Durham VAMC:
Initial Request to Review Research
Durham VAMC:
Initial Request to Review Research

	Study Title:       


	Investigator Information
	Coordinator Information  (  FORMCHECKBOX 
 not applicable)

	Name:       
	Name:       

	E-mail:       
	E-mail:       

	Phone:       
	Phone:       

	Service:       
	Mail Code:      
	


	A. Research Determination
	Yes
	No

	1. Is this activity research?

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

	1a. Is the activity funded or otherwise supported as research by the VA’s Office of Research & Development (ORD) or any other entity?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	2a. Is the activity a clinical investigation as defined under Food and Drug Administration (FDA) regulations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	3a. Is the activity a systematic investigation (e.g., planned in advance and use data collection and analysis to answer a question)?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	4a. Does the activity produce generalizable knowledge (e.g., information that expands the knowledge base of a scientific discipline or other scholarly field of study)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	5a. Is the activity designed to develop or contribute to generalizable knowledge?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	6a. Are the activity’s findings/results designed to be used outside the VA?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	[image: image1.png]



	If any question is answered “no,” contact the Research Office for additional guidance.  The project may be an operations activity that does not require research oversight.


	2. Is this activity human subject research?
	Yes
	No

	If any question is answered yes, the research involves human subjects.

IRB review is required.


	2a. 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?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	2b. Will specimens collected from an individual be used to study a medical device?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	2c. 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)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	2d. 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.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	*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.  


	3.  Is the private information individually identifiable?  
	Yes
	No

	If both questions are answered yes, the research does not involve human subjects.  
R&D review is required.

	3a. The private information or specimens were not collected specifically for the currently proposed research activity through an interaction or intervention with living individuals.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	3b. 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:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.  The research may be exempt from IRB review if the research falls into one of six predefined categories.  Please see the Exemption Application or contact the Research Office for additional guidance.  


	B.  Funding
	Yes
	No

	1. This project is funded as research.

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

	 FORMCHECKBOX 


	Source Code
	Name (if - -99 code)
	Admin Code
	Name (if code is 08)

	     
	     
	     
	     

	     
	     
	     
	     

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

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


	C.  Study Staff
	Yes
	No

	1. This study will include Co-Investigators at the Durham VAMC.
If yes, please provide first & last name and degree(s)*:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	*Submit a Conflict of Interest form for each Investigator.  If any Investigator has a possible conflict of interest, describe how the conflict will be managed.
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	2. Each research staff member has an appropriate Research Scope of Practice, or appropriate Research Scope of Practice documents are included in this submission.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. This study will require an initial clinical evaluation or ongoing clinical monitoring during the study.
If yes, check all that apply:
 FORMCHECKBOX 
 Study staff or  FORMCHECKBOX 
 usual care provider will be responsible for the initial clinical evaluation.

 FORMCHECKBOX 
 Study staff or  FORMCHECKBOX 
 usual care provider will be responsible for monitoring clinical status.
 FORMCHECKBOX 
 All study staff who will provide clinical procedures as part of this study are trained and qualified with appropriate privileges.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	D.  Research Procedures

1. Identify applicable experimental procedures in study (a.-f. are usually rated greater than minimal risk):

	a.  FORMCHECKBOX 

FDA-monitored treatment (IND or device)  
If yes provide IND/IDE #:       
	If a, b, c, or d is checked, complete the following:

FDA letter is included with submission

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No     FORMCHECKBOX 
 Not applicable
Form 10-9012 has been submitted for each drug.

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No     FORMCHECKBOX 
 Not applicable
An Investigator’s Brochure is included with this submission.

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No     FORMCHECKBOX 
 Not applicable
Marketed drug information sheet (drug insert) is included with this submission.

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No     FORMCHECKBOX 
 Not applicable
Discontinuation of current therapy may be required.

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No     FORMCHECKBOX 
 Not applicable
Discontinuation of current therapy may present significant risk.

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No     FORMCHECKBOX 
 Not applicable

	b.  FORMCHECKBOX 
  FDA-exempted drug or device 
           (for minimal risk device check ‘k’ below)
	

	c.  FORMCHECKBOX 
  Novel combination of FDA-approved drugs or approved drug administered in novel context
	

	d.  FORMCHECKBOX 
  FDA-approved drug administered in accepted clinical context
	

	e.  FORMCHECKBOX 
  Surgical procedure (if any surgical component altered for research purposes)

	f.  FORMCHECKBOX 

Other invasive procedure (includes, for example, x-ray, anesthesia or arterial blood draw)

	g.  FORMCHECKBOX 

Venous blood draw 

	h.  FORMCHECKBOX 

Benign prospective collection of specimens (through swab, fluid collection, etc.)

	i.  FORMCHECKBOX 

Behavioral medicine intervention (including exercise, diet, or sleep modification)

	j.  FORMCHECKBOX 

Experimental behavioral interaction with participant (e.g., psychotherapy, instrumental conditioning)

	k.  FORMCHECKBOX 

Data from imaging or minimal risk device (if X-ray or radiologic agent used, check ‘f’ above)

	l.  FORMCHECKBOX 

Observation or measurement of behavior (survey, cognitive testing, functional evaluation)

	m.  FORMCHECKBOX 
  No participant interaction; data obtained from existing specimens, recordings or databases 

	n.  FORMCHECKBOX 
  Other:       


	E.  Multi-site Research
	Yes
	No

	1. This is a multi-site* study.  If yes, submit Appendix E and check all that apply:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Durham VAMC is the coordinating site
	 FORMCHECKBOX 
 Duke is the only other site

	 FORMCHECKBOX 
 The Durham PI is the lead investigator for all sites
	 FORMCHECKBOX 
 The Durham VAMC PI is a local site investigator

	 FORMCHECKBOX 
 This study is reviewed by the VA’s Central IRB
	 FORMCHECKBOX 
 This is a non-VA sponsored multi-site study

	 FORMCHECKBOX 
 Other:  
*Note:  A local, site-specific protocol may be required if this is a multi-site study.

	2.  This study is reviewed by the Central IRB.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	F.  Data and/or Specimen Information
	Yes
	No

	1. This project establishes a new specimen or data repository. If yes, complete the Application to Establish a Research Data Repository.
· 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.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. This project will contribute specimens and/or data to an existing data repository.  If yes:
a. Name of Repository:       
b. Repository location (Durham VAMC, Richmond VAMC, etc.):       
c. Repository PI:          
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	4. Tissue samples are used in this study.  If yes, check all that apply:
 FORMCHECKBOX 
  Samples are pre-existing (all samples are in existence prior to study initiation)

 FORMCHECKBOX 
  Samples will be prospectively collected 

 FORMCHECKBOX 
  Samples will be obtained through clinically indicated, non-research procedure(s)
 FORMCHECKBOX 
  Samples will be obtained by an additional procedure for research purposes 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Samples be banked for future use.  If yes, complete Appendix B.
· Samples are NOT “banked” if they are used for specific purposes defined in the protocol & destroyed either when the specific testing/use is completed or at the end of the protocol.

5a. If specimens are banked:

1) Is the protocol 5 years or longer?

2) Will the specimens be stored off-site at a non-profit institution until the end of the protocol?
If yes to both questions, you must obtain a waiver from ORD.  Complete the Application for an Off-Site Tissue Banking Waiver at a Non-Profit or Academic Institution.
3) Are the specimens stored off-site at a non-academic, for-profit institution for more than three months while waiting for analysis?  
If yes, you must obtain a waiver from ORD.  Complete the Application for Biospecimen Storage at a For-Profit Institution.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	6. Data or specimens will be sent off-site.  If yes, check all that apply:
 FORMCHECKBOX 
 Only fully de-identified data or samples will be sent off-site
 FORMCHECKBOX 
 Data or samples with links to identifiers (i.e., coded data or samples) will be sent off-site

 FORMCHECKBOX 
 Data or samples with identifiers or PHI will be sent off-site
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	G.  Safety and Risks
	Yes
	No

	1. The protocol describes the process for submission & review of adverse or unanticipated events.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. A Data Safety Monitoring Board or Data Monitoring Committee will be used in this study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. This study will have special privacy risks.  If yes, check all that apply:

 FORMCHECKBOX 
  Genetic analysis with potential identification of heritable traits    

 FORMCHECKBOX 
  Genetic analysis for identification of disease markers           FORMCHECKBOX 
  Tissue banking    

 FORMCHECKBOX 
  Voice or image recording. *If checked, the Informed Consent must include information describing any photographs, video, and/or audio recordings to be taken or obtained for research purposes, how the photographs, video, and/or audio recordings will be used for research, and whether the photographs, video, and/or audio recordings will be disclosed outside of VA.       
 FORMCHECKBOX 
  Risk to social/financial standing (check if special HIPAA categories apply, e.g. HIV status)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. This is a retrospective study with outcome(s) that may pose risk to participants (e.g., adverse genetic information, privacy risk). If yes, verify below that a plan for notifying participants or their healthcare providers has been included in the protocol or in the privacy plan. 

 FORMCHECKBOX 
 This plan is in submitted materials.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

 FORMCHECKBOX 
  Class 3b/4 Lasers
    FORMCHECKBOX 
  Radionuclides       FORMCHECKBOX 
  Radioisotopes     FORMCHECKBOX 
  Other:  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. This study involves both “usual care” and experimental procedures.  If yes, verify that:
 FORMCHECKBOX 
  Experimental procedures have been distinguished from usual care in both protocol and ICF
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. There are risks for which there is no anticipated clinical benefit.

If yes, explain:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Risks are reasonable in relation to participant benefit or knowledge to be obtained.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Considering each procedure identified above, this study should be classified as*:

      FORMCHECKBOX 
   Greater than Minimal Risk

      FORMCHECKBOX 
   Minimal Risk (the risk of harm is not greater than that encountered in daily life or during routine exam)
*Note:  The IRB will make the final determination of level of risk.


	H. Study Population
	Yes
	No

	1. Participant selection criteria for inclusion and exclusion are specified in the protocol.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. The selection criteria are likely to result in inequitable inclusion or exclusion of racial, ethnic, gender, or disadvantaged group, or vulnerable populations (e.g., patients with dementia are excluded) AND this has been described in the protocol.  If yes, verify the following:

 FORMCHECKBOX 
 There is no reasonable alternative in participant selection for answering the research question.
	 FORMCHECKBOX 


	 FORMCHECKBOX 



	3. The number of participants to be enrolled (or amount of data to be reviewed) at this site and supporting rationale is specified in the protocol.  Note:  A local, site-specific protocol may be required if this is a multi-site study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Human participants will be prospectively enrolled at this site.  If no, check all that apply:
 FORMCHECKBOX 
 All data or specimens are from pre-existing sources     

 FORMCHECKBOX 
 All participants are prospectively enrolled at other sites
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Non-Veterans will be included in the study.  If yes:
 FORMCHECKBOX 
 The rationale for inclusion of non-Veterans is provided in the protocol.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. This study will likely enroll categorically vulnerable populations.  If yes, check all that apply: 

 FORMCHECKBOX 
 Children*                               FORMCHECKBOX 
 Incompetent to provide consent (Complete Appendix C)                         
 FORMCHECKBOX 
 Prisoners**                            FORMCHECKBOX 
 Pregnant women (does not include women who might become 

*MCD approval is required             pregnant, although they may require additional protection)

** CRADO approval is required
Note:  The following populations are considered disadvantaged and may need protection from undue influence depending on the procedures, risks, and/or incentives in the protocol:  

 • Mentally ill
    • Very elderly      • Employees      • Terminally ill
  • Low education or SES
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. A plan for protecting each of the above groups relevant to this study has been included in the protocol, if applicable. This plan describes measures taken to prevent coercion and optimize informed consent.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Data may be collected from deceased individuals. 

If yes, submit a Research on Decedents’ Information form.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	


	I.  Recruitment
	Yes
	No

	1. This study uses only existing data/samples or data/samples; no participant contact or recruitment will occur. If yes, verify that:
 FORMCHECKBOX 
 The process for accessing sources of data/samples is described in the protocol.
 FORMCHECKBOX 
 A HIPAA waiver to screen and conduct the study has been included.   
	 FORMCHECKBOX 


	 FORMCHECKBOX 



	2. All initial contact is by letter or in person, unless the individual has previously agreed to be contacted for such research purposes.    FORMCHECKBOX 
 Not applicable
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. A clinical provider may be involved in initial identification or recruitment of participants.
If yes, select one of the following:

 FORMCHECKBOX 
  The clinical provider will NOT convey participant information to research staff.

 FORMCHECKBOX 
  The provider may inform research staff about the participant. The HIPAA waiver includes a rationale for this exception to participant privacy. (Note that this may not be approved by the IRB).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. An advertisement will be used for this study. If yes, complete Appendix A.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Phone contact for recruitment will be used for this study. If yes, verify the following:
 FORMCHECKBOX 
  A phone script has been included for review.

 FORMCHECKBOX 
  No social security numbers will be collected by phone.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Participants will receive compensation for participation.  If yes, complete Appendix D.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	J.  Informed Consent Process
	Yes
	No

	1. Indicate the consent process the study will utilize: 
 FORMCHECKBOX 
 Written informed consent

· Participants receive a verbal consent process and sign a written consent form.  Participants must also sign a written HIPAA authorization.
· Submit a consent form (VA form 10-1086) and a HIPAA authorization.
(   If you wish to alter any element of the informed consent process, submit a Waiver or Alteration of Informed Consent Process.
(   If you wish to alter any element of the HIPAA authorization, submit a Waiver or Alteration of HIPAA Authorization.
 FORMCHECKBOX 
 Waiver of written informed consent (also called a waiver of documented informed consent) 

· Participants receive a consent process and either verbally give consent or implies consent by completing an online survey or returning a mailed questionnaire, etc.

(  May be approved when the research presents no more than minimal risk of harm and does not involve procedures for which written consent is normally required outside the research context, or 
            (  The only record linking the participant to the research is the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.

· Note:  Even though the IRB may waive written consent, the consent process must be documented in CPRS (for Veterans) or the research record (for non-Veterans).

· Submit a script of the language that will be presented to the participant when the study is explained.
· Submit a Waiver of Informed Consent Documentation. 
· You must request to waive HIPAA Authorization. Submit a Waiver or Alteration of  HIPAA Authorization.

(   If you wish to alter any element of the informed consent process, submit a Waiver or Alteration of Informed Consent Process.
 FORMCHECKBOX 
  Waiver of informed consent

· No consent process occurs; primarily used for retrospective research.
· Submit a Waiver or Alteration of Informed Consent Process and a Waiver or Alteration of HIPAA Authorization.
· If checked, skip to Privacy and Data Security.

	2. Identify staff who will obtain informed consent (written or otherwise):

 FORMCHECKBOX 
 PI          FORMCHECKBOX 
 Other Investigators          FORMCHECKBOX 
 Research Coordinator          FORMCHECKBOX 
 Research Assistant 

 FORMCHECKBOX 
 Other:       
 FORMCHECKBOX 
 Staff who will obtain consent have been or will be trained to provide a quality consent process.

 FORMCHECKBOX 
 Staff who will obtain consent have this duty designated in their Research Scope of Practice.

	3. Some participants may lack capacity to provide informed consent.  If yes, submit Appendix C.
If yes, who will determine capacity to provide informed consent?  Provide names or roles:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. All written documents (including phone scripts) have used simple, clear language whenever possible (e.g., standardized questionnaires may not be revised).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. The protocol, consent, HIPAA documents, and any other recruitment materials are consistent.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	K.  Privacy and Data Security
	Yes
	No

	1. A plan for ensuring participants’ privacy is included in the protocol or an additional document.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. A plan for ensuring data security is included in the protocol or an additional document.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. A request for a limited dataset is included. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	L.  Institutional Support
	Yes
	No

	1. Will the research require support from any Durham VAMC department(s)?  

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

	 FORMCHECKBOX 



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

	     
	     

	     
	     

	     
	     


	N. Comments:

Please provide any additional information that may help the reviewer as s/he reviews this application.

	     



	O.  Verifications and Signatures:

	
	     

	Signature of Supervisor
	Date

	
	     

	Signature of Service Chief
	Date

	Principal Investigator Verification:
 FORMCHECKBOX 
  Considering all of the above, the risks in this project are outweighed by the benefits.

 FORMCHECKBOX 
  My signature below indicates that all information provided on this form and any required appendix / appendices is truthful and accurate to the best of my knowledge.

I am aware that all research projects using human participants must receive prior approval by the Institutional Review Board (IRB), that any change in this project requires prior approval by the IRB, that consent must be obtained from each participant before entry into the study unless waived, that continuing review is required at least once annually, that projects using human participants not receiving favorable review must be discontinued, and that a copy of all consent forms (as applicable) and study-related matters must be retained by the Principal Investigator according to VA policy.  Initiation of study activities should not begin until I receive written notification of approval from the Research & Development Committee and the Associate Chief of Staff for Research and Development.  I acknowledge the VA’s policy to include women and minorities in research, as applicable to my research goals.  Responses on this form, together with any requested additional information, are submitted with compliance with these regulations.

	
	     

	Principal Investigator Signature
	Date


FOR RESEARCH OFFICE USE ONLY:
	IRB Research Determination:  

	 FORMCHECKBOX 
  Project does not meet the definition of research.  No IRB or R&DC review is required.

	 FORMCHECKBOX 
  Project meets the definition of research and constitutes human subjects research.  IRB review is required.  

	 FORMCHECKBOX 
  Project meets the definition of research but does not constitute human subjects research; further IRB review/approval is not required.  R&DC review is required.


Committee Approvals:
	IRB RECOMMENDED ACTION  ( FORMCHECKBOX 
 Not Applicable)
	Comments

	 FORMCHECKBOX 

	Approve without modifications
	     

	 FORMCHECKBOX 

	Approve with Minor Modifications (Contingent approval)
	

	 FORMCHECKBOX 

	Defer (Defer pending receipt of additional information) 
	

	 FORMCHECKBOX 

	Table (Requires substantive changes)
	

	 FORMCHECKBOX 

	Disapprove
	

	
	     

	IRB Member
	Date


	SRS RECOMMENDED ACTION  ( FORMCHECKBOX 
 Not Applicable)
	Comments

	 FORMCHECKBOX 

	Approve without modifications
	     

	 FORMCHECKBOX 

	Approve with Minor Modifications (Contingent approval)
	

	 FORMCHECKBOX 

	Defer (Defer pending receipt of additional information)
	

	 FORMCHECKBOX 

	Table (Requires substantive change)
	

	 FORMCHECKBOX 

	Disapprove
	

	
	     

	SRS Member
	Date


	R&DC RECOMMENDED ACTION  ( FORMCHECKBOX 
 Not Applicable)
	Comments

	 FORMCHECKBOX 

	Approve without modifications
	     

	 FORMCHECKBOX 

	Approve with Minor Modifications (Contingent approval)
	

	 FORMCHECKBOX 

	Defer (Defer pending receipt of additional information)
	

	 FORMCHECKBOX 

	Table (Requires substantive change)
	

	 FORMCHECKBOX 

	Disapprove
	

	
	     

	R&DC Member
	Date


	ACOS / R&D Approval 

	
	     

	ACOS / R&D 
	Date


Appendix A:  Advertisements 
	For each advertisement, please verify the following statements and provide information requested.

	1. Name/type of advertisement (i.e., newspaper, radio, bulletin board, Durham VAMC Facebook page, etc.):
     

	2. I verify that the advertisement(s) for this study satisfies the following criteria:

1) The word “Research” is in the largest font of the advertisement.  ( FORMCHECKBOX 
 Not applicable)

2) The PI’s name and address are present.

3) The purpose of the study is provided.

4) Major eligibility criteria are provided.

5) The advertisement describes the location of the research and the person to contact for further information.

6) The advertisement includes time or other commitments.

7) The advertisement truthfully describes the benefits to the subject for participation. 

8) The advertisement includes a statement that subjects may be paid without emphasizing the payment or the amount by such means as larger or bolder type.

9) The advertisement does not include benefits beyond what is outlined in the protocol.

10) The advertisement does not make unreasonable or misleading claims about the drug, biologic or device, if applicable. 

11) The advertisement does not promise “free medical treatment” when the intent is only to say subjects will not be charged for taking part in the investigation.

12) The advertisement does not indicate any loss of rights for the subject nor release those conducting the research from liability. 
	Yes FORMCHECKBOX 

	No FORMCHECKBOX 


	3. If “no” to any requirement above, provide reason:       


Appendix B:  Banking Tissue Samples

	Please verify the following statements and provide information requested.
	Yes
	No

	1. The collected specimen will be used for these types of future research: (check all that apply)

 FORMCHECKBOX 
  Research specified in the consent form 

 FORMCHECKBOX 
  Research conducted by the PI only 

 FORMCHECKBOX 
  Research conducted by other Investigators (may include PI) 

 FORMCHECKBOX 
  Research related to specific diseases 

 FORMCHECKBOX 
  Other, describe:       

	2. The specimen will be used to generate a cell line for genetic testing.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. The specimen will be stored without any identifiers (de-identified). 

4. If Yes, it is a  FORMCHECKBOX 
 linked or  FORMCHECKBOX 
 unlinked specimen.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. The subject will be contacted after the completion of the original study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Future research results will be conveyed to the subject and/or health care provider.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. The specimen and all links to clinical data will be destroyed or removed from the bank upon the subject’s written request.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Describe the disposition of the specimen after completion of the study or at the end of the banking period:      

	9. Is there a potential conflict of interest or financial gains for the Investigators or the participating institution?  

10. If yes, describe:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Does the consent form include YES/NO check boxes with spaces for the subject’s initials and date requesting the patient’s individual approval to store his/her biological specimen or clinical data?   Note:  This is required per local policy.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Appendix C:  Inclusion of Subjects Lacking Capacity to Give Informed Consent 
	Please verify the following statements and provide information requested.
	Yes
	No

	1. Inclusion of subjects lacking capacity to provide informed consent is justified by the research aims.

2. Justification for inclusion (may cut and paste from the protocol):       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Please certify one of the following statements about risk levels for this group.

 FORMCHECKBOX 
  There is no anticipated risk of injury with participation in this study.

 FORMCHECKBOX 
  The anticipated benefit to the subject is greater than the anticipated harm.

	4. The process for determining competency has been described in the protocol.

5. Describe:

 FORMCHECKBOX 
 Competency evaluation will be performed by qualified practitioner.

 FORMCHECKBOX 
 Evaluation will include assessment of whether capacity to consent may return.

 FORMCHECKBOX 
 If subjects may regain capacity to consent, subject will be re-consented.

 FORMCHECKBOX 
 Other:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Subjects will be informed of the research to give assent whenever feasible.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Describe how consent process will be adapted to enable assent (may cut & paste from protocol):       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Legally authorized representatives (LARs) will be consenting for these subjects.

If yes, the hierarchy of who is legally authorized to provide informed consent is as follows:

Individual with power of attorney for healthcare (Durable Power Agent)

Court appointed guardian

Spouse

Adult child of subject (must be age 18 or older)

Parent

Adult sibling (must be age 18 or older)

Grandparent

Adult grandchild (must be age 18 or older)

Note:  Consult with Privacy Officer to determine who may sign a HIPAA authorization.  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Staff will be trained to inform LARs of their obligation to protect the rights of the subject. 

Note:  If appropriate, the informed consent document should include a statement that the LAR is to determine what the subject would do, or to do what is in the subject’s best interest. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Under no circumstances will a subject be forced to participate in this study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Appendix D:  Compensation for Participation
	Please verify the following statements and provide information requested.
	Yes
	No

	1. Compensation is justified by the demands of the study and reasonable for procedures entailed.

2. Explain (may cut and paste from protocol):       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Means of receiving compensation and any disclosures required (such as SSN sent to other institution(s) and issuance of IRS form 1099) are explained during the consent process.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Compensation is pro-rated for partial completion of procedures and explained during the consent process.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Compensation is coercive or creates undue influence for subject population.

6. Explain how compensation is not coercive and/or does not create undue influence, with special attention to disadvantaged populations (may cut and paste from the protocol):       
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Compensation is equitable for all subjects; no subset of subjects will receive additional incentive unless justified by differences in procedures required by study design.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Appendix E:  Multi-Site Studies 

	Please verify the following statements and provide information requested.
	Yes
	No

	1. If the Durham VAMC is the coordinating site and the lead PI is at the Durham VAMC, AND the Central IRB is not used, the following assurances regarding other sites are required:

 FORMCHECKBOX 
  Not applicable

 FORMCHECKBOX 
  I understand that the Durham VAMC IRB must determine if other sites are engaged in research. If they are engaged, then that site’s IRB must approve the study.

 FORMCHECKBOX 
  I will provide copies of IRB approvals from other sites determined to be engaged in research as they are available.

 FORMCHECKBOX 
 I will ensure that the study is not initiated at other sites prior to approval or exemption by their IRB.

► For greater than minimal risk multi-site studies, other reporting requirements apply. See IRB office for additional information. 

	For studies involving only the Durham VAMC and Duke Medical Center, a copy of the Duke IRB approval must be included with the submission or as soon as it is available.

2. I will provide copies of the IRB approval from DUMC when it is available.  ( FORMCHECKBOX 
 Not applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	For CSP, NIH, etc., or industry-sponsored multi-site studies that use a centralized protocol and for which the Durham VAMC is not the coordinating site, a “Local Protocol” is required. Although this local protocol does not need to recapitulate the standardized protocol, it typically should provide specific local information on:

1) number of subjects targeted to be enrolled here

2) any study personnel providing specialized procedures 

3) a clear description of means of recruitment to be used here

4) any exceptions or additions to procedures in centralized protocol

5) information (as applicable) on whether DVAMC is a control or intervention site

6) information security plan for transmission of data or samples

3. A “local protocol” is included for review.  ( FORMCHECKBOX 
 Not applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 
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