ablish^biy-C^ ^k i^Wlv ing 
"' Congress-tg'make • ^ p ^ f ^ u s r o . t i ^ ^ 
. recpmmendatibns'bn.^R,^ ' 

:- bidethic9l'''issues:,V'i ^ ^ o m e r f a i i a 
"•J, * " ^prisoners „ 

LANDMARK 
EVENTS 

IN HUMAN SUBJECT 
PROTECTION 

From 1977 through 1995, federal Food and Drug Administration 
inspectors find 2,201 consent problems, records show. . " S 

5 president's'l^/ij? 
^dviso^iS^"^ 
Jc'ommittee'bn :•'?:-:'; 
:MHumanf|^g*fei 

- — — . h, Radiati6n';^'5:4;: 

.C Previous ly; ̂ ^Bipejimehts m^' 
classified Cold * ' questions -r 

;', War era human;.'. .human'jl-l,'•, •;' 
radiation teij^Jp^ 
experiments' •":•• 'system^'-Vr ''feq:-,-' 

f i i i f i PUSS j iHili 

SiiMiBlife! 
te"-".!":.::--" ' ' J l v e i I " - ; 1 " " ..•/V.' )•'•'-.W^ i r i ^ ? f ' ' . ' u - u ' f ' t W - J S * ^ ' ; ) T-PWr^'r-?, ' . V W ^ r t W t • i « S S 4 " / ' , t f i • • fti«i«JM?« - 'SSWWW". ' ! 1 . ' ^ • • ^ K F ? ^ ' . ' ' e ^ f X a s s f i ' * - ! ' 

'81 '82 '83 '84 '85 '86 '87 '88 '89 '90 '91 '92 593 '.94'*95 
i.:.x. : v / v^vv v : -r ^ ; '^jf: , .^ ^ J ^ r v i S . ^ , - ^ '.S^iiiii ^^Wir^ S i : * ^ ; ^ ; ^ ^ ^ ^ 

Health and 
Human 
Services 
adopts 
regulations 
for research 
involving 
chlidren. 

' Fifteen federal 
agencies"adopt. 

- consent . . • 
regulations ' 
known as the 
Common Rule. 

^Natlohal^^---

. .„.--/^dvisoiyjfeaiS: 

... ' ' ''Xommission^-
. , r begins review,'' 
'-:'" "':ivbf existing 'fv£: 

. - - -rules.:-'. '•.*•}•}• 
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DRUG TRIALS 
Do People Know the Truth 

About Experiments? 

Foreign tests 
don't meet 
U.S. criteria 

Hype, hope and heartbreak 
a chronie condition 

By KEITH C. EPSTEIN 
and BILL SLOAT 

PLAIN DEALER REPORTERS 

Trouble started on Oct. 12,1994, when two in­
spectors from the Food and Drug Administration" 
entered Dr. Geoffrey Dusheiko's cramped office 
on the 10th floor of London's Royal Free Hospital 
and flashed their badges like FBI men. 

They got straight to the point. Did ribavirin re­
ally work? 

The government had been asking the same 
question for two decades. 1 

The first time, the drug's maker hailed it as a ;, 
treatment for viruses like influenza. 

The FDA said it wasn't. 

In the 1980s, activists smuggled it from Mexico 
when scientists touted it as a therapy for AIDS. 
The FDA said it wasn't. 

Now, it was back — a drug in search of a dis­
ease. 

The hope this time: Ribavirin could combat a 
deadly strain of hepatitis virus that infects al­
most 2 million Americans. 

For the desperately i l l , there finally seemed a 
glimmer of hope. On Wall Street, investors were 
tantalized; sales of the capsules might exceed 
$500 million a year. In Ohio, the teachers' pen­
sion fund sank almost $14 million into the drug-
maker's stock. 

Without much ado, Dusheiko defused the opti­
mism. After four years of European tests, he pri­
vately told the FDA inspectors in his office that 
ribavirin had shown no sustained benefit. De-

. - - V - -."Wf-ap": • ' ft-PHOTO BY-MICHAEL CRABTREE'1 

Dr. Geoffrey: Faiffiurst w^/.deiioimc^-py/tt^pl-
peers in Engiahdwfio said he.had inyoived^Kis;̂  

know' 

. Third offdur articles ^ ^ m ^J^m 
• - . - y , - • .:yi.^.^-^^7£. 

spite improveipents in liver fiinctioh^is^^pu-v. 
sheiko's research had dempnstratediVliltiei.^ti^ 
viral activity." ^ . . v ....'j;„vi./^_:v.\ . ^ i - , . 

The manufacturer,. ICN;Phar^cei i t i^^ Inc.^. . 
had submitted Dusheiko's [ todi^^'as^eiideiicet;:' 
that ribaviirin was"safe and eiEfqctiyeT'rae'FT^A.m^f 
spectbrs .concluded he had inconipletejbio^ \ 
ports, had'faiied^tp'record'^lady^se'effe^san'd:.; 
had used ah inadequate consent form; v T. : ^ j ^ . 

Once again, the FDA rejected ribaVirih.-though 
for four months only, a handful-of j^idefs'knew.. 
.When word spread, the stoc^plui^e'di^^^-perTl^ 
cent within two;'weeks. Son^^^holitera sfc!^ 
cused insiders of ^selling stocK^efore bad "news' --
deflated the price'. Soon, the'TBL — the realFBi;; 
- started asking questions y [ JH" 

SEE.FOREIGN/lb-A 
• •:..'•• . • '..v.:': :v'^:«-;*S ;^> 

;'i3 

% 
: i l . - ' ' 

-"-'--'- 35 -

•1, : : J; '->.-«.'; 

• . - - B 
•:' ' § 

- .-^ 

::v;^ 

. . ^ 

o 

8 

O 

$ 
fcr UJ 
O w 
X L U 

a. tc 



standaras 
FDA's criteria 

FOREIGN FROM i-A 

Possible insider trading. Thrill­
ing projections. Criticism from an 
American agency. Questions 
about consent. The FBI. It all left 
the researcher in London, who 
thought he had played by the 
rules in England, feeling bewil­
dered. 

"We did not know that the re­
sults would be submitted to the 
FDA," Dusheiko said. His lawyer 
said the study "did not violate any 
legal standards,in England. . . . 
FDA standards were not applic­
able." 

The cycle of hype, hope and: 
heartbreak surrounding clinical 
trials has become a chronic con­
dition in the increasingly global 
pharmaceutical industry, which 
now initially tests nearly two-
thirds of all products for Ameri­
cans overseas, 64 percent more 
than in 1975. 

Previously undisclosed foreign: 
records and more than 2,000 
pages of internal FDA documents 
contain accounts of fraud, con­
cealed side effects, improvised 
experiments and human rights 
abuses. Consent forms were in­
complete-or inadequate in 65 of 
137 FDA inspections of foreign 
drug trials. In the most inspected 
nation, Canada, consent forms 

were inadequate in "21 of 36 iri-
spectioris.; . . •" •.•' ", 

"Fraud and unethical conduct 
and sometimes mistreatment of. 
human subjects is present every-'. 
where,"; observed Jean-Marc i 

. •. r -•• / 
J i iEbUAi rDtOtMBi tk i /, l y y t j 
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fraud." ^•^^pnyc^lDaaK^h' exciting' claimi' 

But .the industry's, most, cnp- ^ r b ^ f i i i i f i f e ? ; d r i l y 'the, details, 

ha f the foreign research submit, ^nfedm^recMcan^ separate the 
ted b y ^ ^ a c e u h c a l cpmpanies •« ^ M b l e ^ r e & the snake oil. ! 
\ 0 £ e f - ? ^"rigrthe.last decad^ ..Examples of missing, manufac-
lacked vital documentation s p c b ; t u K a » e ^ d » omitted:. data 
as X :rays, blood tests, biopsies, u^W^k-asa-t^-A -u^vn A 
lab reports and patient charts.;; F ' tors bn five continents; 

-dose birth 
women 

.;dbctors in 
have been submittecL^.the ^ A ^ M e x i ^ i t f ^eife - iiaable"td pro-
contras^d w i ^ p ^ Z p e r c e n t ^ d i i c ^ a n y records from 'tists on 
research, ^bmitte^^from .^ th^ i -ooo l^ t i^ t s :^hfe ' records had 
United States, a Plain . D e a l e r f t b e e n | t

P

h ' = o w n a w . t h e ; d o c t o r s 

-imputerana ysisshows.^ , ^^aid.tbecause they wanted to 
Asked about The Plain Dealers ^JavoidjMexican taxes ;ori income. 

few 

rr,-.* -• . - • - *v^^ss«^8uinmanesi&me"C4Jintisti. drug-
FDA permissiom • i ^ M ^ ^ s u b ^ t e d in ^Se. Womra 

Thus, she said, " t h e r e ' ? ^ « ^ ^ ^ ^ ^ f e r d - | - e r e s a i d 

THE SERIES 

SUNDAY: At least .1,000 
Americans in 23 states have 
been used in medical research 
without, required evidence of 
their informed consent. 

YESTERDAY: Decades after 
notorious syphilis experiments 
on blacks at Tuskegee and ra­
diation studies on civilians 
during the Cold War, the gov­
ernment is still conducting 
medical tests on unsuspecting 
Americans. 

TODAY: More than half the 
foreign research submitted to 
the Food and Drug Adminis­
tration over the last decade 
was unreliable. Verifiable sci­

entific records. ; from 
countriesf were missing 'miSflgf 
percent of requests". for .newJ ';; 

drug approvals ih the United 
States. 

TOMORROW: Local ethics 
committees, the front line in 
protecting .test subjects,. fre­
quently fail to ensure .that pep^;,.;,. 
pie know they are being [used '. ' 
in medical research: .. ' f f t 'u''^ 

- If you have comments about''--'? 
the series,'-call 999-5260,!'faX'® 
999-6366 or e-mail the report- -
ers at: -.' •'; ! ; 

tgaumer@plaind.com . -
Include your name and a day- -
time telephone number. 

^^erit'^th^a 'fiimorous mass, doc-
'^to^^noted- •':: 'ind' measurable. 

l l tBf f l mm 

: • to^Glasgow^Scotland; In =1990, 
' i.c^dioldgiststesting for. an Amer-
. :; icah:p^aima6eutical company did' 
: h b t ' t i i ^ the, 

.•: risks' of £a!|lieaffi'dmg%nd xould 
^supply •lip^wntteh feSnderice they 
^Bad bbfamed^conserit ;froih' 10 

iifbtheripatiehts; an FDA inspector 
.•^fourid.,' /Researchers also: lacked 
• Qlab^data and failed to mark, dates 
_!:;6f; 'echocar.diqgrams,...and.. some 

; side " effe'cts i^went ^unreported, 
-^according to !'theihspe'ctor/' J • ' ; i 

: f ^Nobody's immune to this prob-
• Tern pr its'poteiftial consequences. 

Missing;•• records'' and faulty. Lre-
..cords;? always raise red /flags," 

mm 
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RESEARCH PROBLEMS: 
FOREIGN VS. U.S. 

Inadequate orug accountability 

. Using other-medicines, unreported side 
effects, falsifying data 

X'53%| 

;Unavailable records, • 
'failure to document ethics 
committee approval' 

Failure to inform ethics 
committee of changes-

i l l 
II 

KEY 
Percent foreign 
violations 

-d on a Plain Dealer analysis of Food and Drug Administration inspections worldwide. 1977 through 1995. 
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said Arthur Horowitz, who pre­
pares researchers for FDA inves­
tigations by inspecting them first 
himself. 

Horowitz has a list of excuses 
, he has heard. The alibis sound 
; like "my dog ate it," the school-
' boy's classic excuse for missed 
' homework: They were destroyed 

in a fire/flood/hurricane/ 
earthquake. They were dropped 
in a sewer. They were lost in a 
boating accident. My office was 
burglarized. They were lost in the 
mail. My father-in-law threw 
them out. 

For Hans-Joachim Giesecke, a 
busy German internist in the in­
dustrial city of Mainz, the diffi­
culty arose over quinapril cap­
sules. During 1985 and 1986, 
Giesecke tested them on his eld­
erly patients with congestive 
heart failure. 

Like Dusheiko, he had no idea 
his results would be offered as 
evidence that the product should 
be approved for Americans. And 
how could he? Back then, even 
the Parke-Davis Group of phar­
maceutical giant Warner-
Lambert Co. had no plans to seek 
U.S. approval. At most, Parke-
Davis anticipated the drug might 
be successful in Europe. 

"The U.S. marketing depart­
ment wasn't interested," recalled 
Hans Gunther Stelzer, who over­
sees Parke-Davis research in Eu­
rope. "Our goal was Europe, that 
was all." 

Within a few years, Parke-
Davis sensed it had missed the 
mark — or was about to. World­
wide sales of the newest class of 
drugs for congestive heart fail­
ure, known as angiotensin-
converting enzyme (ACE) inhibi­
tors, by 1992 soared to $5 billion, 
nearly $2 billion in the United 
States. 

Parke-Davis again compiled 
the paperwork given to German 
authorities, who had approved 
the drug. 

By 1993, summaries of the re­

search, by Giesecke and two 
other German physicians, were at 
FDA headquarters. All three de­
clined to be interviewed. 

It fell to Stelzer to double-check 
the data. As manager of clinical 
quality assurance, he often treks 
across Europe conferring with re­
searchers and exaniining their 
records. When the FDA asks to 
inspect, Stelzer's job is to try to 
get there first. 

When he got to Giesecke's of­
fice at 1 Erthalstrasse to check 
the patient records, the doctor 
"invited me into his basement 
and said he was sorry but he 
couldn't find them anymore." 

Then, on May 24,1993, a pair of 
FDA inspectors showed up at 
Giesecke's doorstep. With Stelzer 
looking on, the doctor began giv­
ing them records. 

" I was sitting there, and I was 
very surprised when [Giesecke] 
suddenly showed them some re­
cords that hadn't been there be­
fore," recalled Stelzer. " I was 
very nervous indeed." 

The ink appeared to be fresh, 
an FDA inspector noted. A study 
card for patient No. 11 bore erro­
neous dates, Feb. 4 to May 30, 
1996, still three years in the fu­
ture. 

How could this be? the inspec­
tors asked. 

" I don't know," they quoted 
Giesecke as answering. "It was a 
very big mistake." 

Perhaps, he speculated, some­
body spilled coffee on the original 
in 1986 or 1987 and the nurse 
made a new card with incorrect 
dates. 

" I think he was embarrassed 
and, because the FDA was com­
ing, he wanted to show he kept 
good records," Stelzer speculates. 
"But it all looked so new." 

At the two other test sites, there 
wasn't enough reliable data for 
FDA approval; the company sub­
stituted results from Britain. 

The British results were veri­
fied and finally, in October 1993, 

JAMES OWENS / PLAIN DEALER 

the FDA approved quinapril for 
U.S. marketing — a delay caused 
not by excessive bureaucratic-reef 
tape, but by the drug company^ 
submission of questioned re|; 
search. 

Stelzer said the experience 
prompted changes at ParlTe? 
Davis. "Even though many Ger­
man clinicians don't keep their 
records, and neither do many 
doctors in private practice 
throughout Europe, now we insist 
on it." 

Quinapril has proven success­
ful. Sales last year shot up 37 per­
cent. 

Raymond J. Lipicky, director of 
the FDA's Division of Cardio-
Renal Products, which reviewed 
Parke-Davis' application, sees 
quinapril as "a perfect example i 
of the problem of lack of source 
documents" in foreign research. 

"We make decisions based on 
numbers and "doing statistical 
tests on those numbers. If the re­
sults are not accurate . . . all of 
our conclusions are wrong. If our 
conclusions are wrong, it means 
we've decided something is effec­
tive when it isn't, or safe when it 
isn't." 

As for ribavirin, it continues to 
be used in the United States as a 
spray to treat infants hospitalized 
with severe respiratory tract in­
fections caused by the respira­
tory synctal virus. Twenty-one 
developing countries have ap­
proved it for hepatitis. 

ICN has granted Schering-
Plough Corp. a license to try the 
promising combination of ribavi­
rin with interferon A. 

A special committee of ICN's 
board of directors has exonerated 
the company's top executive of 
insider trading. The lawsuits con­
tinue. 

Meanwhile, scientists are on 
the trail of yet another potential 
breakthrough. They've started 
experimenting with a Syrian folk 
cure for hepatitis — a liquid ex­
tract from a plant called the salt 
cucumber. 

R S I 



m 

S! 

•'4: 
: « 

•.::x 

•s 

•x 

i>.mo.i:v-; 

H I 

PHOTOCOPY 
PRESERVATfON 

- Europeans worry 
iabout fraud sloppy \ 
' drug experiments ^ 

By BILL SLOAT • ' -
and KEITH C. EPSTEIN 

i r ^ ; P L A I N DEALER REPORTERS. . -

, 5 With human lives and huge in­
vestments at stake, the global 
pharmaceutical industry has a 
sense of anxiety over its growing 
reliance on research from outside 
the JJnited States, where stan- . 
dards fend to be less strict and 
Widely divergent. 
,7-ft^ bur little secret. . . . It's", 

frightening. I could tell you so 
many stories. We all can," said 
Qerman pharmacologist Joachim , 
S'chwarz, whose North Carolina . 

+ contract, research company,-.-: 
Quintiles, runs experiments for ; , 
drug; companies on four conti-

' nehts. 
[•Stephen Lock, former editor of 

trie British Medical Journal and 
now a research associate at the 
Wellcome Institute in London, 
crisscrosses Europe these days, 

• pleading for a renewed devotion 
to solid science. 

He took his message to -
Cologne, Germany, in March, 

. where mostly European pharma­
ceutical managers had congre­
gated to leam the latest-tech-, 
niques for, stanching, the. flow of . 
bogus research. Such industry-
sponsored training sessions on 
fraud' and misconduct in clinical 
trials, are ^becoming common-
place. • "•••:': • •' V -
. ! "Few people outside science re- i; 
alize it, but we've reached the 
point where we must be suspect 
of any data being submitted. 
Once, facts were sacred. Now 
we've got to query the facts," 
Lock told the gathering. 
:':Iain E. Gillespie, former dean 

of. the University of Manchester 
Medical School in England, was 
more blunt. The consequences of 

. sloppy recordkeeping can be as 
harmful as fraud, he said. "Some . 
people believe there are different 
degrees of sinfulness," Gillespie 
told the gathering. " I subscribe to 
aimofe Calvinist view — all sins 
are serious." 

Within sight of the towering 
. spires of northern Europe's larg­
est cathedral, the cocktail chatter 
of the industry insiders turned to 
confessions of scientific sin. 

"We just had a case," said 
Klaus-Peter Barth, who had over­
seen European tests of an anti-
allergy, medication. "All the. pa­
tients were invented, every one. 
It hurts. . Now we have.to do 
[the study] again." 

Peter Brock, medical director 

-5r;;-.-,>-r.-.;:.rv. 

jfjsees .itjllnvEvmpe,!^ % 
IConeWbfiii&jhaS soie^feXMiience j 

I ise^chers,^ those'; who; bro^ef or.. 
Kbeiit.the rules but agmnst^hoih;; 
fend actions;were taken.'The medr 

ical/pjofession polices itself^stod^ 
^an^Engl'and^. :blackUsts,^|ike^'th^'' 
Jî U-.S. ̂ vefsioh^i^ni^ined^fedisil 

s M t % » i i ^ i d e a - E r ^ * W e U s ' : g 
^ h e a d " ' ^ s ^ d « S e d e i p ^ e ^ ^ 
•i'i'Rrbck."-!Ndw «wiffi' 'HimfretiririeS 

-th'e "gray list isJpSssedTd^fflro^K 

, .ASSOCIATED PREssJ^^InGeimany, ;drug;manufacfurj| 
v v i,rii • +u--'':-y: ^ir^'J. ^ %irs5'turri-to^'Tfie^M^MtliKtlie^ 
Frank Wells, the r e c e n ^ T e t i T ^ p ^ ^ M ^ ^ - ^ ^ ^ ^ 
medical director of.the«V r'^v-'o-" :^ 
Association of the^British : W ^ ^ ^ ^ ^ ^ c j ^ ^ l l s B ^ M 
Pharmaceutical Industry; says:- •& Mh-Arzie* mijdet/^^a^^^ 
•Nearly eveiy one of us'hsfs ' ^.^cten'Mdustne, tte^pciattonix)fi 
some experience with: fraud.". ..• • p h ^ ^ ^ ^ ^ p ^ ^ 

can have ' " ' ' - • - -

, -'Nils.-vjAxelsen, of: the | l 5 a m s h i k » ^ s c r e e t ^ u ^ 
State' Serum- Institute;: r e l a t e " d £ a « k e ^ m ^ ^ h 
story about a U.S. drug company . l?^!;^.council , has disciplined^ 
that offered. a: professor a xbm-:^7»idoctors:lfor v.ysehqus^prbfes-^ 
pleted paper; ready:'for.: publica-VS'jsipn^:?!^ 
tion; all he had^to do was sign hisr-S^^^61^ 

• ' ' • • • " ^practice medicine:::;; . ^SiUM name. 
Robert Donnelly 

Cilag Ltd:.told:of an „ . _ _ „ 
tor who altered study-dates 'arid'^cal-iresearchers :'in; :llie;jUmte(i 
birth dates, VusirigJreai-fatieni^lC-'States; Trade .secrecyvla^prM, 
as 'phahtonrsubjects?^ 
test, was vdesighed^fbr; p i d e E ; p ^ ' t h ' s ^ r ' i ^ t h p u ; " l a r ^ b " n ^ ™ H v * t V , ' 3 i 

tients who could hot'climb'stMrsV: ^ , 
one patient turned out to be 16'.:^new-drug:apphcatibn<has^ehj 
years old, .. . .y v, ^ t ^ M g ^ ^ 

What, was common knowledge..,^ jlnEngland,.a'doctoriwho^c^.s 
in Cologne is cpmmohly denied i n ^ 
Drug Administration 
tack for takirig'too" iuii B LU -ap-, .>;. „ . . . „ ... 
prove drugs that are developed: '-Last^'March'^they*^ 
overseas. Republicans such as 4 "(Geoffrey.Fairhurst^tb a room at ' 
Rep. Joe B^bri.';bf.;TexM;jcpffi-^ttfe.Gener^.; Midical .Co^c^'si 
plain that the FDA is bvefzealbusv^Rheaidquarters^-in'|L'bnddh^'where| 

the United States. 
That is not'-how Frank Wells 
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Cafe owner 
doctor didn 

HanyeIjIoble:̂ )f« âinhilL .Mers^d^^ 
t tell :lurn'.he1wa5sl part:rof a'd-'^ -------

wheelchair, Constance MaryTJer,-̂ ' ,f 
ram';related • how^she.fhad:/seeri%;c 
Fairhurst for 12 years^He* fmd ,̂ 
treated the ;-73ryearT:oldj!Widow:Si;-' 
arthritis and bronchitis anS mom-..V,:' 
tored her blood pressure ^ "* * 

"He called me by my.:?.first •.: 
name," she told the panellfrom 
her wheelchair. -was-happy-tto^ 
go to him I trusted him ^ 

Then, one day last year)vshe;re-V'. 
called, another .physician made- a, 
house call — and it wa'sh't-to 
check her -health. The "doctor 
asked Jerram to examine a piece 
of paper from Fairhurst'S:files>; 

She , studied the •. signature*pOn 
the paper . , ^ 

"Constance Jerram,'! she read.!;;. 
. It wasn't her writing, i;:.;.^-?^..-. 

; She was shown another piece of. 
paper. •• :.r. 

Again, .not her wnting.vjjiNo, 
no," she- said, "I;never ^signed -
this " .n'H 

Jerram had-been placed in>an .-
expenment sponsorea oy •'iGlaxo;-. 
PharmaceuticiaisUK.^^com^;;. 
pany was trying to assess'i;the' •• 

doctor.had^been^ 
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J:̂ fjto>8§(f|gile «]Kngw the Truth 
; c-s'v^A&M Experiment̂ ?--
, ^•.v.r^i'.-v:;:- -:-v.^ ; <• ••• ^ 

it:.? 

•I 'A-:''-

ope 
|K Ethicŝ pahels only iMnage^ vj 

cursory reviews of research ; . 
"''-••t>;^ " f & t f ' f - B y BiLL SLOAT 
'i ; \ • . and KEITH C'EPSfl . EPSJEIN 

• PLAIN DEALER REPORTEBS 

.-^Tw^c^^^ of Rochester. ^ 
."i'Vsummbhed them: Four scientists'; three doctbrs,ra :^ 
^riursef a';ipriest;-'-andYmoth'er. whose daughter : r : 

!j-...died of cancer. ,, ;.. ' t . ;•. :. 
''f^gyjcpnyened around a long table m a confer-; * 

S't^isf'pf^oihpjanies' dey^tepij^rie|^"dBiig_s5,' tlie 
£ :Rese.archf Subjects:Review VBo^dlwas Ithere.to ; 

'"(fiilfiil^aTsmglei-wital mission: "Protecting human (: ••: ' ^--Af 
^pst^Hj^tsr^^'-'::'- -KT. -: v.: ?• v-: .•.7 : . .. . | i r ^ . ....^ ,. 
I ^ ^ f r l h e l f f pntiers of •medicine;: such^committees. '.;/. V v. . ' ^ " ^ , Last o f ^ r ^ r t i c ^ ^ | : : \ i f ^ ; •; 

AN INVESTIGATIVE AN^I^ 

•''Carefhe^frontline':.^ ... ^. ,. „ • . - . - . v f - w ^ s - ^ ^ . - j f ^ , - .v-
•!:;'KA#u^ty;the^ly.line; jike.t^toinjbluejine, • ' . ; \ . - ^ / \ . ' . . :• ' J j - f ^ . 1 V ' ^ L t & i l & ^ Z , 1.. 
*/:aU^erti§ouftiIerefor•protecting'peopiSagainst- '..schTOT^lmowii^weilbe^ra^^Ypr^s^feYop?y 
fr'the risksypf research," said Charles R.-Ma'cKay,-.' retinal cell 1xahsplarits; -;tf̂ ^̂  
; ^an of ficial at the National Institutes of Health.' ' son's disease apd potenti^MDS.vacpihe's 'ir- is a M 

*" ' ' "" J """" V.rese'arch^cehteh.typi^ 

|iflear? Did patients really vblunteertDid they un- "'\' . During i h y ^ i v e r i i j r e ^ s ^ 
.iirderstand the^risks?. Did they even realize it-was." are conducting about l^pb^udies'on peoplev W l , • 
^research?^Haa 'alternative '.treatments'i'Beeri:':of-A-*' ̂  - .ijA^i?a-ot«iw»oT«*Ki^^«^^«*^^ia;r^.&&&,frA6v: 

^Rochester's"ethics'c6mrriittee"s^ 
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':SVMackay3"ow7«^4inating for 
., . ^ j ^ H Jthe-.first: in-depth ̂ attempt to 

.' f igure put-rwhetiier; ethics .•com-
^nittees -are'- 46in'gjC;their -.jobs, 

Si , -3" 

1 
I 

^ . . . r - ' ' , -iL..'4--.^:-..P';W.4i'aaswtbvasl!K How;;thorough are P ' 

SOVERSEERS 
;e ^— 

FROM I-A 

.•jt At such a clip, members were 
^sometimes "unfamiliar with studr 
fies" up for approval, a Food and 
Sprug Administration investigator 
'fcepbrted last year. In April 1994, 
^he committee adopted a;list of 
spew experiments "with no discusr 
Jifiiqh on the individual studies 
themselves," the investigator 
Sioted. : . .' , , 
it .The committee,'the't-FDA cori;' 
|tbluded six months ago, yvas func-' 
aionirig in a \y.ay that "may not ad­
equately protect the. rights and 
Welfare of human subjects of re-
Search." 
^ The research reviewed \ by 
ffiaum's committee included a Na-

, ptional Institutes of Health study 
ij)f how smoking and air pollution 
^an affect the human body .; . • .. ' 

I
Test subjects, paid up to $150 
5 volunteering, received lido-
ine during a lung exam. The 
esthetic is usually used for peb-
jjwith bronchial ailments." 
gor 'Nicole Wan, a healthy 19-
ar-bld University of Rochester 
|&qmore from Queens who 
(ed''children, enjoyed Mozart 
d wanted to be a teacher, it, 
oved fatal. 
Within two days of an overdose 
lidocaine in April, she died of a 
art attack. • •''"•'• • 

She had more than double the 
jaisual safe blood level of the anes­
thetic; .dosages; of whicri^ shouldl 
^iave' been limited by the ethics! 
jicommittee, - New York's;5 Health! 
^Department determined'in Sep̂  
^tember. , . , ' ' • 

PRESERVATION 

^Bauni's' : ?*cbnimitte '̂-'.'"it' con-' 
acliuded, failed ' to "minimize the 
p.skS'tovoluhteers.''i,'.,'. -
^•"Research • 
jfinvbl'ying .•:;''hu-
^nan subjects at 
fthe ..University 
wf C'Rochester 
swas-heing - car-.7 

jned^out with 
insufficient. vxt 
Bafegiiards - - to 
Adequately . 

Minimize risks, 
jte'nd protect in-
eSdividuals," ; 
^ e w : York-

,'^eaith . - Com-: 

jnMssioner^Ba'r<. 
' ^ara ,''Ar:r''>ipe- -
• ^u ,on6 ...-:; ̂ .,said :-
^tt'er.astatefink-' 
fyestigation.- • 

1 J" Baum's. c.bmi rt 

pnittee.' contin-^ 
• l i e s i t s w o r k ^ i r 
"•g'-He" waht&jto"-. 
pdo better, •'•buf-ii 

-'•ijwith'. only -brief 
^ssi^ant^>fw03| 
Jtsecretaries,.: a"., 
Sl00,006-rbud4? 

'very busy".' prqfessionalsxwho 
jfreceive.noitpay' fqy.;tfleir service's . 
Shf-fthe . admits the "committee has -r 
Simitatiphs. : . ; : , ; ' . - ' ' -

' M " T o do what we should do, go.3 
Iflout every so often and say.to^the J 

• ̂ searcher, ?tf$' m^lookjaf' your ^ 

said. "This is hot work that is per-
ceiyed as making .'a' contribution 
jtoresearch" ^ ' . . ; •-' \ . 

|« Baum's plaint is; heard"Joften 
Ijamqng niedical researchers") * >m 
k -"These commiiftees '̂are ''bvei> 
l|whelm'ed.by,.the..w.ork_.they; have > 

[BQ .dd-f'fsaid Princetori7uriivereity;' 
^President c HarbldQt/ <Shapiro,'-
^dhairrnan'of a hew;federal com, 

'•- Jynission created tb^study hbw.peo-
. iple are'protecteduri,medical;re- • 
. Jteearch.''The-1 National -Bioethics 

ijjAdvisory * Gjqmmission ^was^apV" 
''pointed last 'summer. after';'disclo-
isures "of Coid^War.-e^a -ra'diatioh • 
'experiments on unwitting 'Ameri­
cans. >,::•'. 

ivw^^-v..'; •"" • 

STp .do what we should do, 
fgOLÔ it. every so often and 
^ say, to the researcher, 
^Let ine look at your 
records, your consent 
f̂pmisi are you informing 

Sthe^ents?' - I'd like to 
•do that, but we don't have 
Iffitim^pfthe staffing. 
|n^^;npt work that is 
^rfiiVed as making a 
cpntiibution to research.' 

The size of the workload als' 
:roubled the General Accountin 
Dffice, the investigative arm o 
Congress. .It reported last Marci 
hat "in some cases the shee: 
lumber of studies necessitate 
hat IRBs spend only one or twi 

minutes of review per study." 
The lack of aggressive over 

sight "may permit human subjec 
protection violations to go unde 
tected," the GAO said. 

Shapiro said that very -issu' 
was at the top of his agenda. 

"My major concern is that [thi 
ethics committees] do not alway 
understand the weight of the re 
sponsibility on their shoulders; 
he said. 

When it all began in earnest -
in the aftermath of the notoriou: 
experiment in Tuskegee, Ala., ii 
which the federal Public Healtl 
Service withheld treatment am 
diagnosis from 412 black met 
with syphilis — "institutional re 
view boards," or IRBs, wen 
widely regarded as an ingeniou: 
innovation. 
. It was "the best protection" foi 
people used in research, a na 
tional commission was convincec 
in 1978. 

IRBs were supposed to wres 
the monopoly on decision-makinj 
from the scientific establishment 
placing it in the hands of a group 
that could balance the best inter 
ests of medicine, human being; 
and the community. 

There would be at least five 
members, including a nonscient 
ist. One member was not to be af­
filiated with the research institu 
tion. They were supposed tc 
represent the racial and cultura 
spectrum of American society. 

Paul W. Goebel Jr., head of the 
. FDA's Humar 

Subject Protec 
tion Team, re­
gards the com 
mittees a: 
nothing les: 
than the "cor­
nerstone of the 
whole process' 
for making; 
sure what hap 
pened at Tus­
kegee nevei 
happens again. 

Evidence 
shows the cor­
nerstone i : 
cracking, ai 
least partly due 
to the burden 
of an explosive 
growth in med­

ical research. 

"DR'jbHNJBAUM, •'. 
icHaliman'of.the University of Rochester's 
- ResearcH Subjects Review Board 
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"We are one of the least con-
ifrontational compliance opera-; 
tions within FDA," said Goebel, 

' head of the FDA's Human Subject. 
.'Protection. Team. "We spend 
•most of our time writing letters. " 
; B u t if we need it, we have the 
authority to disqualify them."1 

/ rvlt is, for the FDA, the ultimate 
"sanction: Seriously deficient 
ethics committees can be prohib-,; 
•ited from approving any more re­
search. * ' i 

'The FDA has put ethics com-
•.jmittees put of business only once 
Jcbi-twice.-,: - .:• • •: '„.,•• - •,-

Of course, by the time the FDA 
figured .out what was going on, 

'ith'e'Ethical Board of Review Inc., 
- had already stopped meeting:': 
" ' C t • : ' : - ('-••'"£ ' >,i: 
•.'•'iLast year; in "Austin, Texas, 
•FpA investigator Maira Brading" 

* found the.'; privately. . operated 
committee, ' among -a';^growing 
number of ethics panels for hire, 

-I •.had not met for 13 months. 

:|^&But<drug-companies and re-, 
^searchers were still getting corre-
TiSpohdence from the Ethical 

ri||Board of Review Inc.-. showing it 
^continued :t'o. oversee ' their. re-
'fisearch. . 
i|%Jwo years 'earlier;the FDA had 
-.cited the Ethical Board of Review 
. Inc.. for allowing : medical re-

search that had not beert<re-
jyiewed by a physician. 

the / last'Tsix 
years, .. from 

msm^m -̂ "6,000 to 18,500. 
jobpdy.knows for sure how many 
"thics^cbinmittees there Tare, 
hbugii:'the .-number is estimated 
obe:<000 to 6,000. > ' 
. •^•^rV:-!. • . •- -' 
IThey^bperate at universities, 
iospifals,,private research firms. 
'HeJArniy •. has them. NASA has 
fiemf^lie* National Institutesjof 
lealttf Bas'f4;6f them. 

^mm^mn • - . • • 
.;.There,;are even corporate ethics 
bmmittees^for-hire. . 
None must register or be ac-

redited^ by .the" government. 
iAnd'wlien';<the FDA does .cbn-
•j^l^an- inspection — there have 
een'fewe'r than 1,000 this decade 
-'firecbrds / are frequently in a 
hamble's'.;; ": . • 
'.y.'-fi^.'.^} ^"JJ • • i • ! • ' 

*Eprtyvf percent of the ethics 
ommittees;;could not produce 
waence'.th'ejflhad met, held dis-
ussipns'a'n'diVbteid. Research had 
een'̂ apprbye'd by committees 
fi^mad^pt'eyen kept accurate 
sts.of their members. •'•!>!£'•.,• 
^^0^188 ^committees, the FDA 
iscbyeVed *inbre serious shbrt-
oiiiings--"Consent forms, -injury 
epbrtsji.and ̂ research. proposals 
rere^missing v from their, files. 
!here?'was.;!'rio' convincing proof 
ia0the^'-j'c'b'mmittees had ful-
illeid^their."?1; safety-monitoring 
nssion. :,' r- - s - • • • 
SArthurfHorbwitz, a consultant 
^htfihelpsvd^ug companies/pre .r---^ -., • 
m f a f f i i A audits, recognize: , G a i 1 Fmdlay, the majority 
iKe1jrbbl^iii.'!Alltoofrequeritly,f ;^ner, agreed to shut down:the 
i^d^Tl '-veseen the wrong i n l - busmess.-last April. In a "consent 
rS^ba. cbn'sent document in th« -agreement" with the FDA, sheac-
m i £ o f the IRB - or the wrong ftopw^dgecT falsely representing 
ifmtfWe.consent form in th£ 1 the Ethical Board of Review Inc. 
iSSds 'bfkhe patient. It's not the. as a proper y constituted and cur-
» / v e r s i o n submitted to th. ̂  rently.functioning IRB." 

pharmaceutical companies "as 
sume the IRBs know what they'n 
iping.'.This is sadly not always thi 

jSNof that-ethics committees an 
it^much' risk;of punishment. Foi 
'mlures'the'FDA identified at th. 
LJhiversjtyipf/ Rochester, neithei 
:he ethics committee nor the -in1 

ititutibn'faced penalties. They go 
liwammg letter, the FDA's stan;. 
iard'practi'ce; and, from the fed: 

iraL.piffice'lfor Protection. fron 
Research iRiisks, a list of recom-
nehdedimprbvements. ; , 

•/'By 'signirig, she also agreed 
with,the FDA's criticism of.the 
cbmmittee's' "failure to ade­
quately jprotect the. rights and 
welfare of human subjects, in­
volved in research." 

" "Not that any of them knew any­
thing about the IRB that failed to 
protect their rights and welfare. 
. The FDA doesn't tell. 

Findlay did not respond to a 
message seeking comment. 
• '' Paul J. Godley,. Ethical Board 
of. Review Inc.'s chairman and 
minority owner, ' said he disa­
greed with the FpA's finding. 

'Godley, a hospital executive in 

.. w o-. cc-;i:. • , 

•mm 
':-.. 

. TERRY WILLIAM HARRIS /.PLAIN DEALER 

.'.Temple, Texas, said the commit- . Ygp^ertmentTcan't j^en-fi id^je^ 
tee was a serious operation that v e^^vc6miiuttee' ;tb' jtelt'itfsi*a 

.'had proper "concern for:patients •• .•.'rufgs jo follow'.] ',--'?t.-.- A'jfr'j 
and subjects" while in business,. ^ ^ f a . r e c b h t ^ ^ A ^ ^ s o r e 
-and that the committee • got. . in^^^f^'hce^fdfe'hra 
. trouble after his partner, a doctor. • n j b ^ h ^ « ^ ^ m ^ i , i « ^ l - l 
named Steven Findlay, died 
cancer in 1992. • 

Even if a committee is diligent 
land halts a medical .experiment 
on sound ethical grounds,' the 

; study can be resurrected else­
where. If a drug company or re 

' searcher doesn't like what ^ne 
ethics committee says about 

: clinical trial, it can simply find 
another committee. 

the. 
as 

vatb^Cdhsuto 
thir&bf.the "audiencfe^nbw/abbu 
-a; change: m'/the^ regulationst ^ 
even though the government ha 

;-_ ^ ^ n f i ^ r l M ^ W p f E e i f e ^ 

sity • '.Heights-Beared. Jdirec'tbr>;:c 
the.;:Officejfpr|fhe^r^ 

•. R e s e a r c ^ R ^ ^ ^ t ^ j ^ ^ H ^ 
• -•.He •explainedf.The, goyerrimei 
'dbesn'tknbwfwhere'tofind them:' 

•Some argue'the current systeii 
'.is 'badly in'^need'ipf ̂ repair.': Ja| 

^ : sent :tiiat- ;tb;e^^:IRB;m 
t f y ; tibri,". sai'd^Ga'ryjEilis, the Univer 

: -It is a practice known i n ' " ' " ' " T T ' ' " ' " ' '" ' '•"' ""5 

•pharmaceutical industry 
"IRB-shopping." f 

When the ethics committee at 
Bowman Gray School of Medicine 
in Winston-Salem, N.'C, stopped a'-' 
human test of experimental uri-'v „ . „ ,- , „ , - - , .- . 
nary catheters a few years ago^K*?. A?,Yale,Hm^eraitytProfes 

• because it found significant risk; M r ' ^.P ^ ^ P ^ J i f P ^ v ? ? ™ 
•the. sponsoring drug company l ^ r ^ s k e g e e ^ s a y s M e c h p n 
withdrew its big.- research • g r a n t M ^ ^ t - - ^ ^ ^ 9 ^ ' ' 

. said Robert J, Sherefz?the physi- ^ 1 ^ ^ ^ ? * f e ^ ^ f t / ? o ! e l y # p : | ^ 
cian who planned to conduct-the ' ^ ^ t e - ' ^ W ^ ^ ^ 
study : v i • •!'';:-IRBs^im regulations that.'arepp 

, I I T r ' . • •',; :,-'• '.•'-• roustinUmvite.abu'se." -,i;'i?fe?^ 
"Wishing to. press on." the com- /;:>rEm^has;:poignant.i.biack-aB(i 

pany said in its letter of cancella-'; ^hiteiplibtbs^f thb f uske^vic 
tion, we are forced to invite par- :: -tims he^hows 'to scibntist^as^i 
ticipation from 
investigator." -' 

The medical.school stuck to its 
guns, Sheretz said. ; ,' ' 

So did. the dnig ^company, 
which took its experiment else­
where. 

another ^jreB^aerof'iheicost of misstep 
e -mourwork-ff, hope ou'r-succes 
. sors, will'^neyerTbe;' able'to. shoy 
" /slides like'tfl̂ elagain'.! ;̂'->.V1^ '̂•r•••••, 

' ; -Tucked^awayin /tlie .-feden 
.budget teach|;year, 65 years yafte: 
thetfirsfl blopd samples we're col 

„ , . , T „ , elected from farm hands in the cof 
Ezekiel J. Emanuel a^re- ^ tonfieids'of Alabama; i s ^ h d i i i l 

searcher at the Dana-Farber Can- ^tbstamenf - , ; t a ; V ^ f i i 
corisequence's'of unfettered irie'd 
ical research: $2.8.rnillibn in-pay 
ments' to (23 f- wives,! '18, childrei 
and the 12 men who survived.'^'i 

. "These'are/real people^ur.fel 
low. -citizens," .-Ellis isaid.̂ !,r''Thi 
government can never really, re 

cer Institute in Boston, considers 
the system "just too haphazard." 
When he sought approval for the 
same experiment at 40 different 
sites, he got almost 40 different 
answers. Some committees ap­
proved; others rejected. 

The system is so haphazard the •"paythatdebt'V 
" J .v. ; I . ' • * J | . . -
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r . Sometimes •;the4Fobd*and Drug 
fedmiriistratiorifhas^avhard' time 
itfinding;an(ethics'committee,.even 
jwithj.an'>-addfess'jsuppiied a 
j ^ m g c p i r i p a ^ ^ | l ^ ^ : ^ / . : i ; y ••. 

FprriS'mqnths^F^ 
jftors • crisscrossed ^'the'';; country 
{looking for- Medical ' .Research 
SConsultantsInc:;v|:^: ;^?^,;.j;^ 
S A .jsni'all/ •fpr'-hire!'~pperatibri;: it! 
Iwas .overseeing .:23^experiments 
Sfor a variety' of; ciierits^frqm^a''' 
iiismall dental grou'p'ih'Maryland to' 
iga big drug . company on the' West 
!jC6ast. ' ; : / , ; ; ';;,';'•;;: ./.Iv/j-',j...'."••' 
j In December 1993, an inspector 
'visited 6 Winding Greek- Lane, 
JChapel. Hill , N;C., the ! address 
|that appeared on a pharmaceuti-

• ='• i: * 

, JPISSMw^ 
" p n l f n m n Q n T j ' o ' . "Monr . Fir- , i r r ' . A n r i l i - v ' . - ' . ' r T K o onrrfTQc<-ir ,n- T»W7 Q o n T l i a r r / ^ ' -T-

Ccmsultants'Inc: , ; -:;•• ' ' .. was 'still in North Carolina.'So an-
• 'An'inspector .tried. 68 Spyglass other'FDA inspector went to 2605 

Circle,' Grotbn, Conn., ..where the New Hope Rd. in Chapel Hil l .* 
company's president, David Edel-' VAnother private home. The res-

/.man,;oncelived.. . v . : - .-ident-Jsaid Karen Bley, an associ-' 
Noluck'there. .;:^,-,-c:;.; , ,. ; ate, director; of--Planned Parent1 

.. ! Next stbp::

:Aftown.;house:.at: 26v';ho6d,:usedtoliyethere;; 1 

Bedford ' Ave,, ;Madison, N.J.; '•;•;; That; solved'ione Jpuz 
where Edelrha'h'lived.: 

i'.-". AnotHert'.dead." end. /Residents 
said he was in.California. ,; . 

What was a regulatory: agency. 
to do? It turned to another phar- : 

maceutical manufacturer for 
help. \ 

;.puzzle:. Bley. 
was / indeed;' the; ethics commit­
tee's chairwoman , and ,had .been 
running/its meetings at restau­
rants such as-Sal̂ s, a casual Ital­
ian place with a mural; of the 
Leaning Towen of Pisa on the 
wall. '•'' 

\ : i ;Neiarly:/a -yea'r:-afte'r-'itVfirially' •vphysically.VAyhere^tKeyf.IRB-visi''^ 
: found-Medicar Research: Consul- ,• Edelman« saidf' l t ̂ wasn't difficult: 
; tants Irici^inrMay^l^tS^the.FDA-v said, with fax 
; seht'Edelman 'a\varriirigietterv.-:.;i machines -̂pagers and telephones. 

"We have no;assurance/ thafV;.'.'^"Th'ere.'snever beeh-'a-problem 
i your, procedures1 are "adequately. ! in' thb" chairperson reaching me; • 

,... The FDA cited "the problems ' would, it take ; more than 10 
! inherent in an/organization hav--̂  .months, for thefn to-write us? I f 
ing its IRB [Institutional Review, ' they thought we should be shut 
Board] • administrator/secretary 'down, why wouldn't they do that 
in California and its IRB mem-;. right away?" 

PHOTOCOPY 
PRESERVATiON 
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FAILURES ON THE^RONT LINE ' f , 
; rs^Wheniitcomesitpjprotectingipeople;^ local « „ 

ethics commjtteess are the front line The committees are supposed -
* ' to make reseafchVs minimize hazards.'describe risks, offer, a 

j "alternative treatments, obtain written consent and let.test.subjectssr^ :. 
r " "know they are"volunteering"for an expenment ' 1 

^ ^ Most common violations in 942, * * % 
5 ' r inspections of ethics committees K * > 

> $ 40% 
Poor br'missmg voting records and other evidence of discussion j-^S&sfeU 

r lncomplete or nonexistent list of. committee members 

' 2 4 % I 

• No evidence of continued safety, momtonng 

I n 

It,"1 n 

1 # r _ " P 

procedures are experimental 

- I * ft 

Patients not^old if there is ~ ^ 
compensationfonnjury ^ 

fe*:'''1 

C U ? ' -
'Km': 

Pattentrhot offered proven " ^ ^ v -
alternative treatments s 

'•No written r mtten procedures for deciding^y j „ ' i ' 
her to approvejexpenments "f^ 'v f s 

W F Iff 

sRatients not'-mformediof 

E S S V L r f i ? " 1 ? * * ** i ' ' Review Boards a h e ' r V v * 1 " jikely bene its -i ^ ^ J . ^ 0(5obef5i99o/\ 
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Pc3:yments t:o Make Amends 
- . For Secret Tests of Radi�tiort

A\ 
By PHILI?.' ,L HILTS . . . . n \ - -She said Government offlc1als

The · Federal G��emment has should rriake a commitment _·"that 
_ agreec! to pay $4.8 m1Jhon as com�en- never again will the Government of 
�ation fpr injecting 12 peopl� wl�. the . United States perform tests ,?n 
radioactive·ptutomum or uranium m. our citizens and do so in secrecy. 

, secret cold war experiments. 
R What the. Government n�ed� .• she . suming, since government records in 

, - Energy _Secretary Hazel · · said, "is a high level of humility �nd most cases do not list the names or -- O'Leary, who �nounced the_ se�tl� · a "moral compass as we go about · addresses -of.the subjects -of the ex� ment yesterday m M�attan, said it our daily business." . · 
eriments. · · 

·.was part of a contmumg effort. t� Secretary_ O'Leary began the ex- P Instead the National Archives has
·make amends for the many unethl• tensive inquiry mto the ra1.hal1on ex• 1 d 11· h h d · d f h d · · -

- d. b G - h p ace a t e un re s o t ousan scal experiments came out Y ov- periments after reports. about t em f ernment doctors, scientists and mill• were made public in a Congressional 0

P 
pa_g

d
es 

t
�f records

tt

produ
f
c
l
ed by the

tary officials from 1944 to 197-4. . hearing 1992 and later. in artic_les in _res1 _en s com�m ee m - i es acces-
Before the end: of the year, Pres1- . The Albuquerque Tribune. · sible to the pubh,c. . 

dent -clint�n will announce further The experiments fn q\Jestio[i yes- Secret!lry O Leary said she 

action to compensate _the subjects or terday were only a few among tho�• l�arn':° of the experiments for the 
their survivors .and to make sure · sands of different kinds of · expen- f1�st time three years-ago and de�er­
such expen.ments are. not repeated, ·mrmts that were part of a long cam- mm�<i'to open up Government files_ 
Secretary O'Leary said in a_ tele- paign to •find out. how, the · use of to fmd out what �appened. The de- .
phone interview. atomic weapons might affect sol• partment was quickly flooded with 

Yesterday's announcement fol- diers and civilians in·a nuclear war:, 34,000 calls asking about the experi• 
lowed 18 months of investigation and . The President's committee found ments. 
hearings by.the President's Advisory more than 4,000 experiments -were She said that with1three years of 
•Committee on _Human Radiation Ex; conducted on as many as 20,000 indi-.. effort· and its attendin� publicity: "1 
periments, · which concluded last 

1 • viduals. , · . can't believe_ there are many people ·
. year that 1pany of the Govemrµent- E. Cooper Brown, a lawyer who is who have not been contacted. Our 

sponsored radiation · experiments a leader of the Task_ Force on Hu�an effort now is to focus. on the people 
were unethical and that participants Radiation Experiments m Washmg- · who come to the table with claims, 
or their survivors should be compen- -ton, a coalition of families ·of the . while still being alert.to the possibili-

. sated. subjects a.l,!tl -�dvocates seeking re- ty that some families may come for-
The financial settlement an- _dress for the experiments, said: "A ward later." 

nounced yesterday ·will end_ several lot of credit is due to Secretary She. said it would be necessary for 
court cases in','.olving injections of O'Leary and the Clinton Administra- subjects to come forward with 
radioactive material into 12 people in. tion for being responsible and carry- claims.· · ' 
experiments in Rochester, N.Y., and ing through on th_es!! issue in a way · Additional information on some 
elsewhere from 1945 to 1947. Most of that the government has never done experiments ha_s come �o light since 
the people were being treated for before. A lot has been accorp- the President's· committee reviewed 
existing illnesses at hospitals when plished." . the experiments, particularly on ex-.- 'A. . they · were _ asked to participate in But he added, "Having said that, periments in which radioactive rods 
research, which Federal officials, we still want to make sure that. all of were inserted in the noses of people � .now admit had nothing, to do with the other victi_ms are not forgotten." to �amage and shrink adenoids ex- .,.-
the1� disorders. , • The . experu�ents _ranged from , perimeritally for purposes like ere- =

-

Lawyers for families in ·tlu:, 12 marching S?ld1ers _ through nucl�ar venting infection. . , •� cases settled_ yesterday _said that all explosion sites, without mformmg Dr. Stewart Farber director of the . ·
_ 
· 'l,:;"\ � 

the subjects sµ�fered some ill.effect, th�m . of possible risks, to �irec_tly Radium Experiments Assessment (...;, _ Ci) 
mcludu;ig cance'. and• immune dis- · m1ectmg -people . with. _ rad1oac_t1ve Project in Boston, a nonprofit re-. y CO 
orders.- that _n:i1ght have resulted _,, substances, agam without their search group looking into the experi- � � from the experiments, though there knowledge, · ments estimates that about 7,500 � Ci) was _no m�dical proof. Government �e case_s of �hose inJe?ted direct- military men. and more than 200 ci- � :::,.' off1c1als said they could not be sure Jy with radioactive plutonium or ura-. vilian children were given high doses 

.. �
;

_ ';': · o
that any of the illnesses were t:aused nium were counted liS among the of _radium in the initial experiments 

most egregious by the President's in the 1940's and 1950's.' More may - _ . Z.
Coniinued on Page A20, C�lumn 1 Committee. Government ? records have been· put in experiments later. .a 

show that 18 people were subjects of Among the other experiments in 
Continued From Page Al those experiments. which claims may be made,' were • 

Before yesterday's setqement, the . ones in which patients hospitalized at h� 
. by the experiments. Of the ·12, the 

Federal Government had reached the University or Cincinnati and � .
agreement with_ the family of only - three othe· r . universities·--;ere ex- � only orie still alive is Mary Jean h b I f bo C ll 7 f . one . ot er su Ject, a _so or a ut . posed to radiation over their entire *· ·,. _ onne ' 4, o Avon, N.Y. Mrs. Con- $400 000 Of the fam1hes of the re w, 

nell and the famil_ies_ of the 11 others . '·. · . . - . · bodies, mainly to see the effects of �
will each· receive an average of 

mammg_ five subJects, . fou� are stl11 
the radiation rather than treat ttie ,.... 

.$400,000, with _the money to ,be dis-
negot1aung With Government Jaw- illnesses. one at Vanderbilt ·univer- � 

tributed by agreement among the-
yers. Thefamily of the fifth has yet sity in ,;hich 820 pregnant women (...;, 

family members. -
to be located, S/Ud Dr. St�ven _ Galson, were given small doses of radioac-

Mrs. Connell· said yesterday: .. i 
�he Energy Departm�nt s chief med- tive iron ; and the case of the miners 

. ical officer. . . 
· 

. · - who dug out the uranium foi: the
�!�i�:��-?.erful _about this. _I feel very �umerous claims from other _ex-. military who were never told of the

She was 23 at . the time of the . penments h�ve also . �en filed hazard and never given protectiveagainst agencies and.officials, of �he gear. · · experiment, and went · into the hospi• . <?overnment and the pnvate mstitu- Dr. Ruth Faden, the chairwoman. ta! at the University of Rochester for uons where the experiments were of the President's committee, said of· problems with her .metabolism. She ca_ rrted._out, other de_pa_rtmen_t o_ ff1- yesterday's settlement_s,- "I hope.this was asked whether she wanted to J d Th t t c1� s sai . ey are· m nego 1a ions represents _ a beginning, and that participate in an experiment. She and some may produce settleme1_1ts many more steps wjll be taken by the _ 
said that she declined, put was inject: soon: . _ . . Government, both . to compensateed with radioactive uranium without ; O�e proposed �etUement w!th the subjects and make sure these abusesher knowledge. subJects of radiation expenme�ts don't occur again.'.' Now, she said: "I just want to get earned out at the Umvers1ty of Cm­
it all over with, so I qm forget it. 1 cinnati would give subjects or thei_r 
hate to keep going over and over it, families $50,000 to $70,000 each. 
reliving it day after day." · · 

. ·Ray .Heslin, a lawyer involved in 
Secretary O'Leary, in.a meeting of -- the settlement announced yesterday, 

the American Public Health Associa- · said that he was· pleased _that the 
lion yesterday in ·Manhattan, said, fa_milies could. be _compensated, but 
"This settlement in no way fully said that the Government "still re­

__ compensates families for what they fuses· to release n·ames of ·other vie• 
have suffered and for what they tims of the experiments, or to notify 
haven't known · about their suffer- their families," adding, ''.That is out-
ing:�·. rageous." · . _ 

One 'issue is that the Government
has so far decided not tci mount a 
·campaign to get the names of all 
those· in the experiments and to no-

. tify them'that they were subjects of 
· radiation . experiments. The - effort 
would be expensive and time-con�. 
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ON DISASTER PLANS 
7 U.S Carriers to Provide Lists 

of Those in Crashes Abroad 

Al — — 
l \ \ By BARRY MEIER 

The State Department and seven 
major United States airlines have 
reached an agreement intended to 
provide for the speedier notification 
of victims' families in the event of 
air disasters abroad. 

The agreement, a memorandum of 
understanding signed on Monday, 
finally puts into effect a provision of 
a 1990 Federal law that called on the 
nation's airlines to provide the State 
Department a list of passenger 
names within three hours of such a 

. crash. 
Under the agreement, the State 

Department and industry officials 
are to share other information as 
well in the aftermath of a crash and 
to take part in joint crisis manage­
ment training. 

The long-delayed accord follows 
pressure from groups representing 
crash victims' families, which have . 
often waited many hours, and some-' 
times days, to leam the fate of those 
aboard doomed jetliners. 

"This will finally expedite the 
sharing of manifest information," 
said Hans Ephraimson-Abt, chair­
man of a group that represents fam­
ilies of the 61 American citizens who 
were among 269 people killed when 
Korean Air Lines Flight 007 was shot 
down by a Soviet fighter plane 13 
years ago after the airliner had 
strayed closed to a Soviet military 
installation. 

The agreement is only a first step 
— and, if a newly proposed Federal 

Continued on Page A22, Column 1 

Continued From Page Al 

rule is adopted, should prove a rela­
tively modest one — in a continuing 
Government effort to provide speedi­
er information to the families of 
crash victims. 

Where the memorandum of un­
derstanding signed on Monday re­
quires the carrier to provide Fed­
eral officials only an unverified pas­
senger list bearing each traveler's 
name, the new rule, proposed by the 
Department of Transportation, 
would require the carrier to provide 

those officials not only a "complete 
and accurate compilation" of each 
traveler's, name but also the pass­
port number and the name of a rela­
tive to contact. This information 
would have to be provided within an 
hour after the accident or, if that 
was not technically feasible, within 
three hours. 

James Casey, deputy general 
counsel of the Air Transport Associa­
tion of America, a trade group, said 
that the organization had voiced 
some criticism of the proposed' 
Transportation Department rule but 
was generally supportive of it. 

"We filed comments within the 
past two weeks that we would com­
ply with the rule," said Mr! Casey. 

As for the agreement reached on 
Monday, the * carriers that have 
signed it so far are American Air­
lines, Continental Airlines, Delta Air 
Lines, Northwest Airlines, United 
Airlines, Trans World Airlines and 
USAir. Mr. Casey, the trade group 
official, said foreign carriers could 
also sign the agreement should they 
choose. 

The accord was struck only four 
months after Trans World Airlines 
had come under particularly heavy 

criticism from Mayor Rudolph W. 
Guiliani of New York and others for 
having taken up to 12 hours to verify 
passenger identities and notify vicr 
tims' families in the aftermath of the 
crash of Flight 800 off Long Island. 

Phyllis Young, a spokeswoman for 
the State Department, said it was not 
immediately clear how the agree­
ment would have affected the notifi-

. cation of vicitims' faniilies after that 
crash had the accord then been in 
effect. While that was an internation­
al flight, the plane went down in 
domestic waters, and the State De­
partment handles only those acci-

dents involving American travelers 
aboard. 

The notification of victims' fam­
ilies in domestic airline accidents is 
proceeding on a separate track. Un­
der a law recently passed by Con­
gress, the National Transportation 
Safety Board was given prime re­
sponsibility for coordinating a sys­
tem to speed up those notifications. 

In the wake of the bombing of 
T.W.A. Flight 103 over Lockerbie, 
Scotland, Congress passed the Avia­
tion Security Improvement Act of 
1990 requiring United States carri­
ers to provide the State Department 
complete passenger lists on interna­
tional flights that crashed outside the 
country. The law also required air­
lines to match up every bag on an 
international flight with a passenger 
before a plane could take off. 

But while the bag match require­
ment went into effect, the passenger 
list mandate did not, in part because 
of opposition by airlines. 

Momentum to get the process 
started again began in March not 
long after a hearing to address the 
notification issue at the Transporta­
tion Department. Mr. Ephraimson-
Abt said he and M. Victoria Cum-
mock, who lost her husband in the 

. Flight 103 disaster, met with Trans­
portation Secretary Federico F. 
Pena. Meetings were also held with 
State Department and industry offi­
cials, but Mr. Ephhraimson-Abt, for 
one, credited Mr. Pena with pushing 
the parties forward. 

^ 0 \ 

© 

Kl. 
CQ 

> 
o 
Z 

)5 
o 

U Q 
CO 
Kl 
Z 
Q 
K! 



THE WHITE HOUSE 

Office of the Press Secretary 

For Immediate Release October 3, 1995 

REMARKS BY THE PRESIDENT 
IN ACCEPTANCE OF HUMAN RADIATION FINAL REPORT 

Old Executive Office Building 

11:07 P.M. EDT 

THE PRESIDENT: Let me begin with a simple thank you to 
everyone who participated in this extraordinary project and to 
everyone who supported them. 

I am especially glad to see here today Senator Glenn, 
who's been so active in working on medical ethics issue. Congressman 
Markey, who's worked on this issue for a very long time. Congressman 
Frost, Secretary Shalala, Deputy Secretary of Veterans Affairs 
Herschel Gober, and of course, the Attorney General who basically 
t r i e s to get us a l l to do the right thing a l l the time. (Laughter.) 

I want to thank Secretary O'Leary for her extraordinary 
devotion to this cause. And you heard in her remarks basically the 
way that she views this. I t ' s a part of her ongoing commitment to 
finish the end of the Cold War. And perhaps no Energy Secretary has 
ever done as much as she has to be an advocate, whether i t i s for 
continued reforms within the Energy Department or her outspoken 
endorsement of the strongest possible commitment on the part of the 
United States to a Comprehensive Test Ban Treaty, which I believe we 
w i l l achieve next year in no small measure thanks to the support of 
the Secretary of Energy. ,1$ _ 

And, of course, I want to thank Dr. Ruth Faden for her e \? 
extraordinary commitment of about a year and a half of her l i f e to 
this unusual but important task. 

And a l l of you who served on the committee — I remember 
the f i r s t time we put this committee together. I looked — I said, 
that's a pretty distinguished outfit. I wish I could give them five 
or six jobs to do. (Laughter.) I ' l l expect you back next Monday and 
then we'll — (laughter). I do thank you so much for the work you 
have done. 

Let me t e l l you that, just as this i s an important part 
of the efforts that Secretary O'Leary outlined, I saw this committee 
as an indispensable part of our effort to restore the confidence of 
the American people in the integrity of their government. A l l of 
these p o l i t i c a l reform issues to me are integrated. When I became 
the President, I realized we had great new economic challenges, we 



had profound social problems, that a lot of these things had to be 
done by an energized American citizenry, but that our national 
government had a role to play in moving our country through this 
period of transition. And in order to do i t , we needed to increase 
the capacity of the government to do i t through p o l i t i c a l reform, but 
we also needed, as much as anything else, to increase the confidence 
of the American people that, at the very least, they could trust the 
United States government to t e l l the truth and to do the right 
things. 

So you have to understand that, for me, one reason this 
i s so important i s that I s e e i t as part of our ongo3jig_ft£fQrt to 
give^th4a government_bacR_to_the AmericarTpeople Senator Glenn's 
long effort to get Congress to apply to^itself~the same laws i t 
i poses on the private sector; the restrictions that I imposed-on 
members of my administration in high positioiis~~for lubbylngfor 
fgEjigTi__govgrfimem:s; and wli<gir~Qie~Tobby b i l l faired irr the~Congress, 
f^ust~Imposed i t Dy executive order on members of the Executive 
Branch. A l l these efforts at p o l i t i c a l reform, i t seems to me, are 
important. 

But none of these efforts can succeed unless people 
believe that they can rely on their government to t e l l them the truth 
and to do the rigtit thing. Jfe have declassified thousands of 
government docmngnt-fa^ f i l e s from second Woria~~war, tHg Cold War, 
Pfesident Kennedy's assassination. These actions are not only 
consistent with our national security, they are essential to advance 
our values. 

So, to me, that's what this is_.all about. And to a l l 
those who represent the families who have been involved in these 
incidents, l e t me say to you, I hope you feel that your government 
has kept i t s commitment to the American people to t e l l the truth and 
to do the right thing. 

We discovered soon after I entered office that with the 
specter of an atomic war looming like Armageddon far nearetr than i t 
does today, the United States government actually did carry out on 
our citizens experiments involving radiation. That's when I ordered 
the creation of this committee. Dr. Faden and the others did a 
superb job. They enlisted many of our nation's most significant and 
important medical and s c i e n t i f i c ethicists. JThey had to determine 
f i r s t whether experiments conducted or sponsored by our ̂ government 

foiat time and of^our ^time.—-And thon-they had Lu Sge~~tg i t that our 
research today lI^es~up~'tu-nothing less than our highest values and 
our most deeply-held beliefs. 

From the beginning, i t was obvious to me that this 
energetic committee was prepared to do i t s part. We declassified 
thousands of pages of documents. We gave committee members the keys 
to the government's doors, f i l e cabinets and safes. For the last 
year and a half, the only thing that stood between them and the truth 
were a l l the late nights and hard work they had to put in. 



This report I received today i s a monumental document — 
(laughter) — in more ways than one. But i t i s a very, very 
important piece of Americas history, and i t w i l l shape America's 
future in ways that w i l l make us a more honorable, more successful 
and more ethical country. 

What this committee learned I would like to review today 
with a l i t t l e more detail than Dr. Faden said, because I think i t 
must be engraved on our_jiational memory. Thousands of 
governmerfE-sponsored experiments "dliTlEake place at hospitals, 
universities and military bases around our nation. The goal was to 
understand the effects of radiation exposure on the human body. 

While most of the tests were ethical by any standards, 
_ .uTiafchiGgl, vnot_onl^__fey today 's_sfcandards, but by the 

standards of the time in which they were conducted. They failed both 
€He test of our national values and the test of humanity. 

In one experience, scientists — experiment — 
scientists injectedplutonium into I8_eatients without their 
knowledge. in anotnerT~doctors exposed indigent cancer patients to 
excessive doses of radiation, a Br'eafeHtettt—ffom which i t i s virtually 
impossible that they could ever benefit. 

The report also demonstrates that these and other 
experiments were carried out on precisely thgse_citizens who count 
nibst on "the government^ for ̂jAs. Ji^lp -^~^e*de^itute and"~the-gravely 
i l l . But thedispossessed werenotaioneT MemBers~of the jpailitary 

precisely those on whom we and our government count most they 
were also test subj ect ŝ . 

Informed consent means your doctor t e l l s you the risk of 
the treatment you are about to undergo. In too many cases, informed 
consent was withheld. Americans were kept in the dark about the 
effects of what was being done to them. The deception extended 
beyond the test subjects themselves to encompass their families and 
the American people as a whole, for these experiments were kept 
secret. And they_ were shrouded not—for a oompolliru-f r^fjQn^nf^ 
nakifinalsecurrEy", but for the~~simple fear of embarrassment, and that 
was wrong. 

Those who led the government when these decisions were 
made are no longer here to take responsibility for what they did. 
They are not here to apologize to the survivors, the family members 
or the communities who's lives were darkened by the shadow of the 
atom and these choices. 

So today, on behalf of another generation of American 
leaders and another generation of American citizens, the United 
States of America offers a sincere apology to those of our citizens X 
Vho were subjected to these experiments, to their families, and to 
their communities. 



When the government does wrong, we have a moral 
responsibility to admit i t . The duty we owe to one another to t e l l 
the truth and to protect our fellow citizens from excesses like these 
i s one we can never walk away from. Our government failed in that 
duty, and i t offers an apology to the survivors and their families 
and to a l l the American people who must — who must be able to rely 
upon the Untied States to keep i t s word, to t e l l the truth, and to do 
the right thing. 

We know there are moments when words alone are not 
enough. That's why I am instructing my Cabinet to use and build on 
these recommendations,rto^devise piumpLiy a system"of r e l i e f , 
including compensation, that meets the standards of justice and 
conscience. 

wVion 1 Tĵ r̂  -Pr>T-f ye w i l l work with Congress to serye-the 
best_jieeds_of^^ose^ho_jjBrfe^armed. Make no mistake, as the 
6ommittee~report sayiT~there^re_circumstances^where compensation i s 
appropriate,, as a matter of ethics and^grlncLUXLel _J^amcommitted to 
seeing to i t that the United States of America lives up to i t s 
fesponsil 

Our greatness i s measured not only in how we so 
frequently do right, but also how we act when we know we've done the 
wrong thing; how we confront our mistakes, make our apologies, and 
take action. 

That's why this morning, I sicped an executive order 
instructing every arm and agency of our government thatconducts, 
supports or reaulateis research involving human beings^ to revT^T 
immediately their procedures, in lignt: of the recommendallionsjaf thjs 
feport^_and the best knowledge and standards available~today7 and to 
report_faack to me by ChristmasT" " ^ 

created a/Bioethics Adviaory cowmMssion/to 
:ess, to watch o^6r aUTsuch research, and t 

I have also ; ^ 
supervise the process, to watch oyerL-aTr"~such research, and to see to 
i t that never again do we stray jE»om the basic values of protecting 
our people and being straight with them. 

The report I received toHay win ^ \ ho i ^ f t on a shelf 
to gather dusty avery one of i t s pages offers a lesson, and every 
tesson w i l l be learned from these good people who put a year and a 
half of their lives into the effort to set America straight. 

Medical and s c i e n t i f i c progress depends upon learning 
about people's responses to new medicines, to new cutting-edge 
treatments. Without this kind of research, our children would s t i l l 
be dying from polio and other k i l l e r s . Without responsible radiation 
research, we wouldn't be making the progress we aire in the war on 
cancer. We have to continue to research, but there i s a right way 
and a wrong way to do i t . 

There are local citizens' review boards, there are 
regulations that establish proper informed consent and ensure that 



experiments are conducted ethically. But in overseeing this 
necessary research, we must never relax our vigilance. 

The Jareathtaking advances in sciencg_and technology 
demand thatwe always keep our ethical^watchlight bflrning. No matter 
hGW_j?apid- the pace of change, i t can^lTever outrun oiir~core 
convictions that have stood us so well as a nation for more than 200 
years now, through many different s c i e n t i f i c revolutions. 

I believe we w i l l meet the test of our times — that as 
science and technology evolve, our ethical conscience w i l l grow, not 
shrink. Informed consent, community right-to-know, our entire 
battery of essential human protections — a l l these grew up in 
response to the health and humanitarian crises of this 20th century. 
They are proof that we are equal to our challenges. 

Science i s not ever simply objective. I t emerges from 
the crucible of historical circumstances and personal experience. 
Times of c r i s i s and fear can c a l l forth bad science, even science we 
know in retrospect to be unethical. Let us remember the d i f f i c u l t 
years chronicled in this report, and think about how good people 
could have done things that we know were wrong. 

Let these pages serve as an internal reminder tojiold^ 
humility and moral accountability in higher esteem than we do the 
latest development irPtechriolbgyT - Let us remember, too, that 
cynicism about government has roots in historical circumstances. 
Because of stonewallings and evasions in the past, times when a 
family member or a neighbor suffered an injustice and had nowhere to 
turn and couldn't even get the facts, some Americans lost faith in 
the promise of our democracy. Government was very powerful, but very 
far away and not trusted to be ethical. 

So today, by making ourselves accountable for the sins 
of the past, I hope more than anything else, we are laying the 
foundation stone for a new era. Good people, like these members of 
Congress who have labored on this issue for a long time, and have 
devoted their careers to trying to do the right thing, and having 
people justifiably feel confidence in the work of their 
representatives. They w i l l continue to work to see that we implement 
these recommendations. 

And under our watch, we w i l l no longer hide the truth 
from our citizens. We w i l l act as i f a l l that we do w i l l see the 
light of day. Nothing that happens in Washington w i l l ever be more 
important in anyone's l i f e affected by these experiments, perhaps, 
than these reports we issue today. But a l l of us as Americans w i l l 
be better off because of the larger lesson we learned in this 
exercise and because of our continuing effort to demonstrate to our 
people that we can be faithful to their values. 

Thank you very much. (Applause.) 

END 11:23 A.M. EDT 


