
VA NEW YORK HARBOR HEALTHCARE SYSTEM

RESEARCH AND DEVELOPMENT

Projects involving humans as subjects of research require the review and approval of the Subcommittee for Human Studies, which is the VA equivalent of an Institutional Review Board (IRB). The research activity can only be initiated after the Research and Development (R&D) committee grants final approval.

The information requested is needed for the IRB determinations including evaluation of risk and potential benefits of this proposed research. Complete this questionnaire only if item A applies. Human Subject is defined as a living individual about whom an investigator conducting research obtains data through intervention or interaction with the individual or through identifiable private information (38 CFR 16.102(F)). For questions regarding this form please contact the IRB Manager at 212-686-7500 x 4455.
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Veterans      Administration
	HUMAN STUDIES QUESTIONNAIRE



	NAME OF PRINCIPAL INVESTIGATOR AND DEGREES HELD: 

     
	E-MAIL  ADDRESS & TELEPHONE NUMBER: 
     


	Study Coordinator/Contact Person:  (Check box if you prefer that all Correspondence be sent to this person) 

 FORMCHECKBOX 
       
	E-MAIL  ADDRESS & TELEPHONE NUMBER: 

     


	PROJECT NO.       
	DATE:        
	OTHER CONTACT # /TEL/PAGER:
      

	STUDY TITLE:        



A. Is this Activity Research Involving Human Subjects?     
    
      FORMCHECKBOX 
 
1. Check all that apply:




Mark the box above if item A is No.
 FORMCHECKBOX 

The research involves obtaining information about living individuals.
 FORMCHECKBOX 

The research involves intervention or interaction with the individuals.
 FORMCHECKBOX 

The information obtained is individually identifiable
.
 FORMCHECKBOX 

The information obtained is private
.
2. Research activity includes:
 FORMCHECKBOX 

Data repository


 FORMCHECKBOX 

Event monitoring

 FORMCHECKBOX 

Instruction/Counseling

 FORMCHECKBOX 

Interview/Survey 

 FORMCHECKBOX 

Retrospective Chart Review

 FORMCHECKBOX 

Tissue Repository

 FORMCHECKBOX 

Use of Focus Groups


 FORMCHECKBOX 

Video or Audio Taping

 FORMCHECKBOX 

Telehealth 



 FORMCHECKBOX 

Other: Specify      
B. Funding Source or Sponsor:


       Not applicable-    FORMCHECKBOX 

Mark the box above if this study is none-funded.

1. Indicate type of Grant Submission where applicable: 
Attach copy of Grant Application where applicable.
 FORMCHECKBOX 

VA MERIT


 FORMCHECKBOX 

COOP Study

 FORMCHECKBOX 

NIH



 FORMCHECKBOX 

Other. Specify      
2. Funding Start Date:                   
to               
3. Will this work be done if the project is not funded?
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

4. If yes to question 3 above, please describe how the resources necessary to complete the project will be assured.

     
5. Attach copy of completed budget page.
6. Indicate date on which you expect to start and end this research if different from the funding start date listed above. 

Start Date:      

  End Date:       
C. Study Design:
   







      FORMCHECKBOX 
  
1. What is the purpose of the research?

     
2. List specific procedures to be performed upon human subjects as part of research:
	√
	Check each procedure that will already be performed as part of routine diagnostic or therapeutic care of the subject

	
	1. 

	
	2. 

	
	3. 

	
	4. 

	
	5. 

	
	6. 

	
	7. 


3. Identify alternative procedures or treatments of advantage to the subject from which the subject is excluded by virtue of the subject's participation in this research.

     
4. If any deception (withholding of complete information) is required for the validity of this activity, explain why this is necessary and attach a debriefing statement.

     
     
5. Tissue Repository:
 Check all that apply:
 FORMCHECKBOX 

a) All human biological specimens, as well as the linked clinical data collected as part of research projects conducted by VA investigators in VA facilities or approved off-site locations are maintained at VA approved tissue banks.


 FORMCHECKBOX 

b) The human biologic specimens obtained could be part of, or lead to the development of a commercially valuable product.
 FORMCHECKBOX 
c) The human biological specimens obtained are to be retained after the end of the study
 FORMCHECKBOX 

d) The study involves genetic testing.

 FORMCHECKBOX 
e) If using a non-VA tissue bank, a VA Central Office documentation of approval for tissue banking or applicable waiver is attached.
D. Consideration of Risks:






      FORMCHECKBOX 

Mark this box if item D is NA.

1. Describe the risks that may result from the research based on the following classifications. Indicate if none by checking the box.  
A. Physical Harms (e.g. minor pain, discomfort, injury from invasive procedures, or harm from drug side effects).

 FORMCHECKBOX 
   None


     
B. Psychological Harms (e.g. depression, confusion, hallucination, stress, guilt, embarrassment, invasion of privacy).
 FORMCHECKBOX 
   None


     
C. Social and Economic Harms (e.g. loss of employment, criminal prosecution, embarrassment within the subject’s business or social group, stigma, added costs, breach of confidentiality). 

 FORMCHECKBOX 
   None

     
2. List steps taken to minimize risk(s) mentioned above. (Provide follow up plan for handling anticipated side-effects): 
     
3. What is the impact of study design on risk (sources and mitigator of risk)?  
     
4. What are the provisions for safety monitoring?
  
     
5. In the absence of a formal DSMB or DMC
, describe the provisions for monitoring the data and ensuring the safety of participants:

	Check all statements below that apply to this study and provide details as applicable:

	 FORMCHECKBOX 

	Monitoring adverse events.
	     

	 FORMCHECKBOX 

	Conducting a meaningful and systematic evaluation of adverse events.
	     

	 FORMCHECKBOX 

	Periodically reviewing the research to determine whether the risk/benefit ratio has shifted, there are unanticipated findings involving risks to subjects, and any new information should be provided to subjects.
	     

	 FORMCHECKBOX 

	Determining whether the study should be continued in light of emerging information.
	     

	 FORMCHECKBOX 

	Other. Provide details:
	     


E. Vulnerable Subjects:







      FORMCHECKBOX 

Mark this box if item E is NA.

1. Indicate vulnerable populations that may become potential subjects in this research.  These are populations who may be less capable of understanding the nature and risks of the research or who may be more subject to coercion.
(Check all that applies)

 FORMCHECKBOX 
  VA employees

 FORMCHECKBOX 
  Economically disadvantaged persons


 FORMCHECKBOX 
  VA volunteer

 FORMCHECKBOX 
  Educationally disadvantaged persons


 FORMCHECKBOX 
  Pregnant women

 FORMCHECKBOX 
  Terminally ill 

 FORMCHECKBOX 
  Mentally disabled

 FORMCHECKBOX 
  Other: Specify       

2. Please provide reasons for including vulnerable subjects: 
     
     
3. List additional safeguards that were included to protect the rights and welfare of vulnerable subjects. List steps taken to avoid causing potential subjects to be or feel coerced into participating in the research.
 
     
4. Check the statements below that apply to this research.  

 FORMCHECKBOX 
  No additional safeguards are needed.

 FORMCHECKBOX 
  No vulnerable populations will be included in this research.

 FORMCHECKBOX 
  All subjects are presumed to be legally competent.

F. Subject Selection: Not applicable to chart review studies with no patient interaction. FORMCHECKBOX 

Mark this box if item F is NA.

1. Indicate type of subject included in this research:
Specify      Age range:  From        y.o. 
  to        y.o.


(Check all that applies)

 FORMCHECKBOX 
  Patients



 FORMCHECKBOX 
  Physicians/Healthcare Provider


 FORMCHECKBOX 
  Healthy volunteers

 FORMCHECKBOX 
  VA Employees


 FORMCHECKBOX 
  Non-veteran population

 FORMCHECKBOX 
  Other: Specify       

2. Number of subjects to be recruited from each source:  

	VA NYHHS New York Campus
	     
	 

	VA NYHHS Brooklyn & St. Albans Campus
	     
	

	Veterans Center at Chapel St.
	     
	

	Total subjects from NYHHS:
	     
	

	Total from other VA Medical Centers:
	     
	

	NYUSOM Hospital
	     
	

	Other non-veteran population
	     
	

	Total from all other non-VA sites:
	     
	

	Total for entire study including all sites:
	     
	


3. Justification for number of subjects proposed. Explain statistical procedures used to arrive at the number of subjects proposed to test hypothesis. Indicate the page number(s) in the protocol that detail(s) the power analysis.

     
     
4. Sources of subjects: Describe clinic, in-patient or out-patient, or hospital service area where investigator intends to target recruitment.
     
     
5. Justify investigator access to the population that would allow recruitment of the required number of subjects:  
     
     
     
6. Criteria for subject selection:
     
     
7. Criteria for subject exclusion:  
     
     
8. Check box if applicable and provide justification:
 FORMCHECKBOX 

a)  Groups of population who might potentially benefit from this research are excluded from participating?

 
     
 FORMCHECKBOX 

b)  Please provide scientific and ethical justification for any exclusion of specific gender, age, and racial or ethnic groups:   
     
G. Methods of recruitment:






      FORMCHECKBOX 
 
Mark this box if item G is NA. Purely chart review studies for example may not have recruitment methods.
1. What methods are used to obtain information about individuals who may be recruited to participate in the research study?  
 FORMCHECKBOX 
  Medical Chart Review
 FORMCHECKBOX 
  Database search (Pharmacy record, Labs and other diagnostic tests)

 FORMCHECKBOX 
  Clinical consult/Referral

 FORMCHECKBOX 
  Survey/questionnaire
 FORMCHECKBOX 
  Other. Describe here.      
2. Does it involve the use of personally identifiable records such as protected health information (PHI)?  




 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

3. Is there authorization to use PHI?
 FORMCHECKBOX 
 NA

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

If  the answer is YES in # 2 above and NO in #3, please complete the Supplement: Request for IRB Waiver of Authorization to Access and Use PHI for Research.

4. Describe all recruitment methods employed. Attach copy of advertisements and other recruitment materials.  
 FORMCHECKBOX 
  Advertisement (radio and print ads):      
 FORMCHECKBOX 
  Posted Flyers:      
 FORMCHECKBOX 
  Mailed Letter:      
 FORMCHECKBOX 
  Referral:      
 FORMCHECKBOX 
  Personal approach:      
 FORMCHECKBOX 
  Other. Describe here:      
5. Describe provisions to protect the privacy of participants.

     
6. Justify the need to recruit subjects outside the VA population
, if any. Note: All non-patient and/or non-veteran research participants must be enrolled into CPRS for documentation.
     
H. Confidentiality:







      FORMCHECKBOX 
  
Mark this box if item H is NA.

1. Complete and attach a completed "Supplement to research protocols involving the use of Individually-identifiable Health Information (IIHI)” if any of the items below are checked.
 FORMCHECKBOX 

a.) Data
 obtained can be directly linked back to the subjects.

 FORMCHECKBOX 

b.) Data stored can be directly linked back to the subjects.

2. List those individuals (co-investigators, fellows, research nurses, research coordinator), outside group (sponsor), agency (FDA), institution (NYU), organization who will require access to VA records and attach a completed Research Staff Credentialing Form. Note VA researchers may be provided VHA  IIHI as needed in the performance of his/her official VA duties under 5 USC 552a(b)(1).

	#
	Name of Individual
	Indicate if 

Non-VA employee
	Provide date of approval from CRADO


	
	
	
	

	
	
	
	


3. Records Retention by Local Facility: Indicate here the maximum period required by all applicable regulatory agencies, outside sponsors and other authorized entities.
        years
I. Adequacy of Resources to Protect Participants:


      FORMCHECKBOX 

Mark this box if item I is NA.

	1. Investigator effort (Indicate that investigator (including co-investigators) has sufficient time to conduct and complete the research).

	List each investigator who is participating in this research
	Total # of work hours per week
	% time effort for this study
	Total # of Active research being conducted
	Adequate

Check box if Yes

	     
	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	     
	 FORMCHECKBOX 



	2. Describe resources necessary for the conduct of this research 

       (May be required as a consequence of research participation)  

	Resources needed: (Add additional rows below as needed)
	Availability at VA NYHHS
	Details
	Plan if resources currently not available
	Check if NA

	a.) Staffing and Personnel
(Include expertise and experience needed and any plans for future hiring)
	     
	      
	      
	 FORMCHECKBOX 


	b.) Medical/Psychological Services
(Including counseling or social support services)
	     
	     
	     
	 FORMCHECKBOX 


	c.) Ancillary care
(e.g. Medical Monitoring)
	     
	     
	     
	 FORMCHECKBOX 


	d.) Translation Service
	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	     
	 FORMCHECKBOX 



J.  Consideration of Benefits:






      FORMCHECKBOX 
 
Mark this box if item J is NA.

1. What is the importance of the knowledge that may be reasonably expected to result from the research?  
     
2. Describe the anticipated benefits of the research activity (to the individual):  
     
3. Explain how the benefits outweigh the risks:

     
K. Compensation for research   participation
 


N/A:  FORMCHECKBOX 

 Mark this box if item K is NA.

1. Check all statements that apply to this study:

 FORMCHECKBOX 
  No direct subject benefit.
 FORMCHECKBOX 
  Others are being paid for the same participation at the same rate.

 FORMCHECKBOX 
  There are other comparable situations in which subject payment is appropriate. Example:      
 FORMCHECKBOX 
  Reimbursement for time and travel expenses only.
 FORMCHECKBOX 
  Subject payments are fair and appropriate and will not constitute undue coercion to participate in the research.

2. Nature of the compensation: (Indicate here amounts and schedule of payments as well as conditions for subject receiving compensation for participating in the research and the section on the consent form where this is stated, e.g. page and paragraph number)

     
L. Investigational drugs/devices: 





      FORMCHECKBOX 

Mark this box if item K is NA.

1. List of investigational drugs
 used on human subjects and attach a completed VA form 10-9012 for each:

     
2. List of investigational devices
 used on human subjects and determine if the device has significant risk (SR) or non-significant risk (NSR): Attach a completed Supplement to Protocol Involving the Use of Investigational Device Form.
	Device Name
	SR
	NSR

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 



3. This is a FDA-regulated Study:  
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


4. Provide IND/IDE No. and attach FDA documentation. If none is required, provide justification.
     
5. Name and address of IND/IDE Sponsor:




6. If the investigational drug is subject to the Controlled Substance Act, describe provisions for adequate storage and control of drug.


7. Check all that apply:
 FORMCHECKBOX 
  a)
Investigator is aware of the specific reporting requirement imposed upon the sponsor by the FDA concerning drugs for which an approved IND was obtained.
 FORMCHECKBOX 
  b)
If the investigator assumes the sponsor function, the investigator is aware of the applicable FDA regulations and ensures that research is conducted according to the signed agreement and the approved protocol.

 FORMCHECKBOX 
  c)
Investigator has made appropriate arrangements with the Pharmacy Service. Attach Pharmacy approval form signed by the Chief of Pharmacy Service.


M. Research Setting: 







      FORMCHECKBOX 

Mark this box if item L is NA.
	1. Describe the setting in which research procedures will be carried out.

(Include information on laboratory, clinic or in-patient service, and subject condition.) 

	     

	2. For multi-center studies only: Mark applicable statements below and continue with items a-d.

	
	 FORMCHECKBOX 
  Yes, I am the LEAD INVESTIGATOR.


	

	 FORMCHECKBOX 
  Yes, this facility is the LEAD SITE.

	a.) Describe provisions for the management of information obtained from the different sites that might be relevant to the protection of VA participants. 

     


	b.) Will VA patients be evaluated as in-patients or outpatients at any institution other than the VA NYHHS for this study?           FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

 FORMCHECKBOX 
 NA

If so, provide details:      


	c.) Will any procedures in this study take place at the NYU SOM located at the VA Manhattan Campus?


 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

 FORMCHECKBOX 
 NA



	d.) List below all other participating sites (Name of Institution, PI, and address).  If documented in the protocol you may refer to the page number here      .



	
	Check for presence at each site:

	Institution
	Principal Investigator
	Address and Contact Information
	IRB
	Permission granted for research to be conducted at this site

	1.      
	
	
	
	

	2.      
	
	
	
	

	3.      
	
	
	
	

	4.      
	
	
	
	


N. Assessment of risk and  anticipated benefit of the research: 
      FORMCHECKBOX 

Mark this box if item N is NA.
	Check
	Risk Level
	Description

	 FORMCHECKBOX 
 A
	Minimal Risk
	The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests

	 FORMCHECKBOX 
 B
	Greater than minimal risk 
	Has potential direct benefit


	 FORMCHECKBOX 
 C
	Greater than minimal risk
	Has no direct benefit but has the potential to yield generalizable knowledge about the subject’s disorder or condition.


Mark this box below if item O is NA.

O. Informed Consent Plan:  



         Not applicable   FORMCHECKBOX 

Unless waived by the IRB, informed consent is necessary for all research involving human subjects and must be documented in some manner. The investigator may determine which method would best serve the interest of the subject population, but the IRB reserves the right to require alternative or more stringent means of securing consent. 

For DHHS-supported multi-center clinical trials attach copies of DHHS-approved informed consent template and the complete DHHS-approved protocol if one exists.

Which of the following apply to this research:

 FORMCHECKBOX 
  A.
Informed consent will be obtained from all subjects and documented with a signed written consent form. Complete and attach VA form 10-1086. Please refer to the Informed Consent Checklist for “required basic elements” of an informed consent form and “required additional elements” when appropriate in accordance with VHA Handbook 1200.5. 
	1.
	Describe how the required information is being presented to subjects (consent form, orally, information sheet, etc.).  Attach a copy of what is being presented to subjects.

	
	     

	2.
	Describe the circumstances under which consent will be obtained, including where the process will take place.

	
	     

	3.
	How will it be determined that the subjects or the subjects’ authorized representatives understand the information presented?  

	
	     

	4.
	If English is not the subjects’ (or authorized representative) native language, how will translation be provided? 

	
	     

	5.
	Does the sponsor require a witness to the consent process in addition to witnessing the subject’s signature? If so, could one person serve in both capacities? 
  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  


	
	     

	6.
	Will any subjects be cognitively impaired so that they may not have the capacity to give consent?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
If yes, provide a plan for evaluation and documentation of consent capacity.

	
	     


7.
List here all persons delegated for obtaining consent. The Investigator must ensure the individual(s) are adequately informed about the protocol, and either have previous experience in or trained in obtaining informed consent. 
	
	Person Obtaining Informed Consent
	Indications of experience in obtaining informed consent
	Signature
	Date of Training

	1
	     
	
	
	     

	2
	     
	
	
	     

	3
	     
	
	
	     

	4
	     
	
	
	     

	5
	     
	
	
	     

	6
	     
	
	
	     


 FORMCHECKBOX 
  B.
Informed consent will be obtained from subjects, but no signed consent form will be used. This includes oral consent and implied consent (e.g. completing a survey). A waiver of documentation of consent must be requested from the IRB. If this is checked, skip the questions below and proceed to section P. For oral presentation attach here a copy of the written summary (or short form of the consent) of what is to be said to the subject.
	1.
	How will the subjects’ informed consent be documented?  Please indicate all the ways in which consent is documented.

	
	     

	2.
	If non-English speaking subjects will be included, describe how translation of consent forms will be provided. All translated consent forms must be submitted to the IRB along with back translations.

	
	     

	3.
	If subjects cannot read the consent form, due to literacy or language problems, how will consent be documented?  See the instructions on the “short form” for guidance, VHA Handbook 1200.5 Appendix C.  

	
	     


P. Principal Investigator Assurance:




     
1. I certify that the information provided, regarding the proposed research project is complete and accurate.

2. The research project will be conducted in accordance with institution policies and state and federal regulations.

3. All individuals assisting with the research have completed mandatory research training and are adequately informed about the protocol and their research-related duties and functions. I will ensure ethical conduct in the recruitment of human subjects and provide appropriate supervision.

4. Any proposed modification(s) to this research project, which may affect the risk to research subject or the patient’s participation in the research will be immediately reported to the VA NYHHS IRB Manager Office and the appropriate IRB and R&D Committee approvals will be sought prior to implementation. 

________________________________________


__________________

PI Signature over Printed Name




Date Signed

	IRB USE ONLY 







Check Attachments received
                
_____1.  Grant Application

_____2.  Budget Page

_____3.  Tissue Bank approval /Waiver

_____4.  Advertisement and/or other recruitment materials

_____5.  Supplement for protocols involving the use of IIHI

_____6.  Research Staff Credentialing Form

_____7.  VAF 10-9012

_____8.  Supplement for protocols using Investigational Device Form

_____9.  IND/IDE documentation (e.g. Letter from the Sponsor)
_____10.  Pharmacy approval

_____11.  DHHS-approved sample consent form

_____12.  DHHS-approved protocol

_____13.  VAF 10-1086 (Consent form)
_____14.  Written summary of oral consent (Short form)
_____15.  Supplement Request for IRB Waivers

_____16.  Other supporting documents



	Date Received
	IRB Meeting Date
	Received By:
	

	
	
	
	

	
	
	
	Signature of IRB Manager








� The identity of the subject is or may readily be ascertained by the investigator or associated with the information


� About behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, or provided for specific purposes by an individual and which the individual can reasonably expect will not be made public.


� Refer to VHA Directive 2000-043, Banking of Human Research Subjects’ Specimens.


� Include plan for handling unanticipated events.


� All clinical trials require safety monitoring. Examples: Data Monitoring Committee/DMC, for FDA regulated studies or Data and Safety Monitoring Boards/DSMB


� If the investigator believes that no additional safeguards are needed to protect vulnerable subjects in this study, provide justification here.


� 38 CFR 17.45 & 38 CFR 17.92: Non-veterans may be entered into VA-approved research studies only when there are insufficient veterans available to complete the study.


� Includes records, samples, specimens, surveys and databases.


� Approval of the Chief Research and Development Officer is required for access to VA records by non-VA employees.


� VA requires records be maintained a minimum of 5 years after completion of the study.  Consult VHA Records Control Schedule (RCS 10-1), FDA, DHHS regulations and Sponsor Agreement as applicable.


� VHA Handbook 1200.5 Section 12.a. prohibits paying human subjects to participate in research when the research is integrated with a patient’s medical care and when it makes no special demands on the patient beyond those of usual medical care.


� If no compensation is offered, a statement indicating this must be included in the consent form.


� Any drug or biologic product used in a clinical investigation. It may be an approved drug that is being studied for an unapproved or approved use in a controlled, randomized or blinded clinical trial.


� A device that is the object of a clinical study designed to evaluate the safety or effectiveness of the device. It may be an approved device that is being studied for an unapproved used or efficacy.
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