WIRB Initial Review Cover Letter


	Date:
	
	

	
	
	

	To:
	Western Institutional Review Board

3535 Seventh Avenue SW

Olympia, WA 98502-5010

	
	
	

	From:
	
	, Principal Investigator 

	
	
	

	Re:
	Protocol No.:
	

	
	Title:
	

	
	
	

	
	
	


As indicated by the boxes checked below, the enclosed documents are submitted for Initial Review:

( WIRB Initial Review Submission Form

(
Protocol (date:  
)

(
Amendments (dates for those included: 

)

(
Investigator’s Brochure, if applicable (dates for those included: 
)

(
Signed FDA Form 1572, if applicable, with WIRB listed as the IRB (date: 
)

(
FDA letter granting an IDE for the proposed use, sponsor letter stating that the study is a non-significant risk device study, or letter explaining why the investigation is exempt from the IDE requirements under 21CFR 812.2(c) or otherwise exempt.
(
Complete grant application, if submitted to a Federal agency.

(  Informed consent form (hard copy)


OR

(
Informed consent form (MS Word, 3.5” DISKETTE)

(
Advertisements (How many? 
)


(  Curriculum Vitae for Principal Investigator and all Sub-Investigators

(  Professional License for Principal Investigator


(
Professional Licenses for all Sub-Investigators (if applicable)


(
Radiation Safety Committee Approval (if applicable)
(  Investigatonal Drug Pharmacy confirmation of submitted management plan (if applicable)
(
VCU Conflict of Interest Disclosure/Reporting Form.  Include Supplement Form if Question A on the COI Form is checked ‘yes’
(
Other documents (
)

1.
Does this project involve FEDERAL sponsorship or “down-stream” federal support? 
( Yes

( No 

2. 
Have you submitted a related research funding proposal(s) to the VCU Office of Sponsored Programs?  

( Yes

( No  
If yes, you must provide the PT/PD # for each associated research application/proposal:




Name of Sponsor








PT/PD #

_____________________________________

__ __ __ __ - __ __ __ __ 

_____________________________________      __ __ __ __ - __ __ __ __
3.
A.
Does this project involve the use of Recombinant DNA, Bio-Hazardous 
Substances including pathogenic or potentially pathogenic viruses and bacteria (e.g., Adenovirus, HIV, Hepatitis B), Carcinogens, or Acute Carcinogens, Mutagens, Teratogens, Acute Toxins, or Select Agent Materials?  
( Yes (Proceed to 3-B)

( No (Proceed to Question 4) 

B.
Institutional Biosafety Committee (IBC) approval is required if you answered YES to this question.  Do you have IBC approval for this project?  

( Yes (Attach copy of IBC Approval Letter

( No (Contact Chemical and Biological Safety Office at 828-4866 for approval information)
Note: See also http://views.vcu.edu./oehs/chemical/ 
4. 
A.
Does this project involve the use of any procedure(s) that will expose the research subject to ionizing radiation?

( Yes (proceed to item B)

( No (proceed to question #5)
B. If all of these procedures are for the direct clinical benefit of the research subject, check YES.  If any of these procedures are of research interest only and will not affect the clinical management of the research subject, check NO.

( Yes (no further information required)
( No (proceed to item C)
C. Radiation Safety Committee (RSC) approval is required if you answered “No” to item B.

            Do you have RSC approval for this project?
( Yes (attach a copy of RSC approval letter)

( No (contact the Radiation Safety Section at 828-9131 for approval)                       information.  See also http://www.vcu.edu/oehs/radiation/humanuseguide.pdf

5. 

A.  
Does this study involve cancer patients, their families, or their health care  

providers?

( Yes
( No
  

B. Is this a Cancer Prevention Study?

( Yes
( No
  

If yes to item A or B, the research study must be reviewed and approved by the Massey Cancer Center Protocol Review and Monitoring System Committee before IRB review, and a copy of the approval letter provided.  For information, see http://www.massey/vcu.edu/research/?pid=2013
 or call the PRMS Coordinator at 628-1924.

6.      Will approved drug(s) be used in this project?  
( Yes [if yes, supply name of drug(s)]_________________________________

( No
6a.

Will investigational drugs or biologics be used in this project?

( Yes [if yes, supply name of drug(s)]_________________________________


( No
6b.

Will the VCU Investigational Drug Pharmacy (IDP) be used? (required for all 


inpatient studies)



( Yes  

( No - See below
If no to item 6b, you must submit a descriptive plan to the Investigational Drug Service (IDS) Pharmacy regarding appropriate drug storage and dispensing for any investigational drugs or biologicals used in the research. Guidance and the form for describing the management plan is located at http:// www.investigationaldrugs.vcu.edu.  Submit the form to the IDS.  Upon IDS’s receipt of the plan, an email response containing the plan is generated.  Include the IDS confirmation of receipt with this submission. For assistance, please call the Investigational Drug Pharmacy at 828-7901.


7.
Are you evaluating marketed medical device(s) (including 510k devices) in this project? 

( Yes [if yes, supply name of device(s)]________________________________
(  No
8.
Are you evaluating investigational medical device)s) or a new use for marketed medical device(s) in this project? 

( Yes [if yes, supply name of device(s)]________________________________

( No

9.
Will biologic(s) be used in this project?  

( Yes [if yes, supply name of biologics(s)]______________________________

( No
10.

Will this project be conducted in the General Clinical Research Center (GCRC)?

( Yes  

( No
  

11.
Is your project: (1) involving human subject activities conducted by Navy and Marine Corps personnel; (2) involving naval military personnel and Department of Navy (DoN) employees as research subjects; (3) supported by naval activities through any agreement (e.g., contract, grant cooperative agreement, development agreement [CRADSs], or other arrangement), regardless of the source of funding, funding appropriation, nature of support, performance site, or security classification; or (4) using DoN property, facilities or assets?
( Yes 

( No
  

12.

Will this project be conducted in a VCUHS patient care area or involve VCUHS    

             patients?

( Yes  

( No
 
Signature of Principal Investigator
Date


Prepared and sent to WIRB by:

Printed Name/Title




Signature

Date
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