HUMAN SUBJECTS RESEARCH AT BNL

1.
Funding application 


Approval by Department Chair (BNL)
2.
Biostatistics



Approval by Biostatistician (SBU)
3.
Experimental Safety Review (ESR)



Approval by Department ESR Committee (BNL)
4.
Life Sciences Quality Assurance Committee (LSQAC)



Approval by LSQAC (BNL)
5.
Credentialing



Approval by Credentialing Committee (BNL)
6.
Department



Approval by Department Chair (BNL)
7.
Radioactive Drug Research Committee (RDRC)



Approval by RDRC (BNL)
8.
General Advisory Committee (GAC)


Approval by GAC (SBU)
9.
Committee on Research Involving Human Subjects (CORIHS)
Approval by CORIHS (SBU)
10.
Clinical Research Center (CRC) 



Investigator File 



Approval by CRC Manager (BNL)

Subject Record




Approval by CRC Manager (BNL)


Adequacy of CRC resources



Approval by CRC Manager (BNL)
Application Package Checklist

Consult website for forms and due dates: http://www.bnl.gov/ora/ORA.asp

Always use latest version of forms found on website

FORMS

(  Request for IRB Review Form

(  GAC Protocol Cover Sheet

(  Research Protocol
(  Biosketch

(  GCRC Protocol Submission Form

(  CORIHS application

(  Inclusion/exclusion criteria checklist

(  Consent Form(s)

(  Grant/funding application

GUIDELINES
Protocol
Spell check

Grammar check

Context check

Read questions and make sure answers are appropriate and in lay terms

Make sure information in all documents corresponds

Page number each document

Do not staple documents

Make sure all documents referenced in protocol are attached

E-mail all forms: mallon@bnl.gov

Consent Forms

Do not use abbreviations 

Write out numbers (use six instead of 6)

Must be easily understood by lay people

More than one consent may be required 

Make sure all information in protocol is in the consent form and vice versa

Use checklist and do not forward to ORA until complete

BROOKHAVEN NATIONAL LABORATORY
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CONTACT LIST

All Institutional Review Board policies, procedures and documents are available on the Office of Research Administration website: http://www.bnl.gov/ora/ORA.asp
The Clinical Research Center Policies and Procedures Manual is available on the Medical Department website: http://www.medical.bnl.gov/medical.htm
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