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depending on how it’s done, that this type of
research may not come under 45 CFR 46.”

Some research on stem cell lines might involve
a human subject, and others may not, Menikoff
says.

“If you are asking somebody to donate some
of their materials to create a new fertilized egg,
for example, then that part would probably
involve human subjects research,” he explains.

In other cases, stem cell research might be han-
dled in a similar way to how studies using tissue
samples are handled, Menikoff adds.

“Therefore, you get into the same issues that
you do with tissues right now, and that doesn’t
necessarily end up going under IRB review,”
Menikoff says.

Another bill to watch is the Fair Access to
Clinical Trials Act, which would strengthen a
national data base of clinical trials information,
Waxman says.

But the bill that could have a significant
impact on IRBs is the Physician Payments
Sunshine Act of 2008, which calls for transparen-
cy in physician relationships with pharmaceuti-
cal and device companies, Waxman says.

“It’s been pending in Congress for the last cou-
ple of years,” Waxman says. “A number of states
are looking at the relationship between physi-
cians and drug/device companies, so IRBs may

want to take another look at conflicts of interest
policies.”

This bill highlights the need for IRBs to focus
on conflicts of interest again, Waxman adds.  ■

New OHRP director on 
new priorities, changes 
Q&A with Jerry Menikoff

The Office for Human Research Protections
(OHRP) of Rockville, MD, announced in

October, 2008, that Jerry A. Menikoff, MD, JD, is
the new director. Menikoff also has served as the
director of the Office of Human Subjects
Research and has worked as a bioethicist at the
National Institutes of Health (NIH). Prior to his
NIH appointments, Menikoff was a chair of the
human subjects committee and the hospital
ethics committee at the University of Kansas
Medical Center.

IRB Advisor asked Menikoff to discuss his
vision and priorities for OHRP in the next few
years, as well as how he thought the new
Obama/Biden administration might impact
human subjects research regulations (See cover
story, p. 13.). This question-and-answer story

Several could impact human subjects research

There have been a handful of bills introduced in
the past few years that could have an impact human
subjects research.

Although these have not succeeded in past
Congressional sessions, several research ethics
experts say there is a possibility the same bills will
find greater success in 2009 and beyond as a new
Congress and President Barack Obama make some
changes.

Here are the most likely bills to be given a second
look:
• S. 3807 — The Fair Access to Clinical Trials
(FACT) Act: First introduced by Sen. Christopher
Dodd (D-CT) in 2005 as S. 470, the FACT Act would
require the Food and Drug Administration (FDA) to
expand the clinicaltrials.gov database to create a
national data base that could be viewed by the pub-
lic. It would include details about ongoing clinical tri-

als and their findings, whether or not these were
published. Sen. Michael B. Enzi (R-WY) introduced
S. 3807 in 2006, and it received a hearing, but no
further action.
• HR 5605 — Physician Payments Sunshine Act of
2008: This bill would amend title XI of the Social
Security Act to provide for transparency in the rela-
tionship between physicians and manufacturers of
drugs, devices, or medical supplies that receive
reimbursement under Medicare, Medicaid, or
SCHIP.
• HR 7140 — Human subjects research protection:
U.S. Rep Diana DeGette (D-CO) introduced in
September, 2008, an amendment to the Public
Health Service Act, for the protection of human sub-
jects in research. The bill was referred to the sub-
committee on health.
• HR 7141 — Human embryonic stem cell research:
DeGette sponsored an amendment to the Public
Health Service Act to provide for human embryonic
stem cell research and to direct NIH to issue guide-
lines for such stem cell research. The amendment
was referred to the House subcommittee on health
in September, 2008. ■

Will proposed bills find 
new political life?




