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NATIONAL INSTITUTES OF I-IEAITH CLINICAT CENTER Public Health Service

Warren G. Magnuson Clinical Center
Mark O. Hatlield Clinical Rssearch Genter

Building 10, Room 132318
'10 Center Drive, MSG 1192

Bethesda, MD 20892
Telephone: (301 ) 496-0744

Date:

To:

From:

Subject:

Title:

Protocol
Number:

May  13 ,2010

Michael Alavanja, Ph.D.
EPS/8109

Cherie Bonds-Beeken, Protocol Specialist
Office of Protocol Services

Initial Protocol Approval

Study of Biomarkers of Exposure and Effects in Agriculture

lO-c-N106

The final patient safety and resource review was conducted by John I. Gallin, M.D., Associate Director for Clinical
Research of the National Institutes of Health Clinical Center on 0511112010. The Office of Protocol Services has assigned
your intramural research protocol, number 10-C-N106 which will be due for continuing review on0lll9?Oll .

OPS or your IRB Office will notifo you 120 days prior to the review. However, Federal regulation and NIH policy require
that you report promptly any unanticipated problems involving risks to subjects or others, or serious harm involving
subjects, to your IRB. In addition, substantive changes in research activities, during the period for which tRB approval has
been given, may not be initiated by you without prior review and approval by your IRB, except where necessary to eliminate
apparent immediate hazard to subjects.

Ifyou have any questions regarding protocol review, approval or reporting procedures, please contact Lynn Sayers, your
Protocof Coordinator at (301) 402-7221.

cc: Protocol Coordinator



 

 

 

 

 

 

 

 

 

 

Date: April 28, 2010 
 
To: Marsha Dunn and Kate Torres, Co-Directors 
 
 

From: Kerry Levin, Chair Westat IRB     
                                                                        

 
Subject: Expedited Approval of  “Study of Biomarkers of Exposures and Effects in 

Agriculture”, Project 8494.28.01  
FWA 0551 

 
As Chair of the Westat Institutional Review Board (IRB), I reviewed the materials submitted for the 
following: Biomarkers of Exposures and Effects in Agriculture, Project 8494.28.01. The Westat 
IRB reviews all studies involving research on human subjects. This study is being funded by 
National Cancer Institute and the Environmental Protection Agency. The National Cancer Institute 
is the proposed IRB with oversight of human subjects protections for this study.   
  
The purpose of this study is to collect questionnaire data and biological specimens from 1,600 
pesticide workers (ages 50 and above) to determine if there is an increased risk of cancer associated 
with exposure to occupational and environmental chemical and substances.  
 
As the study’s Coordinating Center, Westat will be responsible for the following: 
 

 Programming questionnaires  

 Documenting study procedures 

 Training field staff on data collection procedures  

 Processing participant data 

 Monitoring activities in the field 

 Handling the supply, shipment, tracking and receipt of the biospecimens 
 
Westat will not have access to identifiable data. All data transactions will be completed using a study 
identification number. Password protected laptops will be used in the field and paper copies stored 
in securely locked cabinets.  
 
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 is also approved (45 CFR 46 117) 
to obtain verbal consent over the telephone and inquire about cancer screening practices. 
Documented informed consent will be collected at the scheduled home visit. 



-2- 

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 April 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 

Susan Crystal-Mansour 





Centers for Public Health Research and Evaluation

March 10, 2010

Charles E. Knott, MPA, PMP
Battelle CPHRE
100 Capitola Drive, Suite 200
Durham, NC 27713

Dear Mr. Knott:

As Chair of the Battelle/CPHRE Institutional Review Board (IRB) I have reviewed the full
study implementation submission dated 3/3/2010 for the study entitled "Study of Biomarkers
of Exposures and Effects in Agriculture, AHS Ancillary" (FG004905-Y102) and grant
expedited approval to proceed with the study. The study is minimal risk.

As with all Battelle/CPHRE studies, this study will be subject to continuing review next year.
The current approval expires 3/9/2011. We will send you notification at the appropriate time.
In the meantime, should any changes occur in your protocol, please inform the IRB and
submit the changes for review. Similarly, the IRB needs to be notified in the event of any
injury or unexpected outcome arising from this study.

Sincerely,

Margaret R. Pennybacker, PhD
IRB Chair

cc: Brigette Brevard
Contracts
Jan Jaeger

INNORINNERININ"M



Battelle/Centers for Public Health Research and Evaluation
100 Capitola Drive, Suite 200

Durham, NC 27713

Federal-wide Assurance No. FWA00004696 (IRB No. 284)

INSTITUTIONAL REVIEW BOARD NOTICE OF APPROVAL

PROJECT DIRECTOR: Charles Knott

PROJECT TITLE: Study of Biomarkers of Exposures and Effects in Agriculture, AHS Ancillary

CLIENT: Westat (NCI funding)

	

PROTOCOL DATE: 3/3/10

BATTELLE PROJECT CODE: FG004905-Y102

	

or PROPOSAL NUMBER: _(fpreaward)

NATURE OF REVIEW: (check one)

FULL MEETING DATE:

X EXPEDITED (spec f, reason): minimal risk

EXEMPT (sped reason):

TYPE OF APPROVAL: (check one)

PRELIMINARY. SCHEDULE NEXT REVIEW PRIOR TO INVOLVEMENT OF HUMAN SUBJECTS.

PRETEST/PILOT TEST. SCHEDULE NEXT REVIEW PRIOR TO FULL IMPLEMENTATION.

X FULL IMPLEMENTATION.

RENEWAL/CONTINUING REVIEW.

AMENDMENT DATED

Please note the following requirements:

PROBLEMS OR ADVERSE REACTIONS: If any problems in treatment of human subjects or unexpected
adverse reactions occur as a result of this study, you must notify the IRB Chairperson immediately, then
complete an Adverse Event/Incident Report and forward it to the CPHRE IRB Administrator.

CHANGES IN PROTOCOL: If there are any changes in procedures or study protocol, you must notify the
IRB Chairperson and submit the revisions for review before they are implemented.

RENEWAL: You are required to apply for renewal of approval at least annually for as long as the study is
active unless the Board finds it necessary to require more frequent reviews. Your next continuing review
date should be on or before 3/9/11.

IRB Chairperson

	

Date

Margaret R. Pennybacker, PhD
Print or Type Name

X Copy of approved Informed Consent on file.

cc: Project Director
IRBAdministrator
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