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NEWS 
SCIENTIFIC MISCONDUCT--------------------------

Back to the drawing board whether to publish new OSI procedures is 
now in the hands of the Justice Department, 
where lawyers are still considering their op
tions, NIH officials are already writing the 
proposed rules. Raub says that the first draft 
will essentially codify the existing proce
dures. "We'll use that as a starting point", he 
says. 

Washington 
A TWo-year-old experiment in the investiga
tion of scientific misconduct has blown up in 
the face of the US National Institutes of 
Health (NIH). The special office that NIH 
set up to investigate allegations of scientific 
misconduct has come under courtroom and 
congressional attack, and late last year a dis
trict judge in Wisconsin ruled that the office's 
procedures were illegal. 

Now, as a host of similar lawsuits raise the 
prospect of NIH's misconduct rules being 
declared illegal in the rest of the country, the 
agency has decided to start the process again 
from the beginning. Officials say that within 
weeks NIH will publish in the Federal Regis
ter proposed new rules and procedures for 
the Office of Scientific Integrity (OSI), the 
department in question. 

The move comes some three months after 
a crucial decision in the case of James Abbs, a 
researcher at the University of Wisconsin, 
who had been under investigation for alleged 
data fabrication (see Nature 349, 95; 10 
January 1991). The judge in that case ruled 
that NIH's investigation was illegal because 
OSI's internal procedures had been created 
in camera. The law demands that such pro
cedures be published for public comment 
before they become law. At least two other 
lawsuits citing the Abbs decision have been 
filed since then (see Nature 349, 357; 31 
January 1991). 

NIH intend to concede the issue and com
ply with the Administrative Procedures Act, 
says William Rimb, acting director of NIH. 
The act requires that any proposed rules that 
could injure people outside government 
must be published with a comment period 
during which members of the public can sug
gest changes. Because OSI has taken the 
authority to go beyond simple investigations 
to the point of imposing sanctions (such as 
stopping a grant), it is subject to the act. 

During the forthcoming rule-making 
process, which typically lasts for one to two 
years, OSI will have no legal procedures 
under which to operate. Nevertheless, NIH 
intend to continue investigating misconduct 
cases, but on a 'case-by-case basis' as they 
did before OSI was established in 1989. 

"Before OSI was started, we thought we 
could handle investigations without written 
procedures", Raub says. "We thought the 
cases would be so few and so different that 
we wouldn't have to write things down. We 
were wrong." 

OSI was created to bring order to the in
vestigation process. But critics soon noted 
that the OSI, like NIH before it, tended to 
make up procedures as it went. (In the case of 
AIDS researcher Robert Gallo, for example, 
OSI asked the National Academy of Scien
ces to help it to set up a special advisory 
panel.) Faced with bitter complaints of arbi
trary and capricious rule-making, OSI de
cided to formalize and publish its current 
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rules (see Nature 346, 9; 1990). 
That, however, turned out to be a fatal 

mistake. A federal office with no rules may 
draw criticism, but an office that creates rules 
that conflict with the Administrative Pro
cedures Act risks courtroom challenge, as 
NIH discovered. 

Abandoning its existing procedures may 
lift the legal cloud over OSI for the 
moment, but it is unlikely to end its prob
lems. If the office continues to impose sanc
tions, further lawsuits can be expected. 
Worse still, there is the possibility that re
searchers whose cases have already been 
closed may sue on the grounds that they were 
investigated under illegal rules. But Raub 
says that he can see no better way out. 
"Doing nothing is not an option", he says. 

Robert Charrow, a Washington attorney, 
suggests a solution. If NIH would give up 
sanctions, he says, their legal problems could 
be over. "They ought to announce that all 
they will do is investigate, and then simply 
use the accepted hearing processes that are 
already in the books." NIH may eventually 
have to adopt that course. But until it is 
forced to abandon sanctions, the agency is 
eager to retain the right to halt research fund
ing when the evidence indicates misconduct, 
if only for the sake of appearances. 

Although the final decision on when or 

Concern in the scientific community is 
likely to centre on the issue of 'due process' 
-the protections and civil liberties guaran
teed in US courts. Although NIH officials 
point out that OSI is not a court, several law
suits have argued that an OSI investigation is 
as arduous as a criminal investigation, and 
can take far longer (in some cases more than 
two years). In particular, researchers have 
complained that the OSI rules do not give 
them the right to confront their accuser face
to-face and to see the evidence against them. 
But NIH, in an effort to protect whistle
blowers, intend to fight that point. 

Once NIH publish the new OSI pro
cedures, there will be a comment period 
(typically 90 days) during which the agency 
will accept any public input. OSI will then re
write the rules in line with public consensus 
and legal concerns. Finally, a finished ver
sion of the rules will be published in t!)e 
Federal Register and become law, ready for 
the next batch of misconduct cases. As for 
cases now under way or already closed, the 
courts appear to be the next battleground. 

Christopher Anderson 

CONFLICT OF INTEREST---------~------

Black eye for NIH 
Washington 
OmcrALS at the National Institutes of Health 
(NIH) bungled a case of apparent conflict of 
interest, even after Congress pointed it out to 
them almost a year ago, a new investigation 
has revealed. The case itself is relatively 
pedestrian - Prem Sarin, deputy chief of 
AIDS pioneer Robert Gallo's NIH labora
tory, is alleged to have illegally consulted 
with industry and set up a secret bank 
account to hide payments. But NIH's hand
ling of the allegations raises serious questions 
about the agency's ability to police its own 
researchers. 

At a hearing last week, Representative 
John Dingell (Democrat, Michigan), the 
firebrand chairman of the Energy and Com
merce Committee's oversight and investiga
tions subcommittee, asked NIH acting direc
tor William Raub, Gallo and two other NIH 
officials to explain their actions in the case. 

Dingell noted that possible conflict of 
interest in Sarin's activities had first been 
brought to NIH's attention in April last year 
at a hearing on misuse of funds by Zaki Sala
huddin, another researcher in Gallo's lab 
(see Nature 345, 99; 1990). Salahuddin later 
pleaded guilty and was sentenced in district 
court (see Nature 348, 8; 1990). 

At the May hearing, Dingell revealed that 
a Food and Drug Administration (FDA) 

employee had written to the subcommittee 
to complain that Sarin had represented 
Responsif, a pharmaceutical company, at a 
1985 FDA meeting, despite the fact that he 
was an NIH employee. Although Sarin, who 
was present at the Dingell hearing because he 
was Salahuddin's immediate supervisor, tes
tified that his actions had been legal under 
NIH rules at the time, other NIH officials at 
the hearing were unable to confirm that and 
said that they would look into the matter. 

What the officials actually did, an investi
gation by the congressional General Ac
counting Office (GAO) has revealed, was to 
ask Gallo to talk to Sarin about the matter. 
Sarin assured Gallo that "everything was 
taken care of', Gallo told the investigators. 
Dingell noted that this was exactly the way 
Salahuddin had successfully deflected suspi
cion when Gallo had questioned him on his 
own allegations of wrongdoing a year pre
viously. "Apparently, these are magic 
words", Dingell wryly commented. 

"It is discouraging", Dingell said, "that 
NIH did nothing to investigate the Sarin 
matter between the time of the April sub
committee hearing and December 1990", 
when his staff requested certain NIH docu
ments that clearly showed irregularities in 
Sarin's consulting. Only then, when NIH 
were virtually handed evidence of wrongdo-
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