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Memo

Date:  January 28, 2010
To: Steve Riordan, Project Director

. . . //L/u( /’n(‘lvt\
From: Kerry Levin, Chair Westat IRB 7

Subject:  Expedited Initial Approval of Cancer Trials Support Unit, Project Number
8339
FWA 0551

As Chair of the Westat Institutional Review Board (IRB), I reviewed the materials submitted for
the following: Cancer Trials Support Unit, Project Number 8339. The Westat IRB reviews all
studies involving research on human subjects. This project is funded by the Cancer Therapy
Evaluation program at the National Cancer Institute.

Westat will collect three customer satisfaction surveys; for the Help Desk, website, and patient
registration. Particpants are invited by email and directed to an automated system to complete the
surveys. Incentive gift cards will be distributed randomly to 10 selected participants in the study.

The IRB regulations permit expedited review of certain activities involving minimal risk [45 CFR
pt. 46.110 (b) (1)]. This study can be considered minimal risk and is approved under expedited
authority. A request for a waiver of documented informed consent was also approved (45 CFR 46
117 c. 2) as the study is minimal risk and involves no procedure for which written consent is
normally required outside of the research context.

If activities change, please contact the IRB Office to ensure that the status is accurately reflected
in our records. You are required to submit the study for a continuing review on or before January
28" 2011. In the interim, you are responsible for notifying the IRB Office as soon as possible if
there are any injuries to the subjects, problems with the study, or changes to the study design that
relate to human subjects.

cc: Institutional Review Board
Jennifer Bryant


raitt_s
Text Box
OMB# 0925-0753
Expiration Date 07/31/2021


2SR RESPONSE TO REQGUEST FOR REVIEW OF RESEARCH ACTIVITY
IMVOLYING HURMAN SUBJECTS

FAg: Expmpt: #: 5314
To Kaniellz, Micrael

MCI

ERM - Executive Plaza Marth, 7024

Frerm: OFice of Human Subjects Research [CHIR)

Mature of Resesrch Actvte
The repocting of infornradien tnough SRk resource is nat & rassarch activity But rathor ar infeastructie
develepment project that wi' be enabklec by public funds expended pursuart te tha Amesican Recovary and
Reinvesiment Act of 2002, PLL. 111-8. The Mationzl Cancer Inslibuls (MC1) is develooing an elsclioeric
resourne, e MG Clinizal Trials Reporling Program (CTRM Database, which s inlanded 1o serve 85 3
sinne definitive sonres af infrrmakinn anmof all MO -eoensne e slinksal rassgares tharats anakinn e NS

Crininal Request Reseived n DHSR on; L Bt Rl

Respansibla NIH Rasearch Investigatoss): Michae BMoniella, MCI

OHSE review of wour reciuest dafed Fri, Jun 4, 2070 has determinad that:

B Federal regulations for the protection of Fuman suhjests do not apply to 2bowa namsac activity, The OHSR
determiration of Mot Human Subjesia Research is based an the interpratation of 45 CFR 46 Under "Rosoanch
Invalving Cadeel Privete Infarmatizr or Biolngica Spesimens” (OHRZ, Ravised Coboner 1E, 2008) and Guidarce
on Engagement of Inst tutions In Human Subjectz Seseach (Octaber 15, 2O08], NOTIFY OHIR WIA AN E-WAIL
AMENDMENT CF ANY CHANGES THAT MAY ALTER THISE RESFARCGH ACTIITY,

O The activity is designated EXEMPT, and has bean entered in the OHSR database. PLEASE NOTIFY CHER
DF ANY BIGNIFIGANT CGHAMGES THAT MAY ALTER THE EXEMPT STATUS OF THIS RESEARCH
ACTIMILY,

[0 MOTEXEMPT. HISRE recommends IRE review, Plzese formard your request to the Chair of your |RB, who
may ask vau 1o provicde additanal infarmation in crder 1o cetermine whather expedited or full review i«
aneneonare.
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