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éUnt;f;z_o-k-ed ’ Research on People
Raises Concernon Ma'edical Ethics

A\

WASH[NGTON May 12 — On the
outskirts .of the .nation’s capital, .
tucked away on the sixth floor of a -
suburban oftice building, there is a
little-known computer data base: a
state-by-state accounting of the ex-
periences of every cat, dog, hamster,
guinea pig, chimpanzee, rabbit or
farm animal used in a Iaboratory
experiment.

Here in the Government’s Dw:snon
of Animal Care, one can discover
" precisely how many guinea pigs
were subjected to biomedical - re-
search in 1885 (333,378). Or how

many chimpanzees felt pain durirg
‘The parents said their son emerged

research but were comforted with
medication (19,712). Civil servants
have -compiled such numbers for 31
years, ever since Congress passed :
the Animal Welfare Act. ’

But there are no comparable fig- .
ures for people. “We have better
information about animal experi-
ments than we do about human ex-
periments,”’ said R. Alto Charo, of
the President Clinton’s National Bio-
rethlc:s Advisory Commission. :

More than two decades after the |
Federal Government issued regula-.
tions to protect human subjects of
medical experiments, the research j
landscape has changed so much that *
many doctors and scientists are not
| necessarily covered by the rules.
example, an entire area of study.
-| embryo research, has grown in the

rivate sector over the last 20 years,

The regulations were the direct
legacy 'of the notorious Tuskegee -
study, which was halted 25 years ago,
amid revelations that the Govern-
ment had withheld treatment for
syphilis to black men in Tuskegee,.
ala., without their consent.

The Federal regulations were
aimed at establishing the twin pillars .
of ethical research for subjeets df.
federally-financed- studies: the- as- .

surance that patients “would be B

warned of risks and that an inde-
pendent panel would evaluate thg

By SHERYL GAY STOLBERG

“There is unchecked human ex-
perimentation taking place,” sald
Dr. Gary B. Ellis, director of the
Federal Office for Protection from
Research Risks. How much is impos-
sible to determine. But documents

Nazi experiments were judged in
postwar trials. But it was not until
1974, two years after the -Tuskegee
study was disclosed, that the Fedeal
Government enacted a set of com-

‘prehensive rules designed to protect

volunteers for research.

Informed consent was one corner-
stone of the new rules. The creation
of institutional review boards was

, -are so universally accepted they are -

;

obtained from the research protec- ;
tion agency revealed several exam- |

_ples .of possible lapses, though the
names of those making the com- :

plaints were withheld.
In one instance, the parents of a 3-
year-old boy with a rare genetic dis-

‘ease enralled him in an experimental
‘bone marrow transplant program.in

*1990, at a state university hospital.

from the treatmient with profound
: brain damage, unable to walk, talk or

.feed himself. There was no way to-

- know if the treatment caused the
damage, but in a 1991 letter to the
protection agency, his parents said
that the consént form they had

" signed had not fully explained the

risks of the procedure.

“Had we been informed of t.lus risk
we would not have consented to the
transplant,” the couple wrote. “We
are now faced with the expense and
challenge of caring for & brain-dam-
aged child who will now live a much
longer life span because they” cot-
rected his disease.”

In another case, an Oregon breast
cancer patient complained that the

. hospital in which she had received

chemotherapy had. released infor-
maticn from her medical records to
researchers without her consent.

In both cases the research was
privately financed, so Dr. Ellis could
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the other. Today, these provisions .

referréd to ds'the Common Rule.
The Common Rule applies to three,
research categories: studies sup~

. ported by 17 Federal agencies that

not investigate. *“We have incident”

after incident where we get to the

don’t ‘have the authority,” he said,
“It's very { ating.

Senator John Glenn, Demaocrat-o
Oh o7 has been seeking to close this
gdp. He introduced a bill, the Human
Research Subject Protections Act of
1997, that would require informed
consent -and board: review of all

~

experiment before it was conducted.
— . ..Continuedon Page A5 [ -
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But as Prestdent Ctmton prepar
to issue a forntal apology to the sub-
" jects of the Tuskegee study on Fri-
. day, there is mounting concern that

the Government’s protections do not
go far enough.

On. Capitol Hill, Represenr.ative '
Christopher Shays, Republican of .

Connecticut, cohvened a hearing last

week to determine the scope of

lapses and violations of ethics in ex-

- perimentc. He was ctartled by the
tesumony, including accounts of eth-'
ics panels, institutional review

" boards, or LR.B.’s, set up as profit-
making ventures to evaluate pro-

" posed experiments for research
groups that pay them.

“I found it amiazing,” Mr. Shays -
sald. I am struck by the fact that we
have L.R.B.’s that can be created by
anyone, that we don’t even know how
many there are, 1 think the more we

. get into this the more we are going to
feahze how casual thls process rea.l-
y is ”

Méreover, certaln privately. i
nanced research is not bound by the
rules. The loophole means some peo-
ple — no one knows how many — are
participating in studies that are
wholly unregulated. When there are

- complaints, there is nothing the Gov-
ernment can do. -

experiments, regardless of who paid

:  for them. The bill also would create

criminal penalties for violators — a
proviston that has drawn criticism

frém the Pharmaceutical Research

and Manufacturers Association of
America, which often. ﬂnances DLi¢
vate research,

“We believe in inf e consent
and ou pamies bend over back-
wards . when we deal with patlents,"
sald Mark Grayson, the group’s
spokesman. But criminal penalt.ies
were unwarranted, he said.

Dr. Willlam E. Gibbons; who di-

‘Tects research on genetic testing of

embryos at the Jones Institute for
Reproductive Medicine in Norfolk,
V3., was aiso skepilcal, saylng his

.point where we determine that we :

scientists already follow Federalr

guidelines.,

“*Howbad a problem do we actual-

ly have?” Dr. Gibbons asked. Re-
. plted Senator Glenn: “QOne violation
is too much.”

Experts point out that t.he debate

. over ethics in human-experiments fs

occurring at a time when redical

- research is safer than it has ever
* been, History is dotted with scientific

horrors beyond the Tuskegee study,
notably the gruesome Nazi experi-
ments of World War II and human
radiation experiments financed by
the Government during the cold war,

These low points in the annals of
medicine gave rise to-the current {
system. The concept of informed |
consent, that patients must be told in |
advance about how the experiment
might help or hurt them, is rooted in
the Nuremberg Code by whlch the

I
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adhere to it, including the Depart--
ment of Defense; experiments to:
prove the efficacy of a new medicine -
or .device and gain the Food and
Drug Administration’s approval, and

" research paid for with private mon-

ey but conducted by academic re-.
searchers whose employers have’
signed agreements with the Govern- :
ment. About 450 universities now re-’
quire that their scientists to adhere
to the Common Rule. . .
Although-it has been updated si.x
times in the past 23 years {ihere are

now specific provisions-for children, ’

prisoners and pregnant women)
many ethics experts say the naturt
of research has changed so dramati-
cally since 'the Common Rule was
drafted that a thorough re-examina—
tion is in.order:

‘““The old model presumes that you
would do research to find out some
important new: ‘basic -facts about
health,” said Dr. Arthur Caplan, di-

-rector of the Center for Bloethics at

the University' of Pennsylvania.
“Current research might be for a
pharmaceutical company to put a

.new drug on the market to compete

with the five ones that are already

.there for, say, insomnia or weight

loss. The risks and benefits may be
different.”™

In addition, Dr. Caplan satd, the
boom in research paid for by private
industry has created a new phenom-
enon: commercial review hoards,
t.hgt have generated a wave of what

. Caplan called “LR.B. shopping.’
ast week’s Congressional hear-

ing, Pr. Benmjamin Wilfond, a pedia-
trician who sits on the review board.-
at the University of Arjzona;retalled
one was . shopped
arou ad.

Ngt long ago he said his board
rejgcted a plan by a university-re-
searcher to test a new anti-inflam-
matory treatment for childhood
asthma. The experiment, which was

PropOSa

to be paid for by the company seek-. -.
‘Ing approval of the new drug, called !

for Half of the children to receive the

_new treatinent and the other half to -

receive a placebo. Some of the chil-
dren given the placebo were to have -
discontinued their current therapy;
the . univeristy board thought that
was unethical. -

Later, Dr. Wilfond said, he Jearned| |
that the same experiment was being
conducted by-a private dogtor who!
had submitted the plan to an ethics‘-
panel in another state. - :
What, if anything, Congress can do
about lapses is unclear; Government

_has traditionatly been loath to inter- -

fere with the private' practice of .
medicine, and no regulatory system -
Is foolproof. “The situation that we
have created is generally effective,” -
Dr. Harold Varmus, director of .the
National Institutes of Health, told
Representative Shays last week.
“But it’s not perfect.”
.But Ms. Charo; of the bioethics
commission, said she believed that
expanding the Common_Rule to cov-
er all research would be a good first

ste At least e sald, re rs
t then 1 ic

tanauns_rnr_hum r

wryly “I'm an animal too.”

ans as they do fo
ter all, she astldedl
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