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The Unrwrsrty of Texas at A d n  
A V S I ~ .  Texas In accordance wit11 the provisions of the  charter for the Secretary's 

Palritia A Marshall. ~h D ArIvisory Committee on Human Resenrc!~ l'rotcctions (SACHRP), I 
case western ~eserve U ~ ~ M J ~ Y  rcspect ft~lly submit for your considerntion a sct of recommendntions 

Cteveland. Ohio relative to Depafimcnt of IFeaIth and Human Services (HHS) human 
~aniet K. ~ e ~ s o n .  M.S . CIP sut.?jects protection regulations at 45 CFR part 46. These 
Unrverslty of Nd'h Carolina 

at maper HIII rccornmendations represent tllc sixth in a scries of recornmendat ions from 

NelfR Pow6.MD. M P H , M f l A  
SACHRP. 

The Johns Hopkms 
MedKnl Inst~rullotn Background 

James H Powell. M D 
Prodec and Gamble 

Pharmmut~nls  On October 5,2004, SAC1 I R P  approved a resolu tiot~ establishing a 
Subcommittee on Subp~rt A. SAClIRP's charge to the suhco~nmittce was 

frandnr! C Romro. Ph D .M P H  
.Lmz HenHh and Human Servlccs to review and assess all provisions of subpad A of 45 CFR part 46  (HFIS' 

codification of the Federal Policy for the Protection of Ihman Subjects, 
D a d  H. Slrai~ss. M D 

NR* PsyclliatrK also known as the Common RuSc) and relevant Office for Human 
Depanmcni ai Psychalry Research Protections (OHRP) guidance documents, and based on this 

Columba Unrversrty College 
of P h y w a m  a d  Surgeons rcvicw and ongoing assessn-ient, to dcvelop recommendations for 

New ~ w k .  ww Y O I ~  consiriemlion by SACHRP in three categories: (1  ) recommend t ;a 10ns on 
interpretat ion of subpart A provisions; (2) recommendations for 

k n a r d h  Scfivvetz.OVM. Ph D 
E x e w t w  Seuetary 

development of new, or modification of existing, 01-IRP g~~idarrcc; and (3) 
recommendations for possible scvision of subpart A. 

Calhenne Slatinshek. M A 
Exewliur: Dn~dor 

Tile goals of  this rcview and assessment of subpart A of 45 CFlt part 46 
are threefold: ( I )  to cnhancc the protectibn of human sul~jccts; ( 2 )  to 
sducc, where possible, regulatory burdens that do not contrihotc to tl~e 
protection ofsuI)jccts in n rneaninfl~l way; md (3) to prornotc 
sr;ientificalty and ethically valid research. To [hat end, thc following 
recommendations werc dcvcloped by the Subpart A Suhcornrn i ttee, and 
~lisct~sscri and approved by SACIIRP at its mccting on March 29, 2007. 
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Recommendations Related to the train in^ of Individuals Involved in the Review, 
Oversi~ht,  or t'nndnct of IIuman Subjects Research 

( 1 ) SACHRP strongly recommends that OHRP require that institutions ensure that initial 
and continui~lg training is provided for IRl3 members. Such training sl-lould include 
ethical principles and their historia! foundation, federal regulations, state and IocaI 
laws, written R B  procedures, OHRP guidance, and institutional policies relevant to 
the protection of human subjects. Training should he initiated hefore members review 
human subjects research, and IRB duties should Ile commensurate with the level of 
training completed. Ongoing Mining should occur in a marlncr appropriate to assure 
the contintled competence of IR& members. 

(2) SACEIRP strong1 y recornniends that OHRP require that institutions ensz~re that initial 
and continuing training is provided for I R B  staff. Such mining sho~lld include 
ethical principles and thcir historical foundation, federal regulations, state and local 
laws, written IRrJ procedures, OTRP guidance, and institutional policics rclcvant to 
thc protection of human subjects, IRE3 duties should be cornmcnsumtc: wid1 the lcvel 
of training completed. Ongoing training should occur in a rnanncr appropriate to 
assure tElc continued competence of IRB staff. 

(3) SACI-IRP strongly recomrnenrfs that OHRP rcquirc that institutions cnsvrc ini tid ancl 
continuing training for tlac institutional S i p a t o r y  OMicial and the Hnman 
Protection Administrator (e.g., I Iurnan Subjects Adrninistntor or Human Subjects 
Cantact F'crsw~). Such training sI~ould include ethical principles and thcir historical 
foundation, fcdcnl regulations, state and local laws, and institutional policies rctcvant 
to the proteclion of hlmiln subjects, and the terms of the institution's federal 
assumnee. Onsoing training shoz~ld occur in a manner appropriate to assure the 
continued cornpctcncc of tllese institrltional officiais. 

(4) SACI-IRP strongly recommends that OHRP require that institutions ensurc ini tial and 
continrlirig training for investigators and other members of the research team wit11 
responsihifity for contlr~cting hornan sabjects research. Such training should 
include ethical principles and thcir historical foundation, federal regulations, state and 
locaf laws, professional standarcls, and institutional policies relevant to the protection 
of human subjects. Initial training should be completed before investigators are 
allowed to conduct research that involvcs human subjects, Ongoing training should 
occur in a manner approptiatc to assure the contilzried competcncc of investigators. 

Mr. Secretary, I trust you will find this rcport ncccptahlc. Yom cornmi ttee members and 
SACHRP subcornmittec rncnlbcrs havc workctl hard in their pursuit of the charges containecl in 
the charter. SACIIRP has also workcd closely with nr. 13crnnrd Schwctx and the rest of thc 
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OHRP staff and has henefi tcd greatly horn their expertise and leadership. We look forward to 
continuing our work and providing you with rmmrnendations which wilt enhance human 
subject protections and advance science for tlte benefit of all Americans. 

Samuel Tilden, M.D., J.D., L.L.M 
Chair, Secretary's Advisory Corn 

Research Protections 

cc: Bernard A. Schwctx, D.V.M., Ph.D., Executive Secretary, SACHRP 
Catherine Slat ins hck, MA., Executive Director, SACHRP 


