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May 30, 2003

The Honorable Tom * ty G. Thompson e
Secretary of Health ::1d Human Scrvices -
Attn: Dockcts Mana;! zment Branch (HFA-305)
Docket Number 02N- 0475

Food and Drug Admi aistration

5630 Fishers Lane, F. om 1061 o
Rockville, MD 2085 i

Re:  Draft “Finar. ial Relationships and Interests in Research Involving Human -
Subjects: Guidance )i v Human Subject Protection”'; Request for Comments

Dear Secrctary Thon! pson:

The Partnership for ' uman Research Protection, Inc. (PHRP), appreciatcs thc
opportunity to commn . :nt on the draft “Financial Relationships and Interests in Research
Involving Human St \jects: Guidance for Human Subject Protection™ as provided by the
Office of Public Heal 'h and Science, Department of Health and Human Scrvices (HHS)
in the March 31, 20(.i issuc of the Federal Register [68 FR 15456-15460]. The PI{RP
applauds thc Departn ent’s commitment to fostering greater awareness of and protection
against financial con| licts of interest in research involving human subjects. The draft
Guidance provide a ;) dod first step towards highlighting the need for greater
accountability in the ' 1sc of human subjects where potential or actual conflicts of interests
among research instil ations, investigators, and Institutional Review Boards (TRBs) may
exist.

PHRP and its Accr:ditation Program.

Thc PHRP is a prival :, nonprofit organization created by the National Committee for
Quality Assurance (] CQA) and the Joint Commission on Accreditation of Healthcare
Organizations (JCAJ- O), the nation’s two largest health care accrediting organizations,
and 1s dedicated to i11 proving the protection of human research subjects. Its primary
activities in pursuit ¢ " this goal are accrediting hurnan research protection programs and
independent review : pards and providing related publications and educatjon services.
PHRP was formed t offer a new accreditation program that will seek to protect the
safety and rights of | wticipants in clinical trials and research programs in public and
private hospitals, ac:. lemic medical centers, and other rescarch facilities in the United
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States and abroad. 7T ie standards that form the PHRP accreditation program largely

derive from the Comr: non Rule, FDA regulations and related regulatory guidance. PHRP

standards were draw! primarily from these sources to outlinc basic required protections
for human research s Ibjects.

The new PHRP Acc:':ditation Program, to be launched in mid-2003, spccitically
addresses the princiy 1l issues involving human research protection, inciuding:

= Organization res: onsibilities

» Institutional Revi:w Board structurc and operations

e Conpsideration of 1isks and benefits

« Informed consen|

The accreditation su' 7cy will be conducted in two parts: (1) an off-site survey of a Wcb-

based survey tool an: supportin g documentation and (2) an on-site survey, during which
a team of PHRP curv syors. - -rcsearch clinicians and others exnerienced in hiomedical
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research—will valid : te performance against the standards. The on-site component of the
review is expecled i« be 2-3 days long, and will include interviews with organization
leaders.

PHRP appiauds th: Department’s drafi Guidance,

PHRP strongly agre«:; with HHS that managing conflicts of interest in research involving
human subjects is cr ically important for institutional research. However, given the non-
obligatory nature of ;1e HHS Guidance on institutions, researchers, and IRBs, there is no
effective form of enii rcement to assurc that research organizations will consider the
implications of finar :ial conflicts for the protection of human subjccts. The PHRP
suggests that HHS o nsider ways of creating incentives for research organizations to
adopt practiccs cons itent with these guidelines. The Department could take a strong step
in that direction by a1 .ding language in the draft Guidancc cncouraging research
organizations to voliiitarily undergo accreditation under the PHRP program.

PHRP accreditation i/ill play a valuable role in holding research organizations
accountable for effer: ively managing conflicts of interest. Thc PHRP Accreditation
program requires res: arch organizations to comply with several important conflict of
intcrest provisions tt. it the draft Guidance recommends:

Processes for ide; tifying and reporting conflicts of intercsts;

Inclusion of unai’ iliated individuals in making conflicts determinations;

Policies for discl: surc of conllicts to research subjects, IRBs, and the general public;
Active managemr  nt of conflicts, including the climination or mitigation of their
cffcets; and

e Provisions for re 10ving conflicted IRB members from participation.

The standards and scring guidelines set by the PHRP Accreditation Program encompass
the purpose of the di: ft Guidance and incorporate conflict of interest provisions into a
broader set of compi hensive and systcmatic standards designed to protect human
subjects. Recognitic: 1 of this entire accreditation program by the Department will creatc
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a voluntary means of : emonstrating compliance with HHS regulations and guidance on
research involving hu "ans.

In sum, PHRP endors ' s the Department’s endeavor to promote consideration and
independent review o:' potential and actual conflicts among IRB members, individual
researchers, and resea: sh institutions. In light of the non-binding nature of the draft
Guidance, PHRP sugg :sts that the Department amend the drafi Guidance to encourage
research organization: and [RBs to undergo voluntary accreditation as a recommended
way of meeting the gi: dance issued by the Department.

Sincercly,

boasitd Timomos

Karen Timmons
President

B —

Esther Emard
Chief Executive Offic:r
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Please contact NCQA at 203/9 i3-1735 if you encounter problems with this transmigsion,

The information in this facsimil: message is privileged and confidential and is intended only for the use of the individual
named above, Any reading, dist bution or copying of this communication by anyone other than the intended recipient is
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