
Medical-Research Official Cites Ethics Woes
rjpneral Hosoital. saidsachusetts General Hospital, said he

would notofferspecific proposals tUl
after he took office In September.
But In response to a challenge here
fromMarciaAngell, formgreditorof
The New England Jour~
cine, he .did say that
should riot conduct stui
ucts of companies in whi
sharei '̂Such arr^geinf
rently allowed, and eyei
bymany universities, wl
quently have an interest
pany ?uid so stand to pr^
tested product proves

Dr. Koski said he had^
ing hard about ways tq
the ethics system. "It
possible todrive thatol^^
farther," he said. ™

On the question ofthe<^^t major
universities and hdspltals~j|; vhose re
searchhasbeen shutdown forethics
violations. Including faUure to fully
disclose to the experiments' subjects
the risks they faced, Dr. Koski s^d
that anyone who did not comply with
ethics rules was showi^ lack of
regard for thepatients. ^

"Compliance," he said, "Is one
way we demonstrate our respect for
the subjects. And faUure tocomply Is
a symptom of an institution's unwill
ingness to accept responsibility" in
its work.

Hestopped inhis talk to re-empha-
slze that point. "I want to make it
unmistakably clear," he pld, "that
institutions and individuals who fail
to accept this responsibility should
not be permitted to engage In this
endeavor" of human experimenta
tion. One reason, hesaid. Isthatwhen
one Institution so falls, the entire
research enterprise sufferswith the

But Dr. Koski said that his goal
would be more than mere compU-
ancewith thecurrentstandards, that
he wanted to urge research centers
to work at "the highest standardof
ethical responsibility." , ,

Helaudedthe American Society of
Gene Therapy for "just saying no"
with Its recently established pohcy
that researchers should be free of
significant financial Involvement
with the companies thaf sponsor
their studies. He challenged other
academic and industry groups, spe
cifically the Biotechnology Industry
Organization^, to make sin^ar decla
rations on financial conflicts.

Dr. Koski said he would use the
Information from the conference
here to start developing a^new con-
fUct-of-lnterest policyby the govern
ment.He said disclosure of a scien
tist's conflict, as is currently re
quired, would no longer be enough;
new restrictions will be necessary,
he maintained.

By PHILIP J. HILTS
BETHESDA, Md., Aug. 16 - The

chief federal official overseeing the
safety and ethics of experiments
withhumansubjectssaid todaythat
conflicts of interest in medical re
search were so troublesome that
"thesystem may have gotten entire
lyout.of control" and might have to
be reorganized.

The remarks by the official, Dr.
Greg Koski, director-designate of the
Office for Human Research Protec
tions, concluded a two-day govern
ment-sponsored conference here on
confUcts of interest in medical re
search. Speakers at the conference
presented evidence that questionable
financial ties between industry and
researchers who test drugs or medi
cal devices were more ,widespread
than previously believed.

ThesewereDr.Koskl's first public
remarks since his appointment by
Donna E. Shalala, the secretary of
health andhuman services. As such,
they were particularly significant,
because his predecessor, Gary B.
Ellis, was removed from office after

*The system may
have gotten entirely
out ofcontrol*'

Tshutttog down human-experimenta
tion prbgrams at a series of major
universities and^ medical centers for
violations offederalethicsrules. Pa
tient-advocacy groups have specu
lated thatperhaps Dr. Koski was put
in the job to takea softerline.

But his comments today signaled
if anything atougher stance. He said
confidence Inresearchers toconduct
human experiments had so eroded
"thatwe must takesteps to re-estab-
Ush thepubUc's trustIn thegoodness
6f our endeavors."

The problems pointed out bycrit
icsof the current ethics system, he
said, are "very real, very serious^and
a threat toourentire endeavor.']

Dr. Koski, a cardiacanesthesiolo
gist atHarvard University and Mas-
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