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INITIAL REVIEW APPLICATION
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PRINCIPAL INVESTIGATOR (Name of NIH Employee, Institute/Branch, Address, Telephone and email):

ArlhurSchaEkin,MD,Dr.PH NEEVDCEG,6120exsutiveblvd Rockvil le,MD20852;301-594-2931;schaEka@mailnihgov

PROTOCOL TITLE:

Feasibility study of a web-based automated self-administered 24-hour dietary recall (ASA 241 and a physical activity 24-hour recall
ABBREVIATED TTTLE (30 characters or tess): ASM4/ACTz4 feasibility study

PROPOSED START OnTE: 5/1/08 END DATE: 4/30/09 TOTAL SUBJECTS TO BE ACCRUED (Attach tarset tabte fq enase s-+1: 2,093

MULTI.SITE COLLABORATION.
ls this a multi-site collaboration? E Yes (crmplete this section) El No

VMll subjec{s participate on the protocol at the NIH CC? D Yes E No
Vvill subjects participate on the protocol at other sites? O Yes E No

lf yes, are the sites El Domestic E Foreign E Both
ls NIH the coordinating site?

D Yes. For each participating site, provide: Institution name, address,
investigator(s), indicate if subjects will be recruited and if they are, include a
contact name on attached sheeuprtocol face sheet Sponsor:
D No. Coordinating Site \/\iho is the manufacfurer of the above entitv:

REQUESTED ACCRUAL EXCLUSION (Check all that apply): Does the protocd involve a Tech Transfer Agreement? E Yes E No

Does the protocol involve a drug/d€vice/product that may lead to you or the NIH
receiving payment and/or royalties?

tr Yes (Append a statement of disclosure)
E N o

Has the NIH IRP COI Guide been distibuled to NIH Investigators?
El Yes El No

Has the NIH IRP COI Guide been disfibuted to Non-NlH lnvestigators?
E lYes  t rNo  ON/A

coNFLlcrS OF INTEREST REVIEW: * t I ^
DatesubmittedtofCDEC: ?6/08 Datecleared bylCDEC: 5/eb/B

t l
ls an Extramural Investigator an ADJUNCT PRINCIPAL INVESTIGATOR? tryes BNo
Name of Adjunct Pl:

MEDICAL ADVISORY INVESTIGATOR (if necessary) Name, InsVBranch, Tetephone,
Address, Email and initial line:

ArhurSchaEkin,MD,DrPH DCEG/NEB301-59+2931,6120E @tivebtvd Rockvi i leMD20852

LEAD ASSOCIATE INVESTIGATOR - Name. InsUBranch, Telephone, Address, Email.
Check box if an NIH emDlovee and initial line:

@chal€ 
Leitsmann, MD, Dr. ;.H.DCEGNEB 301-4023491, 6't20 Aecuuve btvd. R@hrile MD 208s2

RESEARCH CONTACT: Name, InsvBranch, Telephone, Address, Email Check box if
an NIH employee and initial line:

6ffiyung Park, sc.D. DCEG/NEB 3Ot-594-6394,6120 Executive btvd. Rockviile MD 20852

ASSOCIATE INVESTIGATOR(S): Name, Institute/Branch, Tetephone, Address, Email
Check box if an NIH employee and initial line Attach list if necessary
t ffi {f v*vung pa*, sc.o. MO 20852

2. E5/t Sbven M@re, Ph.D. OCEGNEB 301-594-2415, 6120eteutive btud Rockviile MO 20g52
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Be sure to lnclude PRECIS <=400 words as first section of protocol)

E None
tr Male
E Female
E Children <18 tr Hisoanic or Latino
El American Indian/ Alaskan Native O Native Hawaiian or Pacific lslander

SUBJECT ACCRUAL CHARACTERISTICS:
Minimum Age Permitted 50
Maximum Age Permitted none
Pediatric B None E <zYr. tr 2€ Yrs tr 7-17 Yrs
Protocol involves healthy volunteeF? El Yes tr No
Are Healthy Volunteers NIH Employees? E Yes E No
Does the protocol permit sell rcfenal? El Yes E No
\Mll the protocol in\rolve adults unable to give informed consent? E Yes E No

PROTOCOL TYPE: (Check one):
tr Screening
O Training
0 Natural History - Disease Progression/ Physiology
tr Natural History - Sample/Data Collection or Analysis (Rmiting patients)
tr Natural History - Sampl€/Data Colleclion or Analysis (Not Re@iting parients)
E Pharmacokinetics/Dynamics
tr Clinical Trial: ldentify Phase (Check one)

t rPhase0  t rPhase l  OPhase l -2
EPhase2  t rPhase3  EPhase4

lf a Phase 3 Clinical Trial, is analysis for sex, racial/ethnic subgroups required
according to the NIH Policy and Guidelines on the Inclusion of Women and Minorities
as Subjects in Clinical Research? E Yes tr No D N/A

KEY WORDS (Words or phrase that describe the protocol )

1 web-based dietary assessment
2. web-based phvsical activitv assessment

IONIZING RADIATION USE 1xays, e g , CT: Edioisotopes, e g PET: etc ): check ail that appty
E None B Medically indicated E Research indicated'

*Complete NIH€&23a. ild attiach to this appli€tion Ssd a @py of entire prctmt and
NIH€&23a to Chair, Radiatitr Safety tor orcurent Eviil)

INVESTIGATIONAL NEW DRUG/DEVICE: E None tr IND tr tDE
'lf cporting moG than ms IND/IDE. list tr attadled sheet
FDA No.

IND/lDE Name:

o", "  3-  3-OB

Ssd to A@unlable Inwstigator

Sfid to Branch Chief, or CC
Dept Head of Acmuntable lnvestigator

Send to Institute/Ctrter Scientific Reviil
Committ€

Send to Clini€l Dreclor

Serd to Chair, lnstitulional Review Board

Smd to ffice of Prct@l Seruices,
thr@gh IRB Protocol Coordinator

Retum to Offi@ of Protocol Seryies,
('10/1s2318)

0 r - Qp*rrrrJ o",. V:J:-PE--
- PrinuType Nffie

tr Asian
tr Black or African American
tr White
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COMPLETION PRorocoLNo. gst-tJ\5a_
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