Durham VAMC:
Initial Request to Review Research
VA New York Healthcare System Research & Development Committee

Proposed Project Questionnaire


	Study Title:       


	Investigator Information
	Primary Contact Information (other than PI)  (  not applicable)

	Name:  

	Name:  


	E-mail:       
	E-mail:       

	Phone:       
	Phone:       

	Service:       
	Mail Code:      
	

	VA Appointment : FORMDROPDOWN 

	


	A1.  Type of Submission:  FORMDROPDOWN 

	2. If Resubmission, Date of Previous Submission:      

	3. Anticipated Starting Date:      
	


	B. Research Determination
	Yes
	No

	4. Is this activity research?

	If either question is answered yes, the activity is always research.

	5. Is the activity funded or otherwise supported as research by the VA’s Office of Research & Development (ORD) or any other entity?
	
	

	
	6. Is the activity a clinical investigation as defined as any experiment in which a drug is administered or dispensed to, or used involving, one or more human subjects? An experiment is any use of a drug except for the use of a marketed drug in the course of medical practice.
	
	

	If all questions are answered yes, the activity is research.

	7. Is the activity a systematic investigation (e.g., planned in advance and use data collection and analysis to answer a question)?  
	
	

	
	8. Does the activity produce generalizable knowledge (e.g., information that expands the knowledge base of a scientific discipline or other scholarly field of study)?
	
	

	
	9. Are the activity’s findings/results designed to be published or used outside the VA?
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	If any question (7-9) is answered “no,” contact the Research Office for additional guidance.  The project may be an operations activity that does not require research oversight.


	C. Animal Research
	Yes
	No

	10. Is this animal research?

	
	10a. Will any work with animals (breeding/research/etc.) occur at the VA or is any animal work funded by the VA?
	
	

	If “Yes” to 10a, submit an application to the IACUC.  Applications are due by the 20th of each month (if the 20th falls on a weekend applications are due by 10 a.m. the next Monday).  


	D. Human Subjects Research
	
	

	11. Is this activity human subject research?
	Yes
	No

	If any question 11a – 11c is answered Yes, the research involves human subjects.

IRB review is required.

If none of the boxes are checked Yes or only 11d is Yes and the conditions in 12 are met, then the study is not human subjects research and does not need IRB review, but still requires approval of the R&D Committee.


	11a. Will an individual(s) be a recipient of any test article (e.g., drug or medical device) or act as a control subject in a study?
	
	

	
	11b. Will specimens collected from an individual be used to study a medical device?
	
	

	
	11c. Will information be gathered about living individuals through intervention (e.g., physical procedures or manipulations of the individuals or their environment) OR interaction (e.g., communication or interpersonal contact)?
	
	

	
	11d. Will any information gathered be private AND identifiable?

· Private:  Data include information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (e.g., a medical record).
· Identifiable:  The identity of the individual is or may readily be ascertained by the investigator or associated with the information. This includes the use of coded* data/specimens.
	
	

	*Coded means that a living individual’s identifiable information (such as name or SSN) that would enable the investigator (or anyone involved in conducting the research) to readily ascertain the identity of the individual to whom the private information or specimens pertain has been replaced with a number, letter, symbol, or combination thereof AND a key to decipher the code exists, enabling linkage of the identifying information to the private information or specimens.  

	12.  If 11d was checked Yes, the use of coded private information or specimens may not be human subjects research if the following two criteria are met.  
	Yes
	No

	If both questions are answered yes, the research does not involve human subjects.  

IRB review is not  required but R&D review is required.

	12a. The private information or specimens were not collected specifically for the currently proposed research activity through an interaction or intervention with living individuals. For example, the investigator has obtained coded samples from a data repository and is performing analyses that are distinct from the study under which the samples were originally collected.
	
	

	
	12b. The investigator cannot readily ascertain the identity of the individual(s) to whom the coded private information or specimens pertain, because:

· The investigators and the holder of the key enter into an agreement prohibiting the release of the key to the investigators under any circumstances, until the individuals are deceased.   

· There are IRB-approved written policies and operating procedures for a repository or data management center that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased.  

· There are other legal requirements prohibiting the release of the key to the investigators, until the individuals are deceased.  

· Other, describe:       
	
	

	Some human research projects may be exempt from IRB review if the research falls into one of six predefined categories.  Please complete the Application for Research Exempt from IRB Reviewor contact the Research Office for additional guidance.  

	If this is Human Subjects Research, please complete an application to the VA NYHHS IRB, starting with the Human Studies Questionnaire (HSQ). Applications to the IRB must be submitted by the 20th of the month for review at the next month’s meeting (If the 20th falls on a weekend, they must be submitted by 10 a.m. on the next Monday).


	C. Science Only
	Yes
	No

	13. Project is performed by a VA NYHHS investigator or uses facilities physically located at the VA NYHHS, but does not have either an animal or human studies component.
	
	

	If “Yes” to 13, the study must be reviewed by the R&D Committee. Applications are due by the 20th of each month (if the 20th falls on a weekend applications are due by 10 a.m. the next Monday).  


	E.  Data and/or Specimen Repositories
	Yes
	No

	14. This project establishes a new specimen or data repository. If yes, complete the Application to Establish a Research Data Repository and if the repository will include biospecimens, complete HSQ Appendix G-2 - Human Biological Specimens Questionnaire - Research involving Banked Specimens or the Banking of Specimens.
· A “data repository” is a database or a collection of databases that are created or organized to facilitate the conduct of multiple research protocols, including future protocols not yet envisioned, or may be created for administrative or clinical purposes.
	
	

	15. This project will contribute specimens and/or data to an existing data repository.  If yes:

a. Name of Repository:  
b. Repository location (VA NYHHS, NYU, Downstate, etc.):  
c. Repository PI:  
	
	

	16. This project will use specimens and/or data from an existing repository.  If yes, complete the Application to Use Data from a Data Repository.
	
	

	16a. If “Yes” to #16, will you or anyone working on this study be able to link the data/samples to the individual’s identity (i.e. have access to the code book, etc)?
	
	

	If YES to 16 and 16a, please complete an application to the VA NYHHS IRB, starting with the HSQ. If “NO” to #16a, please review the Application for Exemption and, if any of the categories apply, submit a completed copy to the VA NYHHS IRB.  (If none of the exemption categories apply, complete an application to the VA NYHHS IRB, as noted above.)


	F.  Funding
	Yes
	No

	17. This project is funded as research.

If yes, please use the funding source code document to provide the following information:
	
	

	Funding Agency (If NIH, specify
Institute; if VA, specify service):      
	18. Funding Period Start:      
	19. Funding Period End:      

	20. Source Code
	21. Name (if - -99 code)
	22. Admin Code
	23. Name (if code is 06)

	     
	     
	     
	     

	     
	     
	     
	     

	24.  VACO project number (for codes 9007, 9022, 9024):       

	Grant Administrator:Choose an item.
	If Other Administrator, specify:      

	If funded by the Department of Defense (9203) of the Department of Education (9205), contact the Research Office for additional requirements and instruction.


	G.  Financial Administrative Review
	Yes
	No

	25. Will the research require support from any VA NYHHS clinical department(s)?  

If yes, check all that apply and include a letter of support from the department(s):
 Pharmacy                                Clinical Laboratory                          Surgery
 Nursing                                    Nuclear Medicine                            Radiology
 Other department(s):       
	
	

	26. Will VA inpatient beds be used for research purposes?
	
	

	27. Does a for-profit company fund this study?
	
	

	If “Yes” to any in Section E and not funded by VA ORD, please submit a budget form with this application. You may use an NIH form or complete a VA NYHHS Budget Form.


	H.  Safety Committee
	Yes
	No

	28. This study has safety concerns.  If yes, check all that apply:
  Human Tissues         Genetic strains       Chemicals             Biohazards

  Class 3b/4 Lasers
     Radionuclides       Radioisotopes      Other:  
	
	


	I.  Keywords (select a minimum of 3 MESH terms):

	     
	     

	     
	     

	     
	     


Other required forms:

1. Abstract. Create a one-page (500 word) abstract with the headings Objectives, Research Plan, Methods, Findings (indicate none for initial report) and Clinical Significance (for basic science studies). Note: Spell out all abbreviations the first time they are used, and do NOT use Greek or other symbols.
2. Investigator Data Sheet (page 18). ONLY if this is your first study at the VA NYHHS.
3. Protocol. A narrative with sufficient detail for the IRB to evaluate scientific merit of this project.
4. Research Protocol Staff Report. Upload current certificates of training to this submission or into your folder in "Personnel Management".
5. Research Financial Conflict of Interest Statement. Please submit a form for any of the following individuals that work at the VA NYHHS: PI, Co-PI, study chair, local site PI (if different than main PI) and each co-investigator or sub-investigator, who will be involved in VA NYHHS Research (i.e., at the VA, using VA resources and/or on VA time).
6. Research Protocol Safety Survey. The face sheet of the safety form must be completed for all protocols. Protocols that require review by the Subcommittee on Research Safety include those using radioisotopes, biohazards (such as chemicals, microbiological agents, cell/tissue cultures, recombinant DNA, and/or controlled substances) or biospecimens.
7. Privacy and Data Security Plan must be completed for all studies.
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