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May 30,2003 

The Honorable Tom : ty G. Thompson 
Secretq of Health 1; Id Human Services 
Atln: Dockets Mana; ; zment Branch (HFA-305) 
Docket Number 023.0475 
Food and Drug Adrn i tistration 
5630 Fishers Lane, d : eon 106 1 
Rockville, MD 2085: 

Re.- Draft “‘Final; 1 bial Rslatiomhips and Interests in Research Involving Human -‘-f 
Subjects: Grriduncq ; V= Human Subject Protection “; Request for Commenls 

Dear Secretary Thon I pson: 

The Partnership for 1 
opporlunity to c0m.n 
Involving I.uman SI 
Office of Public Hea 
in the March 3 1 Y  2OC 
applauds the Departs 
against financial con 
Guidance provide a ; 
accountability in the 
among research insti 
exist. 

urnan Research Protection, Inc. (PHRP), appreciates the 
:nt on the draft “Financial Relationships and Interests in Research 
gects: Guidance for Human Subject protection” as provided by the 
:h and Science, Departmcnt ofHealth and Human Scrviccs (HHS) 
1 issue of the Fed.eral Register [ 68 FR 154% 154601. The PHEW 
.ent’s commitment to fostering greater awareness of and protection 
licts ofinterest in research involving human. subjects. The dtafl 
Bad first step towards highlighting the need for greater 
ISC of human subjects where potential or actual conflicts of interests 
;rtions, investigators, and Tnstitutional, Review Boards (IRBs) ~nay 

‘PH.&W and its Accr : dit&.ion Program. 
The PHRP is a priva I :, nonprofit organization created by the National Committee for 
Quality Assurance (I 1 CQA) and t.he Joint Commission on Accreditation of Healthcare 
OrganiWions (JCAJ 0), the nation’s two largest health care accrediting organizations, 
and is dedicated to il I proving th,e protection of human research subjects. Its primaxy 
activities in pursuit c 1 Y  this goal nre accrediting 11~1an resetich protection programs and 
independent review : oards and providing related publications and education services. 
PHRP was formed tr 1 oTf= a new accreditation program that will seek to protect the 
safety and rights of 11 crti.ci.pants in. clini.cal. trials and research programs in public and 
private hospitals, ac: 1 lcmic medical centers, and other rcscarch facilities in the United 
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States and abroad. 7 \e standads that fom the PHRP accteditation program largely 
deri.ve from the Corr : non Rule, FDA regulations and related regulatory guidance. PHEU? 
standards were draw I primarily from these sources to outfinc basic required protections 
for human research z. objects. 

The new PHRP Act: I :ditation Program, to be launched in mid-2003, specifically 
addresses the princii 11 issues involving human research protection, including: 
- Organizati.on re? : onsibilities 
l Institutional Rev i :w Board structure and operations 
l Consideration of isks and benefits 
l Informed consen I 

The accreditation su 0 rcy will be conducted in two parts: (1) an off-site survey of a Wcb- 
based survey tool an; supporting documentation and (2) an on-site survey, during which 
a team of PHRI? su 1 tyors . ,.rcsearch clinicians and others experienced in biomedical 
research-will valid i te performance against the standards. The on-site component of the 
review is expected t( I be 2-3 days long, and will include interviews with organization 
leaders. 

PHRP applauds the: Department’s draft Guidance. 
PHKP strongly agree : : with HHS that managing conflicts of intcrsst in research involving 
human subjects is CT, ically important for institutional research. liowever, given the non- 
obligatory nature of ; le HJ3S Guidance on institutions, researchers, and IRE!s, there is no 
effective form of enl i lrcement to assure that research organizations will consider the 
implications of finer. 1 :ial conflicts for the protection of human sub+cts. The PHRP 
sitggests that HHS ct : nsider ways of creating incentives for research organizations to 
adopt practices cons ;tcnt with these guidelines. The Deparlment coul,d take a strong step 
in that direction by a I .ding language in the draft Guidance encouraging research 
organizations to vo11 I ltarily undergo accredj.tation under the PI-W program, 

PHR.P accreditation i rill play a valuable role in holding research orga&atiolls 
accountable for efFec I ively managing conflicts of interest. The PJ3RP Accreditation 
program requires res I arch organizal.ions to comply with several important conflict of 
intcrcst provisions ti . it the drait Guidance recommetlds: 

l Processes for idc I Itifying and reporting conflicts of interests; 
l Inclusion of ILnal’ iliated individuals in making conflicts determinations; 
l Policies i’or disc1 I sue of conllicts to research subjects, lRBs, and the general public; 
0 Active managexr I :nt of conflicts, including tic elimination or mitigation of their 

&ccts; and 
. Provisions for re . loving conflicted RB members from partici,patj,on. 

The standards and SC 1 bring guidelines set by the PHRJ? Accreditation Program encompass 
the purpose of the dr i fi Guidance and incorporate conflict of interest provisions into a 
broader set of compl I ,hensive and systematic standards desiped to protect human 
subjects. Recognitic : t of this entire ticcredjtati.on program by the Department will crcatc 
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a voluntary means of i emonstrating 
research involving hu * lans. 

NCQA 

compliance with H&IS regulations and guidance on 

In sum, PHRP endors ! J the Department’s endeavor to promote con.sideration and 
independent review 0:’ potential and actual conflicts anlong ZRB members, individual 
researchers, and resea : ;h institutions. In light of tie non-binding nature of th,e draft 
Guidance, PARP sugg MS ihat t1.x Department amend the clrafl Guidance to encourage 
research organization: and IRBs to undergo voluntary accreditation as a recommended 
way of meeting the gc: dance issued by the Department. 

Sincerely, 

G4L-cL.0, 
Karen Timmons 
President 
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Esther knard 
Chief Executive Offic : t 
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