 Request to Conduct Research

PART I:  Research and Development – Request to Review

VA Pittsburgh Healthcare System (VAPHS),

Pittsburgh, PA
To complete: Select All, Copy, Paste into a new word document, Protect as Forms, Delete this Instruction Page and fill in information for pages 1-7.  To access links, unprotect.

To be submitted to the Office of Research 3 weeks before the meeting date of the appropriate subcommittee (IRB or IACUC); see calendar for schedule.  Complete the New Submission Checklist as you prepare your proposal and submit to the Research Office with all other required materials.

Note:  All Requests to Conduct Research must include this form, Part I plus other forms and materials as determined by your responses to queries herein.

If this is your first Research Proposal submitted through this VA Medical Center, please request an appointment with Dr. Ali Sonel to discuss your Request to Conduct Research.  Contact the Research Office at 412-954-5386.

INSTRUCTIONS

This Form and associated materials are required to initiate and facilitate R&D Committee approval for your research project. You may not begin any work described in the attached protocol until written approval by the local R&D Committee is received.

STEPS

1. Complete this form, PART I, in its entirety, complete other required forms (including Part II, III, IV, or V, their ancillary materials, and the New Submission Checklist and submit to the Research Office.
2. Attach a complete copy of your proposal.  The narrative will generally include:  Rationale, Background and Work Accomplished, Work Proposed, Resources, Collaboration, Publications, Literature References, and will depend on the agency to which you are submitting the proposal.  To access guidelines for specific VA supported grants, click here.  If you need further information on preparing your proposal, contact the Research Office at 412-954-5381.

3. Turn in entire packet to the VAPHS Office of Research located at 7180 Highland Drive, Building 2, Room 2073W.

4. Contact the Research Office 412-954-5380 with any questions or problems associated with your Submission.

Request to Conduct Research

PART I:  Research and Development – Request to Review

VA Pittsburgh Healthcare System (VAPHS)
Pittsburgh, PA
	1. 
	Principal Investigator/Program Director: 
	Last
	First
	MI
	Degree

	
	
	     
	     
	     
	     

	
	
	Phone #:
	     
	Ext:
	     
	  Mail Code:
	     

	
	FAX#:
	     
	Pager#:
	     
	E-mail:
	     

	
	
	

	2.
	VA Appointment (Check One):

Service:      
	 FORMCHECKBOX 
 Full-Time  


 FORMCHECKBOX 
 Consultant

 FORMCHECKBOX 
Contract

 FORMCHECKBOX 
 Part Time       /hrs wk
 FORMCHECKBOX 
 Without Compensation (WOC)




	3.
	New Investigators must submit an Investigator Data Sheet VA 10-5386.  An Optional Personal Data Form may also be submitted.  Co-Principal investigators who have not previously completed the Investigator Data Sheet must submit it as well. 

	
	

	4.
	Project Contact Information:  Is PI this project’s contact person?

 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
No*
*If No, access, complete, and submit Research Project Contact Information form.


	5.
	Project Title:

(142 characters maximum)
	     


	6. 
	Status of PI in Proposal:

(Check One)
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Awardee or Initiator

Coordinating Investigator in Multi-Site Study (including studies at VA and University of Pittsburgh)
Site Investigator in a Multi-Site Study

	
	Does PI have a dual appointment / University affiliation?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
  Yes ( Where?
     

	
	
	
	

	7.  
	Type of Submission:

(Check One)
	 FORMCHECKBOX 
  New
	 FORMCHECKBOX 
  Competitive Renewal of Active Project

	
	If Competitive Renewal, has the title changed? 
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


	8. 
	For VA Grants only:  Co-Principal Investigator(s):  (Enter only if project is funded; Must have a VA appointment and must be designated a Co-PI in application)

	
	 FORMCHECKBOX 
 NO CO-Principal Investigator 
	

	
	Last name, first name, MI, Degree
	
	Check if at another VAMC

	a.
	     
	 FORMCHECKBOX 

	

	b.
	     
	 FORMCHECKBOX 

	

	c.
	     
	 FORMCHECKBOX 

	

	9.
	Anticipated Starting Date (mo/day/year):      



	10.


	Funding Source: 
	LIST:  Specific Program, Institute, Company, or Agency/Foundation:

	
	 FORMCHECKBOX 

Dept of Veterans Affairs
	     

	
	 FORMCHECKBOX 

National Institutes of Health 
(NIH)
	     

	
	 FORMCHECKBOX 

Other Federal Government 
Agency
	     

	
	 FORMCHECKBOX 

Private Proprietary Company
	     

	
	 FORMCHECKBOX 

Voluntary Agency/Foundation
	     

	
	 FORMCHECKBOX 

None/Intramural
	     

	A budget must be submitted for any proposal that receives any form of financial assistance.  If no funds are budgeted for this project, a brief explanation must be included in the Research Plan Narrative under the topic ‘budget’.


	11.
	Abstract:  An abstract of <500 words organized to include:  Hypotheses to be tested, Objectives, Research Plan, and if basic science study, Relevance to the VA, must be attached to this form.  


	12.
	Project focus: 



	
Agent Orange:  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	Females:      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	Prisoners of War:    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	13.  


	Keywords:  (Minimum 3, maximum 6. Use MeSH terms only. Enter one term per line. Listing is available in VAPHS Research Office

	
	a.      
	b.       
	c.      

	
	d.      
	e.     
	f.     



	14.


	CONFLICT OF INTEREST: The potential for conflict of interest exists when an individual’s personal or private interests might lead an independent observer to reasonably question whether or not actions or decisions were made for personal or financial interests.  The PI and Researchers who contribute 5% or more effort to this project must complete and sign a Conflict of Interest form and submit it to the Office of Research with this packet.


	15.
	Do you currently have the resources necessary (e.g., coordinator, physical space, information technology) to protect the safety of participants and the confidentiality of their data during the conduct of this study?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No ( If no, please explain how the resources will be obtained before the study is initiated:




	16.
	Use of off-site- ancillary service facilities (e.g. radiology services, CORE labs.):   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
If yes, please provide the following information:

Location (institution, building, room#):     
 Brief description of the project activities at this site:      


	a.
	  Utilizing off-site storage of biological specimens

 

	b.
	       1) Will sample(s) be stored off site at a for-profit organization for > 90 days?                FORMCHECKBOX 
  Yes   FORMCHECKBOX 
No

       2) Will sample(s) be used for any purpose other than to monitor subject safety?            FORMCHECKBOX 
   Yes   FORMCHECKBOX 
No
       3)  Will sample(s) be stored at a non-profit organization for > than 5 years?                 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If the answer is yes to any of the above questions, you must have ORD tissue banking approval.
Are you banking specimens for future use?                                                                      FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

(Biological specimens collected and stored for future research purposes that are beyond the scope of work described in the original protocol.)
For additional guidance on tissue banking, please contact vhapthresearchcompliance@va.gov.


	Repeat this information as necessary if multiple off-site facilities will be used.

	

	


	17.        Transmission/Transfer/Storage of Research Data

a. Is VA research data collected in conjunction with this study transmitted, transferred, or stored outside of VAPHS?

 FORMCHECKBOX 
 NO


 FORMCHECKBOX 
 YES 

b. Is the data transmitted, transferred, or stored off-site considered VA sensitive information (as defined in VHA Handbook 6500)?

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES 



	If answer to items a. or b. are Yes, this must be reflected consistently in the Protocol, Consent Form, Appendix C, and Off-Site Transfer/Storage of Research Data Request, as applicable.

	

	

	

	

	18. 
	Use of VA personnel, patients, facilities or other resources:

	a.  
	Does the project involve use of VA-funded personnel effort?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No                         

	b.
	Are VA patients or VA patients’ private health information included in the study?
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

	c.  
	Are VA space or facilities used for the study?
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

If Yes:   Existing VA  location(s) (Bldg, Rm #(s):       
Requesting new VA Space?                                                        
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes:   How Much:       


	d.  
	Are other VA resources used for the project (e.g., data bases, human specimens, etc)? 
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No                                                                              

	
If ANY responses are YES, complete the rest of “Request to do Research Part I” as relevant.


If ALL answers are NO, skip to signature section on page 7. 



	19.  Institutional Support: (Mark each item.  *If ‘Yes’, letters of Support/collaboration must be attached).  

	Laboratory
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Medicine
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Pharmacy
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Radiology
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Nuclear Med. 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Nursing
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 

	Psychiatry
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Outpatient
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Surgery
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	

	Lab Space

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	If Yes, Bldg and Room:     

	Research Registry
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	If Yes, Specify Administrator:      

	Other 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	If Yes, Specify:      


	20.
	All Personnel listed on the Project Protocol: Co-Investigators, Collaborators, Nurses, Researchers, Support Staff- anyone who will be accessing patient or other data involved with this research study- must be listed in the following Form.


VA Pittsburgh Healthcare System (VAPHS): Research Project Staff Form
*VAPHS Research Staff Training Requirements*
Personnel subject to requirements for Training, Credentialing, Privileging, Education verification, and Authorization to engage in research at VAPHS:

1. Fill in the following table and follow these instructions for research personnel who participate in research At VAPHS.  (Certain research personnel who do not come to VAPHS are exempt from VAPHS credentialing, privileging, and Authorization; list them in Section II).

2.  All personnel working at VAPHS must have a VA appointment, either paid or working without compensation (WOC).  New personnel must apply for an appointment with the Research office.

3. If the individual is new to VAPHS, FORM 1: Application for Authorization to Conduct Research at VAPHS and associated materials must be completed.

4. Current Research personnel who have completed FORM 1 need not resubmit; If the researcher’s duties and responsibilities for the project OR the supervising PI has changed, a new Function Statement or new Research Addendum to Scope of Practice must be submitted.
I. VAPHS Research Personnel 





	
	Researcher
	Role in Project**
	E-mail address
	Phone Number
	% Effort in Project
	##Animal Research
	Lab Res.
	Human Subject 

Research 

	1
	     
	A (PI)
	     
	     
	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 

	2
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 

	3
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 

	4
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 

	5
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes

	6
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 


## Includes contact with animals (live or dead), their viable tissues, body fluids, or wastes, and requires enrollment in either the VA AEPMP or University of Pittsburgh Medical Surveillance Program for Animal Users         
II. EXEMPT Personnel (those for whom you are requesting exemption from VAPHS requirements for training, education verification, credentialing, and Authorization)

1. Exempt researchers include those investigators based at other institutions, members of data safety boards, technicians who perform routine clinical tests on Human specimens. (Consult Nick Squeglia, at 412-954-5387) for clarification of those eligible for EXEMPT status).

2. Submit “Request for Exemption” forms for all personnel listed below.

	
	Researcher
	Role in Project**
	E-mail address
	Phone Number
	% Effort in Project
	VA Lab/Animal Research
	Human Subject Research 

	1
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 

	2
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 

	3
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 

	4
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 Yes 


**A=Principal Investigator; B=Co-investigator, C=Coordinator/Project Manager (The VAPHS considers the individual responsible for day-to-day study activities and IRB correspondence to be the coordinator/manager.  For Human Research Studies:  If no coordinator is identified, the PI will be responsible for fulfilling the IRB educational requirements for coordinators.) , D=Other Staff

	21.  

	The Institutional Biosafety Committee (IBC) must review all protocols and/or submissions for funding that involve safety hazards to personnel and/or the environment.  Responses to the following questions will determine whether you need to submit PART II:  Institutional Biosafety Committee Protocol Survey  for IBC review.  

Does the research performed at the VAPHS involve the use of any of the following?

a.
Human or non-human cell or tissue samples 

(including cultures, tissues, blood, other bodily fluids or cell lines)* 
  FORMCHECKBOX 
 Yes**
 FORMCHECKBOX 
 No 

*Work with human blood, body fluids, tissues or cells mandates education/training and annual update in “Universal Precautions” to minimize the risk of infection from these substances.  It is the responsibility of the Principal Investigator to verify that all research personnel comply with this mandate.

**If the answer is YES, please list the research personnel who will be handling human or non-human samples and identify the Service Line responsible for training and education. If Clinical/Pathology Service personnel are the only individuals who will be handling these specimens, record “Clinical/Pathology Personnel” under “Name” below. 

NAME

Service Line

Last 5 digits of SSN

     
     
     
     
     
     
     
     
     
     
     
     
b.
Biological Hazards

(Microbiological or viral agents, pathogens, toxins, select agents as defined in Title 42 Code of Federal 
Regulations (CFR) 72.6, or animals infected with these materials)
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
c.
Animals and/or animal blood, body fluids, organs, tissues, cell lines or cell clones? 
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If YES, complete and submit PART IV ACORP 
d.
Recombinant DNA (e.g. probes, PCR, etc) 
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
e.
Chemicals:

(1) Toxic chemicals (including heavy metals) 
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
(2) Flammable, explosive, or corrosive chemicals
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
(3) Carcinogenic, mutagenic, or teratogenic chemicals
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
(4) Toxic compressed gases
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
(5) Acetylcholinesterase inhibitors or neurotoxins
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
f.
Controlled Substances
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
g.
Ionizing Radiation: 


(1) Radioactive materials  (in animals or lab procedures) 
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


(2) Radiation generating equipment (non-human use) 
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If YES to (g) 1 or 2, complete and submit PART V:  Request for Use of Radioactive Materials in Research 
(Contact Radiation Safety Officer at 412-688-6381 with any questions)
h.
Nonionizing Radiation:


(1) Ultraviolet Light
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


(2) Lasers (class 3b or class 4) 
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


(3) Radiofrequency or microwave sources
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	· Complete PART II:  Institutional Biosafety Committee Protocol Survey  if research personnel will be handling human or non-human cell or tissue samples (21a) and/or any of the boxes for 21b-h are checked “Yes.” 

· Do not complete Part II if all of the boxes for 21a-h are checked “No,” or if 21a is the only box checked “Yes” and only Clinical/Laboratory Personnel (i.e., no research staff) will be handling the samples.

 Contact the Institutional Biosafety Coordinator at 412-954-5382 with questions related to Part II or Part IV.

	22.
	Human Studies:  Completion of materials described in PART III is determined by your specific protocol. Projects requiring IRB review include those involving human data, documents, surveys, questionnaires, records, pathological specimens, or diagnostic specimens (see IRB Standard Operating Procedures, Section 3, for definition of Human Subjects Research).
Check each item and submit forms/packet to the Research Office for distribution to the appropriate review group/subcommittee as noted.

	a.
	Human Subjects/Patient Information
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes(
	Complete PART III: Human Subjects for IRB review. 



	b.
	Investigational Drugs

(Complete Investigational Drug Information Record
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes(
	Complete PART III: Human Subjects for IRB review. 

IND # (s), if applicable:

	c.
	Investigational Devices
	 FORMCHECKBOX 
 No 
	 FORMCHECKBOX 
 Yes(
	Complete PART III: Human Subjects for IRB review.

IDE #(s), if applicable:


	d.
	Human Exposure to Radiation (other than procedures that are consistent with the customary standard of clinical care)
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes(
	Complete PART III: Human Subjects for IRB review.
Contact Dr. B. Kart at Ext 60-3275 or Barry.Kart@va.gov for the procedures necessary for Approval by the VA Radiation Safety Committee.  Refer to Human Subject Exposure to Ionizing Radiation  for assistance in preparing your protocol.

	
	
	 FORMCHECKBOX 
 X-Rays

 FORMCHECKBOX 
 PET Scans

 FORMCHECKBOX 
 CT Scans

 FORMCHECKBOX 
 Radiation Therapy
	(The VA RSC application form is identical to that required by the University RSC; access here, complete, and submit to the VA Radiation Safety Committee if needed.)

	
	
	 FORMCHECKBOX 
 Radioactive Materials Administered without imaging

 FORMCHECKBOX 
 Radio-pharmaceutical Therapy


	e.
	Does this project involve the transfer or storage of data outside of VAPHS?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes(
	Submit the VAPHS Request for Approval of Off-Site Storage/Transfer of VA Research Data form with supervisor signatures (note: submissions will not be reviewed by the appropriate subcommittee without these approvals in place). 




	23.
	Principal Investigator’s ACKNOWLEDGEMENT & CERTIFICATION



	
	My signature below certifies that all of the information provided is a true and accurate statement.  As the    designated Principal Investigator for the described research study, I will insure the protocol is carried out in full compliance with all local, agency and other regulatory bodies’ policies and procedures.

I agree to insure that proper acknowledgement of the Department of Veterans Affairs’ research support is always given by me in any scientific publications, presentations, media interviews and other professional activities.  As a VA investigator, I agree to initiate and document references to VA where either direct or indirect support for the research emanated from VA, either in the form of research funding, resources (e.g. facilities or patients), or as a result of my full-time, part-time, or without compensation (WOC) employment status.  I understand that failure to acknowledge VA support or employment, may result in discontinuation of current VA R&D funding and/or ineligibility to receive future R&D funding for up to 5 years.  In extreme circumstances, it may also result in the revocation of the privilege to conduct research at the VA.
I recognize that I have an obligation to protect the rights and welfare of research participants.


	
	Principal Investigator
	
	
	

	
	
	(Signature)
	
	(Date)


	24.
	The PI is responsible for obtaining signatures below to verify appropriate INSTITUTIONAL APPROVAL:  

	
	The Resources necessary for the performance of these proposed studies are available and adequate, and I approve their use for this project.

	
	The PI has requested _______% effort to devote to this project.  I approve this allocation of the principal investigator’s time for this project.

	
	Section Chief 
(If applicable):
	
	
	

	
	
	(Typed)
	(Signature)
	
	(Date)

	
	Service Line VP or ACOS/R&D:
	
	
	

	
	
	(Typed)
	(Signature)
	
	(Date)
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