APPLICATION FOR INITIAL REVIEW OF NON-EXEMPT HUMAN SUBJECTS RESEARCH
Durham VA Health Care System Institutional Review Board
Durham VA Research Office, Building 5



	RESEARCH OFFICE USE
	DATE VERIFIED COMPLETE:


	COMMITTEE APPROVAL(s)  REQUIRED:
Institutional Review Board |_|
Subcommittee on Research Safety |_|
[bookmark: Check176]Research and Development |_|
Radiation Safety Committee |_|
	PROTOCOL NUMBER (MIRB#):


**If this project meets criteria for exempt human subjects research, do not complete this form; complete the APPLICATION FOR INITIAL REVIEW OF EXEMPT HUMAN SUBJECTS RESEARCH. If this project is under the purview of the VA CIRB, do not complete this form; complete the APPLICATION FOR INITIAL REVIEW OF RESEARCH—VA CIRB PROJECT**
	Project Title:      




A.  Investigator Information
	Principal Investigator:      
Email:      
Phone Number:      
Service:      
Academic Degrees:      
Employment status (check all that apply): 
[bookmark: Check319] |_|  VA Employee  
[bookmark: Check320] |_|  VA WOC (Without Compensation)
[bookmark: Check618] |_|  IPA (Intergovernmental Personnel Act)    
[bookmark: Check321] |_|  Other (Specify):      




B. Research Coordinator Information 	Not Applicable |_|
	Research Coordinator:      
Email:      
Phone Number:      



C. Location 
	Location of where research activities will take place (check all that apply):
|_|  Durham VA Medical Center
|_|  Community Based Outpatient Clinic(s) (e.g., Raleigh CBOC I, II, III)
|_|  Greenville Health Care Center
|_|  Hillandale Clinics I or II 
|_|  MIRECC/Croasdaile 
|_|  VA leased space at Mutual Life Building / Legacy Tower (e.g., HSR&D, CSPEC, etc.)
|_|  Non DVAHCS owned or leased space[footnoteRef:1]. Describe:          [1:  For research activities taking place at non-VA owned or leased locations, an Authorization to Use, Process, Store or Transmit Sensitive Information Outside VA Owned or Managed Facilities (VASI Memo) may be required. An ORD Partial or Full Off-site Waiver may also be required. Contact the Research Office for more information. ] 








D. Funding 
	|_|  Unfunded  Skip to section E.
|_|  Project is funded as research. Complete information below.

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


	VACO Project number (for codes 0997, 9022, 9024):      




E. Research Determination
	[bookmark: _GoBack]1. Does the project meet the definition of research?   Research: A systematic investigation designed to develop or contribute to generalizable knowledge.    |_| YES      |_| NO If no, stop here and contact the Research Office.
2. Is this project funded as research?  |_| YES      |_| NO  
3. Is the project human subjects research? |_| YES      |_| NO  
Note: Human subject means a living individual about whom an investigator conducting research: 1) obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or 2) obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.   



F. Request for Expedited Review.  |_| Not applicable. Project does not meet criteria for expedited review. 
	1. The project is minimal risk?  Minimal Risk: The risk of harm is not greater than that encountered in daily life or routine physical or psychological exams     |_| YES      |_| NO  If no, skip to next section. 

2. Check one or more of the following categories to indicate the category under which this project qualifies for expedited review.  

[bookmark: Check39]|_|  Category 1:  Clinical studies of drugs and medical devices only when one of the following 
       conditions is met.
[bookmark: Check41]|_|  1a:  An investigational device exemption application (21 CFR Part 812) is not required.
[bookmark: Check42]      |_|  1b:  The medical device is cleared/approved for marketing and the medical device is being
                            used in accordance with its cleared/approved labeling.

[bookmark: Check40]|_|  Category 2:  Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as
       follows:
[bookmark: Check43]|_|  2a:  From healthy, non-pregnant adults who weigh at least 110 pounds.  For these subjects,  
            the amounts drawn may not exceed 550 ml in an 8 week period and collection may not 
              occur more frequently than 2 times per week.
[bookmark: Check44]|_|  2b:  From other adults and children, considering the age, weight, and health of the subjects, 
          the collection procedure, the amount of blood to be collected, and the frequency with 
         which it will be collected.  For these subjects, the amount drawn may not exceed the 
         lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more
               frequently than 2 times per week.
  |_|  Category 3:  Prospective collection of biological specimens for research purposes by noninvasive
       means.

[bookmark: Check46]|_|  Category 4:  Collection of data through noninvasive procedures (not involving general 
      anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-
      rays or microwaves.  Where medical devices are employed, they must be cleared/approved for
      marketing.

[bookmark: Check47]|_|  Category 5:  Research involving materials (data, documents, records, or specimens) that have
      been collected, or will be collected solely for non-research purposes (such as medical treatment
      or diagnosis).  This category also includes research involving materials that were previously 
      collected for either non-research or research purposes, provided that any materials collected for
      research were not collected for the currently proposed research.

[bookmark: Check48]|_|  Category 6:  Collection from voice, video, digital or image recordings made for research
      purposes.

[bookmark: Check49]|_|  Category 7:  Research on individual or group characteristics or behavior (including, but not 
      limited to, research on perception, cognition, motivation, identity, language, communication, 
      cultural beliefs or practices, and social behavior) or research employing survey, interview, oral 
      history, focus group, program evaluation, human factors evaluation, or quality assurance 
             methodologies.



G. Study Design and Population     
	1. Indicate the level of risk for the study: |_| Minimal Risk    |_| Greater Than Minimal Risk      
    Note: IRB will make the final risk level determination.
2. Select the following, as applicable to the study: check all that apply
|_| Secondary research[footnoteRef:2]-- Use of information or biospecimens that have been collected or will be collected for non-research (clinical) purposes. No interaction or interventions with participants.  [2:  Secondary research: Research use of information or biospecimens collected for either research studies other than the proposed research, or for nonresearch purposes (e.g., clinical care, public health, education). The identifiable biospecimens or identifiable private information does not have to be existing (“on the shelf”) at the time of the propose protocol. ] 

|_| Prospective interaction or intervention with participants.
3. Participant selection criteria for inclusion and exclusion are specified in the protocol:                      |_| YES      |_| NO
4. The selection of subjects in equitable. |_| YES      |_| NO
    If no, describe the inequitable inclusion or exclusion of racial, ethnic, gender, or disadvantaged group, or vulnerable population:      
5. Non-Veterans will be enrolled.  |_| YES  If yes, a rationale must be included in the protocol.  |_| NO
6. VA providers will be enrolled.  |_| YES    |_| NO
7. Veteran or VA providers will be enrolled from other VA sites. |_| YES      |_| NO
8. The study will likely enroll the following categorically vulnerable populations:   |_| N/A
|_| Children (requires MCD approval)       |_|  Individuals with impaired decision-making capacity                                           |_|  Prisoners (CRADO Waiver required)  |_| Pregnant women (required MCD approval; does not include women who might become pregnant, although they may require additional protection which must be defined in the protocol and ICF)
9. Data will be collected from deceased individuals (This is not applicable to enrolled participants who may die during the course of the study). |_| YES--Submit the Research on Decedents’ Information form        |_| NO  



H. Research Procedures
	1. Identify all research procedures in study. 
 |_| a. FDA Regulated drugs, biologics, or other products such as supplements. 
 |_| b. Surgical procedure (if any surgical component altered for research purposes)
 |_| c. Other invasive procedure (e.g., x-ray, anesthesia, or arterial blood draw)
 |_| d. Venous blood draw
 |_| e. Benign prospective collection of specimens (though swab, fluid collection, etc.)
 |_| f. Behavioral medicine intervention (including exercise, diet, or sleep modification)
 |_| g. Experimental behavioral interaction with participant (e.g., psychotherapy, instrumental conditioning) 
 |_| h. Data from imaging or minimal risk device (if x-ray or radiologic agent used check b. above)
 |_| i. Observation or measurement of behavior (e.g., survey, cognitive testing, functional evaluation)   
 |_| j. No participant interaction; research involving materials (data, documents, specimens, records) that have been collected or will be collected for non-research purposes.
 |_| k. Other, describe:      



I. Safety and Risks
	1. A Data Safety Monitoring Board (DSMB) or Data Monitoring Committee (DMC) will be used in this study.     |_| YES      |_| NO
2. The protocol describes a process for submission and review of adverse events and unanticipated problems.     |_| YES      |_| NO
3. The study involves usual care and experimental procedures. |_| YES      |_| NO 
     If yes, usual care and experimental procedures are distinguished in the protocol |_| YES     |_| NO
4. This study has special privacy risks:  |_| YES      |_| NO  Check all that apply. 
     |_| Genetic analysis with potential identification of heritable traits
     |_| Genetic analysis for identification of disease markers
     |_|  Voice or image recording Note: this must be described in the Informed Consent Form 
     |_|  Risk of social/financial standing 
5. This study has safety concerns: |_| YES      |_| NO If yes, check all that apply.
     |_| Human Tissue      |_|  Genetic strains      |_|  Chemicals    |_| Biohazards    |_| Class 3b/4 Lasers
     |_| Radionuclides--Radiation Safety Committee review  required    |_| Other: 
6. Explain potential risks where there is no anticipated clinical benefit: |_| N/A        
7. Will a Certificate of Confidentiality be obtained? |_| YES    |_| NO If yes, include this information in the informed consent form. 
Note:  CoCs are required for Federally-funded research involving use or collection of identifiable, sensitive information.  CoCs protect the privacy of research subjects by prohibiting disclosure of identifiable, sensitive research information to anyone not connected to the research except when the subject consents or in a few other specific situations. NIH funded researchers are automatically issued a CoC through their award. Other Department of Health and Human Services (HHS) agencies issue CoCs to researchers they fund. Researchers not funded by HHS can continue to apply to NIH or the FDA as appropriate to request a CoC for HHS-mission relevant research. For more information on CoCs: http://grants.nih.gov/grants/policy/coc/



J. FDA Regulated Drugs, Devices and Other Products              |_| Not applicable. Skip to next section. 
	1. Indicate the type of clinical trial, if applicable: 
             |_|  Phase I           |_|  Phase II          |_|  Phase III      |_|  Phase IV
2a. Does the project involve an Investigational New Drug Application (IND) or Investigational New Device Exemption (IDE)?   |_| YES      |_| NO
    2b. If yes, attach the FDA letter and/or copy of any applicable correspondence with the FDA. If the FDA letter is not available, explain why:      
3a. Will FDA regulated products be dispensed by a DVAHCS pharmacy?  |_| YES   |_| NO 
3b. If no, name the pharmacy where the FDA regulated products will be dispensed:      
3c. The Letter of Understanding to use a pharmacy outside the DVAHCS is included in the initial review submission packet: |_| YES   |_| NO
4. If using FDA-regulated drugs or biologics, indicate use:   N/A  |_|
	|_|
	Investigational or Unapproved Drug(s) or Biologics. Attach a copy of the FDA documentation or acknowledgement letter stating that FDA received the IND application, if available.

	[bookmark: Check536]|_|
	Approved Drug(s) or Biologics For Approved Uses

	[bookmark: Check537]|_|
	Approved Drug(s) or Biologics for Unapproved Uses. Use will be inconsistent with product labeling or involves a new use, labeling, advertising change, or a change in dose, dosage form, administration schedule, or recipient. Attached applicable FDA letters or documentation, if available.



[bookmark: Check634]5.  List all drugs, biologics, or supplements to be used below.  Check here if N/A:  |_|    
	Name
	Use Consistent with Product Labeling? Yes/No
	Name of Drug Manufacturer or Source
	Name of person/sponsor holding IND
	IND# if Applicable

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


    
6. Is a VA Form 10-9012, Investigational Drug Information Record, included for each drug?                |_| YES      |_| NO
7. Is an investigator’s brochure included with the application?  |_| YES      |_| NO                                    If no, indicate why:      
8. For all approved drugs to be used in an unapproved context, briefly describe the unapproved use: |_| N/A       
9. If an IND is not required, explain why and/or provide sponsor or FDA documentation: |_| N/A       
10. If using FDA-regulated devices, indicate use: |_| N/A 
	[bookmark: Check538]|_|
	Investigational or Unapproved Device(s)

	[bookmark: Check539]|_|
	Approved Device(s) for an Approved Use

	[bookmark: Check558]|_|
	Approved Device(s) for an Unapproved Use

	[bookmark: Check540]|_|
	[bookmark: Text327]Other  (e.g., humanitarian use device; 510k clearance) Specify:      



	Name
	Use Consistent w/ Product Labeling? Yes/No/NA
	Describe risk: Significant Risk or Non-Significant Risk Device
	Name Device Manufacturer or Source
	IDE #if Applicable

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     



11. Is manufacturer’s device information included with the application materials?  |_| YES      |_| NO
12. If this is a non-significant risk device study, is documentation attached with the application materials explaining the manufacturer’s or a sponsor’s determination why the device is a Non-Significant Risk (NSR) device?  |_| YES      |_| NO
13. If applying for an IDE, is a copy of the dated IDE application letter to the FDA attached?                |_| YES    |_| NO       |_| N/A



K. Multi-Site Research                        |_| Not applicable. Skip to next section.
	1. Is this a multisite study?   |_| YES     |_| NO
If yes, check all that apply:  
|_| The Durham VAHCS is the lead site                   |_| The Durham PI is the lead investigator or study chair. for all sites.                                                          |_| The Durham VA PI is the local site investigator.
|_| Duke is the only other site                                   |_| This is a non-VA sponsored multi-site study.
|_| The DVAHCS is the coordinating center             |_| Other:                                                              
2. If the DVAHCS is the coordinating center or lead site, the following must be assured by the DVAHCS Principal Investigator:  |_| N/A
|_| I understand that the DVAHCS IRB must determine if other sites are engaged in research. If they are engaged, then that site’s IRB must approve the study. 
|_| I will provide copies of IRB approvals from other sites determined to be engaged in research as they are available.
|_| I will ensure that the study is not initiated at other sites prior to approval or exemption by their IRB.
4. A local site-specific protocol or the Durham VAHCS Local Protocol Addendum is included:           |_| YES      |_| NO
Note: A local site protocol or Durham VAHCS Local Protocol Addendum is required for multisite studies that use a centralized protocol or for multisite trials for which DVAHCS is not the lead site.



L. Study Staff
	1. This study will include Co-investigators at the DVAHCS? If yes, Submit a Conflict of Interest form for each DVAHCS investigator  |_| YES      |_| NO
2. Each research staff member has an appropriate Research Scope of Practice on file, or appropriate Research Scope of Practice documents are included with this application. |_| YES      |_| NO 
3. Does the study involve initial clinical evaluation or ongoing clinical monitoring during the study?                  |_| YES      |_| NO
    If yes, check all that apply: 
|_| Study staff or |_| participant’s health care provider will be responsible for the initial clinical evaluation. 
|_| Study staff or |_| participant’s health care provider will be responsible for monitoring clinical status. 
|_| All study staff who will provide clinical procedures or monitoring as part of this study are trained and qualified with appropriate credentials and privileges within DVAHCS. 




M. Research Data Information 
	1. Indicate the type of data will be obtained and recorded study team?   Check all that apply:     
[bookmark: Check433]             |_|   De-identified – Data does not contain any identifiers that could link the data to a specific 
                    participant.  
[bookmark: Check711]  |_|   Identifiable– Data contains direct identifiers, including the 18 HIPAA identifiers, sufficient to identify participants.  
[bookmark: Check434]             |_|   Coded – A unique code will be assigned to a set of otherwise de-identified health information to permit re-identification. The code will not be derived from or related to information about the individual. While the data may contain some health information only someone possessing the code can link the data to a particular participant.  
2. Data from this project will be sent off-site.  |_| YES  If yes, check all that apply below.   |_| NO 
|_| De-identified information: Information that is presumed not to identify an individual, and with respect to which there is no reasonable basis to believe that the information can be used to identify an individual, because the 18 HIPAA identifiers have been removed for a biostatistician has determined the health information has been de-identified through statistical verification. 
|_| Coded or otherwise de-identified health information will be sent off-side. The key to the code (mechanism for re-identification) will not be disclosed with the data and the code will not be derived from identifiers linked to the subject.
|_| Identifiable data will be sent offsite, including data with direct identifiers, personally identifiable information (PII), or Protected Health Information (PHI). This includes circumstances when the key to the code is disclosed with the coded data.
4a. Will Protected Health Information (PHI) be obtained during the course of this study?                    |_|Yes       |_| No        If yes, answer the questions below:
4b. How will PHI will be obtained: check all that apply      
             |_|  From existing sources such as medical records, clinical databases, or research records.
             |_|  Directly from participants   	
       4c. The following HIPAA identifiers that may be collected and recorded during the course of the study:
	|_| Names
	|_| Social security numbers or scrambled SSNS 
	|_| Device identifiers and serial numbers

	|_| E-mail addresses
	|_| Medical record numbers
	|_| URLs (Universal Resource Locator)

	|_| All elements of dates (except year) and any age over 89
Specify:        
	|_| Health plan beneficiary numbers
	|_| IP Addresses (Internet Protocol

	|_| Telephone numbers
	|_| Account numbers
	|_|  Biometric Identifiers including finger and voice print

	|_| Fax numbers
	|_| Certificate or license numbers
	|_| Full face photographic images and comparable images

	|_| All geographic subdivisions’
smaller than a state
Specify:       
	|_| Vehicle ID and serial numbers including license plate numbers
	|_| Other unique identifying number, characteristic, or code (NOTE: this is not the re-identification code assigned to otherwise de-identified health information)
Specify:       






N. Research Data Repository       |_| Not Applicable. Skip to next section.
	1.  Data obtained under this protocol will be stored and used for future research?   |_| YES      |_| NO If no, skip to next section 
2. This project establishes a new data repository:    |_| YES      |_| NO If yes, the repository must be submitted as a separate protocol.
3a. This project contributes data to an existing repository:    |_| YES      |_| NO
     3b. If the existing data repository is housed within the DVAHCS, provide the protocol number or name:      
4.  Describe the data to be entered into the data repository: check all that apply
|_| De-identified information: Health information that is presumed not to identify an individual, and with respect to which there is no reasonable basis to believe that the information can be used to identify an individual, because the 18 HIPAA identifiers have been removed for a biostatistician has determined the health information has been de-identified through statistical verification. 
|_| Coded or otherwise de-identified health information. The key to the code (mechanism for re-identification) will not be disclosed with the data and the code will not be derived from identifiers linked to the subject.
|_| Identifiable data, including data with direct identifiers, personally identifiable information (PII), or Protected Health Information (PHI). This includes circumstances when the key to the code is disclosed with the coded data.



O. Biological Specimens                 |_| Not Applicable. Skip to next section.
	1. Biospecimens used in this study: check all that apply
    |_| Biospecimens are pre-existing and originally collected for non-research purposes (all samples are in existence at the time of this submission)
    |_| Biospecimens are pre-existing and originally collected for future research purposes.               
    |_| Biospecimens will be prospectively obtained through clinically indicated, non-research procedures.
    |_| Biospecimens will be prospectively obtained for research purposes or by an additional procedure for research.
2. Will biospecimens be destroyed after testing or upon completion of the study?  |_| YES      |_| NO
3. Biospecimens from this project will be sent off-site: 
 |_| YES. To another VA institution or entity.
 |_| YES. To a non-VA institution or entity. A Material Transfer Agreement (MTA)is required.
           |_|  An MTA is included with this submission. 
        |_|  An MTA is not required because the transfer of specimens is addressed in a CRADA, subaward, or MOU.
|_| An MTA is required but not included. State why:      
 |_| NO. Specimens will not be sent outside the Durham VAHCS.
4. If biospecimens are sent offside, indicate the type of biospecimens to be disclosed:
|_| De-identified: Biospecimens are not individually identifiable because they cannot be linked to specific individuals either directly or indirectly through coding systems. 
|_| Coded: 1.) identifying information (such as name or social security number) that would enable an investigator to readily ascertain the identity of the individual to whom the biospecimens pertain has been replaced with a number, letter, symbol, or combination thereof (i.e., the code); and
2.) a key to decipher the code exists, enabling linkage of the identifying information to the biospecimens. The key to the code (mechanism for re-identification) will not be disclosed with the biospecimens and the code will not be derived from identifiers linked to the subject.
|_| Identifiable: The identity of the subject is or may be readily ascertained. This includes circumstances when the key to the code is disclosed with the coded biospecimens



P. Tissue Banking / Biospecimen Repository     |_|  Not applicable. Skip to next section.
	1. Will biospecimens collected under the proposed protocol be banked for future research use?                        |_| YES    |_| NO. Skip to next section.  
  Note: Specimens are not banked if they are used for specific purposes defined in the protocol and destroyed either when the specific testing/use is completed or at the end of the protocol.
2. Where will biospecimens be banked? Check all that apply. 
|_| DVAHCS biorespository. Name of the repository or protocol number:      
|_| Other VA biorespository
|_| Non-VA biorepository 
3. Specify the type of future use for biospecimens: 
|_| Research on a specific disease/condition. Name disease or condition:      
|_| Any future research
|_| Unspecified research use
|_| Other:      
4. Will the biospecimens be used to generate a cell line for genetic testing?     |_| YES      |_| NO
5. Will banked biospecimens be identifiable, coded or de-identified?  Check all that apply.
|_| De-identified: Biospecimens are not individually identifiable because they cannot be linked to specific individuals either directly or indirectly through coding systems.
|_| Coded: 1.) identifying information (such as name or social security number) that would enable an investigator to readily ascertain the identity of the individual to whom the biospecimens pertain has been replaced with a number, letter, symbol, or combination thereof (i.e., the code); and 2.) a key to decipher the code exists, enabling linkage of the identifying information to the biospecimens. The key to the code (mechanism for re-identification) will not be disclosed with the biospecimens and the code will not be derived from identifiers linked to the subject.
|_| Identifiable: The identity of the subject is or may be readily ascertained. This includes circumstances when the key to the code is disclosed with the coded biospecimens.
5. How long will biospecimens be banked (e.g., 5 years, 20 years, indefinitely)?      




Q. Recruitment      |_|  Not applicable—The study involves secondary research. Skip to next section.
	NOTE: VA policy prohibits “cold calls” to potential VA research participants. Initial contact must be made in person or by letter prior to making any telephone contact, unless there is written documentation that the subject is willing to be contacted by phone about the specific study or the specific kind of research.  

1. Will a clinical provider be involved in initial identification or recruitment of participants?                        |_| YES      |_| NO
If yes: 
      |_|The provider will NOT convey participant information to research staff
      |_|The provider may inform research staff about the participant. Include a Waiver of HIPAA Authorization
2.  Information or biospecimens will be obtained for the purpose of screening, recruiting, or determining eligibility of prospective subjects through the following conditions: (Check all that apply. A waiver of informed consent for recruiting purposes is not required if the scope of recruitment activities is described in one or both boxes below; however, a Waiver of HIPAA Authorization is required.)  |_| N/A
|_|  Information will be obtained through oral or written communication with the prospective subject or legally authorized representative.
      |_|  Identifiable private information or identifiable biospecimens will be obtained by accessing records or stored specimens.
3. If screening, recruiting, and determining eligibility activities differ from what is described above, please describe:      
4. Recruitment materials will be used for this study? |_| YES      |_| NO  
5. Recruitment materials are included with this application? |_| YES      |_| NO 
NOTE: All recruitment materials must receive IRB approval prior to use. 


 
R. Compensation for Participation     |_|  Not applicable. Skip to next section.
	[bookmark: _Hlk527461743]1.  Will participants will receive compensation for participation? |_| YES      |_| NO Skip to next section
2. Total amount of compensation to be received for participation:      
3. Will compensation be prorated for partial completion of procedures? This must be explained during the consent process. |_| YES      |_| NO
4. What form of payment will be used?[footnoteRef:3]  |_| Check   |_|  Electronic Funds Transfer (EFT) voucher [3:  If payments are processed and issued by entities outside the DVAHCS, e.g., IMR, the entity must be listed on the HIPAA Authorization.] 

|_| Other, describe:      



S. Informed Consent Process    
	1. Will written (signed) informed consent be obtained from participants?   |_| YES      |_| NO
2a. If the study is Clinical Trial[footnoteRef:4] funded by a Federal agency, who will be responsible for posting the informed consent on ClinialTrials.gov[footnoteRef:5]? |_| N/A [4:  Clinical Trial: A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes. ]  [5:  The informed consent form must be posted on a Federal Website (e.g. Clinialtrials.gov)after the study is closed to recruitment and no later than 60 days after the last study visit.] 

|_| Sponsor or lead investigator
|_| DVAHCS Investigator
|_| VA ORD Program Office Funding the Project

3. Will the study involve requesting a waiver or alteration of consent process or a waiver of documentation of consent for any part of the project?  |_| YES      |_| NO 
If yes, check one or more of the following boxes and submit the applicable waiver request(s).
	|_|
	An alteration of the informed consent process or required elements.   Submit a Request for Waiver or Alteration of Informed Consent Process. Note:  If deception is involved, the Request for Waiver or Alteration of Informed Consent Process must be submitted.

	|_|
	Waiver of informed consent for the entire study (e.g., secondary research) or only a specific portion(s) of the study (not including recruitment).  Submit a Request for Waiver or Alteration of Informed Process. 

	|_|
	Waiver of obtaining (signed) documented informed consent. Verbal consent will be obtained. Submit a Request for Waiver of Informed Consent Documentation.



4. Does the project involve photos, videos or voice recordings of participants? If yes, the informed consent must include information describing the photos, videos or recordings; how the digital media will be used; and where the media will be disclosed.   |_| YES      |_| NO



T. Inclusion of Participants with Impaired Decision-Making Capacity  |_| Not applicable. Skip to next section.
	1. Justification for the inclusion of participants with impaired decision-making capacity: 
     
2. Certify one of the following statements about risk levels for this group: 
    |_|There is no anticipated risk of injury with participation in this study.
    |_|The anticipated benefit to the subject is greater than the anticipated harm.
3. The process for determining capacity to provide informed consent includes (the process must also be detailed in the protocol):
|_| Impaired-decision making evaluation will be performed by qualified practitioner. 
|_| Evaluation will include assessment of whether capacity to consent may return. 
|_| If subjects may regain capacity to consent, subject will be reconsented. This process must be described in the protocol.
|_|Other:      
4a. The study will involve participants with temporary or fluctuating impaired decision-making capacity? 
|_| YES      |_| NO 
4b. If yes, the process for reconsenting subjects who regain capacity to consent is described in the protocol.      |_| YES      |_| NO 
3. Legally Authorized Representatives (LARs) will provide consent on behalf of persons who lack decision making capacity? |_| YES      |_| NO 
If yes, indicate the following persons authorize consent for this study: [footnoteRef:6] [6:  An individual who is qualified as a LAR to provide informed consent on behalf of a prospective research subject may not always qualify as a personal representative for purposes of consent to use or disclose a subject’s protected health information (PHI) (i.e., signing a HIPAA) authorization. Therefore, in circumstances involving authorization for use or disclosure of a human subject’s PHI, the investigator must ensure the LAR meets the requirements of a personal representative under HIPAA and the Privacy Act of 1974 (legal guardian or power of attorney) prior to the LAR’s signing a HIPAA authorization. Consult the Privacy Officer for more information on individuals authorized to sign the HIPAA Authorization. VHADURPOSUPPORT@va.gov. ] 

|_| Health care agent (i.e., an individual named by the subject in a Durable Power of Attorney for Health Care)
|_| Legal guardian or special guardian
|_| Next of kin: a close relative of the patient 18 years of age or older
|_| Close friend
|_| Other, describe:      
4. Does the protocol contain provision for obtaining assent of the participant?     |_| YES      |_| NO
5. Does the protocol contain provision for respecting any dissent from the participant?                        |_| YES      |_| NO



U. Departmental Support                 |_|  Not applicable. Skip to next section.
	1. Will the study require support from any Durham VAMC departments or services? Check all that apply. A letter of support is required from the department(s).
|_|Pharmacy         |_| Clinical Laboratory          |_| Surgery            |_| Nursing          |_| Nuclear Medicine   
|_| Radiology        |_|Other:      



V. Keywords (list a minimum of 3 keywords relevant to the project):
	     
	     
	     

	     
	     
	     

	     
	     
	     



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







X. Contents of Initial Review Application
	*Asterisk indicates required documents for all initial review applications.
                                                                

	|_| Application for Initial Review of Non-Exempt 
Human Subjects Research*
|_| Abstract*
|_| Protocol*
|_| Local protocol or DVAHCS Protocol Addendum
|_| Privacy, Confidentiality, and Information Security Checklist* (ISO/PO Checklist) *
|_| VA Form 10-0398 Research Protocol Safety Survey*
|_| Data Management and Access Plan*
|_| Staff Listing*
|_| Conflict of Interest(s)* investigators only
|_| IRB Initial Review Submission Checklist*
|_| Informed Consent Form
|_| Request for Wavier or Alteration of Informed Consent Process
|_| Request for Waiver of Informed Consent Documentation
|_| VA Form 10-0493, Authorization to Use and Research Individually Identifiable Health Information Collected for VHA Research (HIPAA Authorization)
|_| Request for Waiver or Alteration of HIPAA Authorization
|_| Authorization to Use, Process, Store or Transmit Sensitive Information Outside VA Owned or Managed Facilities (VASI Memo) 
|_| Recruitment Materials
|_| Questionnaires, Measures, Surveys
|_| Case Report Forms
	
|_| Data Use Agreement(s)
|_| Packing and Shipping of Biological Specimens
|_| Standard Operating Procedure (SOP) for Using Human blood and Tissue
|_| Blood Collection Competency Checklist
|_| Vital Sign Competency Checklist
|_| Telephone Script 
|_| VA Form 10-9012 Investigational Drug Record
|_| Form FDA 1572
|_| Investigators Brochure
|_| FDA IND/IDE Letter for FDA IND/IDE exempt determination letter
|_| Certificate of Confidentiality 
|_| ORD Offsite Waiver Request
|_| Curriculum Vitae New PIs
|_| Page 18/Investigator Data  New PIs
|_| Research Scope of Practice If not previously submitted
|_| HIPAA Revocation
|_| Material Transfer Agreement (MTA). Required if sending biospecimens outside the Durham VA to a non-VA entity, unless there is another agreement in place, such as a CRADA or MOU.



Y. Supervisor Signature(s)
	

     _____________________________
Service Chief Printed Name


________________________________________________________________     ______
Signature of Service Chief                                                                                       Date


     ______________________________________________
Supervisor Printed Name


_________________________________________________________________     ______
Signature of Supervisor (if different than Service Chief)                                     Date
                     



Z. Principal Investigator Verification
	1. Considering all the above information, the risks in this project are outweighed by the benefits.
2. All information provided on this form and any required supplemental initial review documents are truthful and  accurate to the best of my knowledge.
3. All project team members will be trained on applicable project procedures and all VA and other requirements pertaining to human subject protections as befits their roles, scope of practice, and responsibilities prior to participating in the project. 
4. As principal investigator for this study, I acknowledge that I have the primary and ultimate responsibility for protecting the rights and welfare of research participants and that I understand the ethical principles of human subjects protections and Good Clinical Practice.
5.  I have the competencies and the resources to conduct the research outlined in this application and I attest that the application is scientifically and ethically sound. 
6. I am aware that this project must receive prior approval by the Institutional Review Board (IRB), that any change in this project requires prior approval by the IRB, except when necessary to eliminate immediate hazard to the participants. Any changes implemented as a result of an immediate hazard will be promptly reported to IRB and an amendment submitted if determined necessary. 
7. Initiation of research activities cannot begin until I receive written notification of approval form Research and Development Committee and the Associate Chief of Staff for Research and Development.



                                                                                                                                       
Principal Investigator Signature                                                                                           Date






	RESEARCH OFFICE USE ONLY



Institutional Review Board (IRB)
	|_| Project does not meet the definition of research.  No IRB or R&DC review required.
|_| Project meets the definition of research and constitutes human subjects research.  IRB Review is required.

	IRB RECOMMENDED ACTION:
	Comments:

	|_| Approve without modifications 
|_| Approve with minor modifications (Contingent Approval)
|_| Table (Requires Substantive Changes)
|_| Disapprove (full committee review required)

	


	


IRB Committee Member Signature                                                                          Date




Subcommittee on Research Safety (SRS)        |_|  Not applicable
	|_| Approve without modifications 
|_| Approve with minor modifications
|_| Table (Requires Substantive Changes)
|_| Disapprove (full committee review required)

	


	



SRS Committee Member Signature                                                                       Date




Research and Development Committee (R&DC)
	|_| Approve without modifications 
|_| Approve with minor modifications
|_| Table (Requires Substantive Changes)
|_| Disapprove (full committee review required)

	


	


R&DC Committee Member Signature                                                                       Date




Associate Chief of Staff Research and Development (ACOS/R&D) Approval
	



ACOS/R&D Signature                                                                                          Date
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