HUMAN SUBJECT RESEARCH PROTOCOL REVIEW REQUEST FORM

DEPARTMENT OF VETERANS AFFAIRS

VA HEALTHCARE NETWORK UPSTATE NEW YORK AT SYRACUSE

IRB Office: Phone: (315) 425-4400 x 53607; Fax: (315) 425-4871

1.  DATE: 


2.  This Protocol is to be considered for (check one box)


 FORMCHECKBOX 
 FULL REVIEW
  
 FORMCHECKBOX 
 EXPEDITED REVIEW * ________________________________________________________________________________________
*PI must cite specific paragraph from Federal Guidelines listed in R&D SOP 151-02
3. TITLE AND # OF PROTOCOL: (Use the exact title of the protocol Include all numbers/designations. This needs to match on all documentation and forms submitted for this project) 
___________________________________________________________________________________________

___________________________________________________________________________________________

___________________________________________________________________________________________

VA Merit Review Proposal should be no more than 72 spaces.
4. PRINCIPAL INVESTIGATOR (must have Syracuse VAMC paid appointment)



____________________________________________________________________________


Last


First
     

MI           

  Degree

VA Address (for all correspondence):


VA Mail Code:______________

_________________________________________________________________________________


Work Phone #:______________________     Pager:______________Email ____________________                          



VA Appointment: Full-Time____  Part-Time____  Consultant____
Contract____                            
          



Percent Effort Devoted to this Research Protocol: ______%
4a.  CO-INVESTIGATOR


_____________________________________________________________________________


Last


First
     

MI           

  Degree




Work Phone #:___________________   Pager:_________________   Email:_________________ 


VA Appointment: Full-Time_____  Part-Time____ WOC____  Consultant____Contract____
                            
          



Percent Effort Devoted to this Research Protocol: ______%

Note:  For new Principal Investigators not currently in the Investigator Data Base complete and attach Investigator Data Sheet (VA Form 10-5368/Page 18).
5.  Funding Information: (Please insert codes from attached Funding Source Codes) 

a) Is this a funded project       

  FORMCHECKBOX 
  YES

 FORMCHECKBOX 
 NO   


b) Has funding been requested  

  FORMCHECKBOX 
  YES

 FORMCHECKBOX 
 NO   


Sponsor Protocol #:


Name of Funding Source:_______________________________________


Funding Source Code:___________  


Admin Code:_______________________________  


Other Name:_____________________________________
*  If administered through the CNYRC, request AAHRPP Sponsored Research Contract Requirements New Contract Checklist to be supplied to IRB
All staff on study MUST complete the Syracuse R&D Conflict of Interest Disclosure Form.  
6.
Does the PI or any of the sub-investigators listed on this protocol have a conflict of interest which may include financial or commercial interest in the study being conducted?  This may also include supervisory relationships, administrative or financial agreements between the sponsor and investigator(s) and/or family members of the investigator(s) such as monetary payments and/or stock holdings.

 FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO 

If YES, this information must be disclosed in the subject consent document.
7.  Sub-Investigators (e.g. fellows, residents, clinicians, associates, research coordinators) who will be assisting the PI in the conduct of the study:  (If drug study include names from FDA Form 1572, Box #6) 

Provide Scope of Practice Form (Sub-Is or Research Coordinators) or Addendum to Clinical Functional Statement (Principal or Co-Investgators) for each member of the study
NAME & PERCENT EFFORT

SIGNATURE

           CARE LINE LEADER SIGNATURE

__________________________   
____________________________        ___________________________

__________________________ 
____________________________        ____________________________

__________________________
_____________________________     _____________________________

__________________________     _____________________________     _____________________________

Please indicate which study staff will be obtaining consent (as applicable):______________________________

8.  Have all individuals listed above completed the Syracuse IRB Human Subjects Training Requirements?  

 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
 NO   

CITI including Good Clinical Practice & HRPP

9.  Type of Research Activity (select all that apply):
 FORMCHECKBOX 
  Clinical  
                                      FORMCHECKBOX 
 Behavioral  

  FORMCHECKBOX 
 Cancer  

 FORMCHECKBOX 
  Retrospective Medical Record Review / Database     FORMCHECKBOX 
 Educational 
  FORMCHECKBOX 
 Survey/Questionnaire
9a.  Purpose of the research:____________________________________________________________________
9b.  Scientific or Scholarly Rationale:____________________________________________________________

9c.  Procedures to be Performed: _______________________________________________________________

9d.  Description of the procedures being performed already for diagnostic or treatment purposes: ________

___________________________________________________________________________________________
10.
Consideration of Alternatives and Prevention of Unnecessary Duplication:  If this is an investigator initiated study, the PI must conduct a database search for relevant, peer-reviewed articles relating to the research proposed in the submitted application.  Keep copies of all search results in your research files to demonstrate compliance should the Syracuse VA Research Compliance Officer choose to audit your project.  Submit the following information:  names of databases searched;  date the search was performed;  date range of the search; and the keywords used for the search.

10a.  Key Words: (Minimum 3: Maximum 6)


1) _______________________        2) ________________________     3) _______________________ 

      4) ________________________      5) _______________________       6) ________________________
11.
Maximum Number of Subjects to be Enrolled Locally:_________________                          

12.
How will subjects be identified/recruited to the study: __________________________________________
12a. Please list inclusion criteria:______________________________________________________________
12b. Please list exlusion criteria:_______________________________________________________________

12c. CPRS NOTE REQUIRED (see IRB SOP 151-02page 56 and HRPP Training: CPRS note Guidance for more information)  FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO
If minimal risk study – the PI must request and have IRB approval to use minimal risk study note in CPRS. To request minimal risk note add justification below:

_________________________________________________________________________________________
13.
Expected number of years study to be active: _____________

14.
Duration of subject participation: ____________________________________ (# of hours/days/weeks/months)

15.
Will subjects be paid for participation?   FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO 

If YES, provide details of remuneration, i.e. total amount/subject, timing of payments, who administers payments and how accomplished:

 ___________________________________________________________________________________________

16.
Will advertisements, posters, informational letters, etc. be used for recruitment purposes?  

 FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO  If YES, copies must be provided for review

17.  Where will research activities be conducted (check all that apply):

 FORMCHECKBOX 
 Syracuse VAMC
 FORMCHECKBOX 
 Canandaigua VAMC        FORMCHECKBOX 
 SUNY-UMU

 FORMCHECKBOX 
 VA Outpatient Clinic(s) (please list) ___________________________________________________________

 FORMCHECKBOX 
 Other (please list):________________________________________________________________________
17a.  Explain the current status of this proposal (approved, under consideration/review, disapproved, etc) if it is submitted to another Institution and/or Institutional Review Board (IRB):  

___________________________________________________________________________________________________________________________________________________________________________________________________________________________________
18. Confidentiality: Confidential is the status accorded to data or information indicating that it is protected for some reason, and therefore it needs to be guarded against theft, disclosure, or improper use, of both, and must be disseminated only to authorized individuals or organizations with a need to know.  Patient health records are sensitive due to the requirements of confidentiality as they contain restrictive information about the individual. 


1. Describe in adequate detail what measures will be taken to protect the confidentiality of the data to be obtained. e.g. destruction of key code, third party control of key code, physical security, deidentified data collection, etc.  

2. Describe provisions for storage of data. Where will the study records be kept (electronic media, tissues, records, etc.)

3.  Who will have access to the data?                               

4.   If research data will be shared with individuals other than the study team at the Syracuse VAMC or Canandaigua VAMC, how will data be transferred or transmitted?

5.   Describe plans for return or destruction of protected health information. NOTE: Current VA regulations require that ALL identifiable data collected and used for research be maintained as defined in the VHA Records Control Schedule. Therefore no data should be destroyed until confirmed in compliance with these regulations.

6.  Will identifiable protected health information be provided to anyone outside of the PI and study team members listed on this application?  FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO 
If YES, describe to whom, what information will be provided and how the recipient will store and secure that information.
18.a  Privacy: deals with the protection of the subjects as individuals who deserve respect and autonomy.  It refers to people and limiting unauthorized individual’s access to the actual person (not their identifiers or data).  Privacy is often defined as the right of an individual to have their information kept confidential

1.) Describe provisions to protect privacy (may include curtains or private rooms for changing clothes, private areas for discussion, or other approaches to giving the subjects control over the sharing of themselves).  


2.) Describe the specific method to be used to obtain information (such as: laboratory results, questionnaires, specific assessments, specific databases, etc.) and the setting in which the information will be obtained.   
19.  HIPPA Authorization:   Is HIPPA Authorization Form present and complete?
 FORMCHECKBOX 
 NA   FORMCHECKBOX 
 Y    FORMCHECKBOX 
 N   
If NO  has a HIPPA Waiver Request Form  been requested  for this protocol?      FORMCHECKBOX 
 Y    FORMCHECKBOX 
 N   

(criteria listed below)
The use or disclosure of the PHI involves no more than minimal risk 

to the privacy of individuals based on, at least, the presence of the 

following elements: 


1.  An adequate plan to protect health information identifiers from improper use and disclosure.


2.  An adequate plan to destroy identifiers at the earliest opportunity consistent with conduct of research (absent a health or research justification fro retaining them or a legal requirement to do so). See question18.5 for Destruction Guidance.

3.  Adequate written assurances that the PHI will not be reused or disclosed to (shared with)  any person or entity, except as required by law, for authorized oversight of the research study, or for other  research for which the use or disclosure of the PHI would be permitted under the Privacy Rule.

The research could not practicably be conducted without the waiver or alteration.
The research could not practicably be conducted without access to and use of the PHI.
20.
Are investigational or FDA-approved pharmacologics /devices to be used in patients?      FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO 

If YES, you must complete the Pharmacy Research Protocol Participation Agreement Memo, attach one copy of the study protocol, Investigator's Brochure and VA consent document and send the entire packet to the Pharmacy Manager (119) for Pharmacy Service review and approval.  In addition, the investigator must complete a VA Investigational Drug Information Record (VA Form 10-9012) for each pharmacologic agent used in the study protocol.  
This research is  FORMCHECKBOX 
 Phase I
 FORMCHECKBOX 
 Phase II      FORMCHECKBOX 
  Phase III       FORMCHECKBOX 
 Phase IV    FORMCHECKBOX 
 other


21.  This research involves (check all that apply)

   FORMCHECKBOX 
 Human Subjects only indirectly (records, specimens, etc.)     
    FORMCHECKBOX 
 Outpatients
□ Subjects unable to consent for themselves



   FORMCHECKBOX 
 Exposure to radiation by radioisotope or ionizing/non-ionizing     FORMCHECKBOX 
Pregnant Women







    radiation producing equipment.
    FORMCHECKBOX 
 Inpatients


If above  item is checked, indicate dat of RSC review:__________
    FORMCHECKBOX 
 Non-English speaking


    FORMCHECKBOX 
 Incompetent Subjects (unable to consent) 
    FORMCHECKBOX 
 HIV positive individuals


    FORMCHECKBOX 
 FDA approved devices

    FORMCHECKBOX 
 Normal volunteers


    FORMCHECKBOX 
 Investigational devices (IDE#):__________or  _____  pending   FORMCHECKBOX 
 Fetuses or embryos

          FORMCHECKBOX 
 FDA approved drugs or biologic products
    FORMCHECKBOX 
 In Vitro fertilization

          FORMCHECKBOX 
 Investigational drugs (IND#):___________  or  _____  pending  FORMCHECKBOX 
 Gene therapy

          FORMCHECKBOX 
 Minors (<18 years of age)                                                             FORMCHECKBOX 
 Genetic testing or screening

          FORMCHECKBOX 
 Elderly (>70 years of age)


22.  Use Of Subjects Who Are Legally Incompetent Or Who Have Impaired Decision Making Capacity (IDMC):  (See SOP on Impaired Decision Making Capacity for a description of individuals who can serve as a legally authorized representative and provide surrogate consent.)
Are Subjects who are legally incompetent or who have impaired decision making capacity (IDMC) to be included in the study population?   FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO  If NO skip to question #23.
If YES you must provide a description of how each of the three criteria, for inclusion of subjects who are legally incompetent or who have IDMC, are met.  If these criteria are met, the IRB may approve the inclusion of incompetent subjects or subjects with impaired decision-making capacity in research projects on the basis of informed consent from authorized representatives.  Sections with guidance are provided below for each criterion.



Criteria (1) Only incompetent persons or persons with impaired decision making capacity are suitable as research subjects.  Competent persons are not suitable for the proposed research.  The investigator must demonstrate to the IRB that there is a compelling reason to include incompetent individuals or persons with impaired decision-making capacity as subjects.  Incompetent persons or persons with impaired decision-making capacity must not be subjects in research simply because they are readily available.


Guidance for Criteria 1.  Criteria one says that persons with IDMC must be necessary to the research.  If the research can produce valid results without them, then persons with IDMC may not be included.  The following sentence in criteria one permits both subjects with IDMC and those who do not have IDMC to be included in the study if there is a compelling reason to do so for the scientific validity of the research.  “The investigator must demonstrate to the IRB that there is a compelling reason to include incompetent individuals or persons with impaired decision-making capacity as subjects.”  

If this criteria is met, the investigator must attest to the fact that subjects who are incompetent or who have IDMC are needed in order to have a representative sample of subjects with the condition/characteristic being studied.  (This can include studies with just those with IDMC or studies that combine both those with IDMC and those who do not have IDMC.)  This must be briefly explained as in the following hypothetical examples.


“In this study involving the ER, patients may have IDMC because they are physically incapacitated, in great pain or very upset and this is directly related to their reason for being in the ER.  Eliminating these individuals would not provide a representative sample of ER cases.  A scientifically valid sample could not be obtained without including both subjects with IDMC and those who do not have IDMC.”

 “In this cancer medication trial, patients may have IDMC due to brain metastasis, pain medication or other causes related to the cancer.  Eliminating these individuals would not provide a representative sample of cancer cases.  A scientifically valid sample could not be obtained without including both subjects with IDMC and those who do not have IDMC.”

State how criteria one is met for inclusion of persons who are legally incompetent or who have impaired decision making capacity (IDMC): __________________________________________________________________________________________
__________________________________________________________________________________________________________________________________________________________________________



Criteria (2) The proposed research entails no significant risks, tangible or intangible, or if the research presents some probability of harm, there must be at least a greater probability of direct benefit to the participant.  Incompetent people or persons with impaired decision-making capacity are not to be subjects of research that imposes a risk of injury, unless that research is intended to benefit that subject and the probability of benefit is greater than the probability of harm.



Guidance for Criteria 2.  The investigator must attest to the fact that the research entails no significant risks, tangible or intangible, or if the research presents some probability of harm, the investigator must explain how there is at least a greater probability of direct benefit to the participant.
State how criteria two is met regarding risks for inclusion of persons who are legally incompetent or who have impaired decision making capacity (IDMC): __________________________________________________________________________________________
__________________________________________________________________________________________________________________________________________________________________________



Criteria (3) Procedures have been devised to ensure that participant’s representatives are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity.  Health care agents (appointed under Durable Power of Attorney for Health Care (DPAHC)) and next-of-kin, or guardians, must be given descriptions of both proposed research studies and the obligations of the person’s representatives.  They must be told that their obligation is to try to determine what the subject would do if competent, or if the subject's wishes cannot be determined, what they think is in the incompetent person's best interest.


Guidance for Criteria 3.  The investigator must indicate that procedures have been devised to inform the participant’s representatives (surrogates) of their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity. The surrogate must be given descriptions of both proposed research studies and the obligations of the person’s representatives.  They must be told that their obligation is to try to determine what the subject would do if competent, or if the subject's wishes cannot be determined, what they think is in the incompetent person's best interest.

Describe procedures to be followed to inform surrogates of their roles and obligations to protect subjects who are legally incompetent or who have impaired decision making capacity (IDMC): __________________________________________________________________________________________________________________________________________________________________________

23.  Radiation Safety Issues


a)  Will Radioisotopes be used?       FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO  If YES, you must obtain approval to use 


radioisotopes. Please contact the Radiation Safety Officer (Gary Gamble ext. 53594) for application.


b)   Will ionizing radiation producing equipment be used?  FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO 
              Diagnostic______________          Therapeutic__________________ 


c)     Will non-ionizing radiation producing equipment be used (i.e. LASERS)?  FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO 
24.
Does this research protocol involve the collection of biological specimens?   FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO 

A human biological specimen is any material derived from a human subject—such as blood, urine, tissues, organs, hair, nail clippings, or any other cells or fluids—whether collected for research purposes or as residual specimens from diagnostic, therapeutic, or surgical procedures. 

If YES, answer the following:

a)   is this a retrospective collection (specimens are already 'on the shelf'/stored/frozen at the time of   the application submission?  RETROSPECTIVE   FORMCHECKBOX 
    PROSPECTIVE  FORMCHECKBOX 


b)   if PROSPECTIVE, specify whether:  specimens will be obtained from procedures performed specifically for research _____   or specimens will be obtained from future, discarded clinical samples  ______  

c)   will specimens be collected anonymously (no way to link sample with subject identity) or in an identifiable (i.e., coded) manner?   ANONYMOUS  FORMCHECKBOX 
        IDENTIFIABLE  FORMCHECKBOX 


d)   is genetic testing of these specimens proposed?    FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO

      e) once collected where will the specimens be stored?:_______________________________________________


f)   where will tests on the biological specimens be conducted?    FORMCHECKBOX 
 SYRACUSE VAMC   FORMCHECKBOX 
 OTHER SITE  if not at the Syracuse VAMC, please list the site(s):______________________________________________________
Important Notes:
          *If the specimens will be sent/tested at a non-VA site, refer to VHA Directive 2000-043 (Banking of Human Research Subjects’ Specimens, dated 11/06/2000).

          *If the protocol is 5 years or longer and the specimens are stored off-site at a non-profit institution until the end of the protocol, then the investigator must obtain a waiver from ORD.

          *If the specimens are stored off-site at a non-academic, for-profit institution for greater than 3 months, a waiver must be obtained from ORD.  To apply for an off-site waiver, the investigator must complete VA form 10-0436. This is a pdf form that can be filled in and saved using Acrobat Reader version 7 or higher (http://www.va.gov/vaforms/medical/pdf/vha-10-0436-fill.pdf).

25.
Does this study have a Data Safety and Monitoring Board (DSMB) in place?   FORMCHECKBOX 
  YES      FORMCHECKBOX 
 NO

26.  ABSTRACT:  The abstract should be provided electronically to the IRB office.  The abstract should be typed single-spaced, preferably 10 pitch, good quality print, and organized under the following headings: OBJECTIVE(S):, RESEARCH DESIGN; METHODOLOGY: and if appropriate, CLINICAL RELATIONSHIPS. 

27.
CONSENT DOCUMENT:  The consent document must be placed onto VA Form 10-1086.  This form is available in MSWord format from the Research Admin. Office (A.Hahn x53607)
28.
INSTITUTIONAL SUPPORT:  Please check all sections below whose participation is required for the conduct of this study.  If other Care Line(s) will be impacted by this project, a letter of support/collaboration must be obtained from each section checked below:

_____  Clinical Laboratory
_____  D&T

  _____  Nursing
_____ 
Behav. Health

_____  Surgery

  _____  Medicine

_____  Nuclear Medicine
_____  Outpatient
_____ Pharmacy (must attach Pharmacy Research Protocol 






           Participation Agreement Memo, see No. 15 above)
IMPORTANT INFORMATION FOR THE PRINCIPAL INVESTIGATOR

You acknowledge that you have been provided with the Syracuse VA Medical Center's and/or Canandaigua VA Medical Center's Federal Wide Assurance (FWA) and Standard Operating Procedures.  You acknowledge that you have been provided with a copy of Code of Federal Regulations 45 CFR 46,  the Belmont Report and other pertinent regulations and guidelines related to the involvement of human subjects in research.

By signing this application form, you provide the Syracuse VA IRB with assurance that the proposed study: does not unnecessarily duplicate previous research, and all known risks associated with the study device, substance, and/or procedures are listed in the consent document.

You must conduct the research in compliance with the policies and procedures of the Syracuse VA Medical Center's and/or Canandaigua VA Medical Center's FWA and all local, state and federal laws and regulations.

You must comply with the Syracuse Institutional Review Board (IRB) training policies.

Research may not  begin until you have received FINAL WRITTEN APPROVAL from the VA Institutional Review Board and the Research and Development Committee.  If applicable, you must have received approval of the Biosafety Subcommittee and Radiation Safety Committee prior to beginning the study.

The consent process is one of the most important elements of all research studies involving human subjects.  If consent is not obtained properly then the rights of the individual research subject will have been violated.  You must obtain informed consent from every subject prior to the initiation of any research activity.  The person obtaining consent must sign and date the consent document accurately and completely.  Problems that are encountered relative to any phase of the consent process for any subject in a research activity must be reported to the IRB immediately (A.Hahn x 53607).  If you have any questions regarding the informed consent process contact the Research Compliance Officer at extension 54868.
You are responsible for providing a copy of VA Institutional Review Board approved and signed consent form (VA Form 10-1086) to each subject at the time of consent, unless the VA Institutional Review Board determines that this study is an exempt category of research under 45 CFR 46 or the IRB waives this requirement.  The original Informed Consent Form (ICF) and HIPAA form must be placed in the investigator’s file.

1 Copy given to subject before leaving ICF appointment along with a copy of HIPAA form (even if PI signature has not yet been obtained, 1 Copy sent for CPRS scanning within ONE week, , 1 Copy to the IRB and 1 Copy sent to Pharmacy (if applicable).
You must promptly report all changes in previously approved protocols to the VA Institutional Review Board.  The proposed changes must not be initiated without review and approval except in the case of Human Studies, where necessary to eliminate apparent immediate hazards to subjects.

You must submit Continuing Review progress reports and receive re-approval at periods specified by the VA IRB (not to exceed one year).  If you do not submit these reports, the protocol will become non-approved and the IRB may be required to notify sponsors, funding agencies and other regulatory agencies. 

You must notify the VA IRB in writing immediately if any subject dies either while on study or within 30 days after ending participation.  This applies regardless of whether or not the death was related to the study.
You must notify the VA IRB in writing immediately of all serious and unexpected adverse events.  This applies regardless of whether or not the event was related to the study.  Use the R&D SAE Form for reporting purposes. The list of problems that researchers must report to the IRB, including:

· Internal adverse events that are unexpected, involve new or increased risks, and are related to the research.

· External adverse events that are unanticipated problems involving risks to subjects or others.

· Changes made to the research without prior IRB approval in order to eliminate apparent immediate harm.

· Other unanticipated information that is related to the research and

indicates that subjects or others might be at increased risk of harm.

· Members of the VA research community are required to ensure that all

unanticipated problems involving risks to subjects or others in research

are reported promptly to the IRB.

· For serious unanticipated problems involving risks to subjects or
others, within five business days of becoming aware of any serious unanticipated problem involving risks to subjects or others in VA research, members of the VA research community are required to ensure that the problem has been reported in writing to the IRB. Serious unanticipated problems involving risks to subjects or others include:

· Interruptions of subject enrollments or other research activities due to concerns about the safety, rights, or welfare of human research subjects, research staff, or others.

· Any unanticipated problem involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others.

· Any problem reflecting a deficiency that substantively compromises the effectiveness of the VA facility’s HRPP.

· The unfounded classification of a serious adverse event as “anticipated” constitutes serious non-compliance.

You are responsible for the conduct of the study including the protocol activities of those designated and supervised by you (individuals listed on #7).

All records from this study must be maintained and available for inspection by representatives of the VAMC, VA IRB or its designees, and applicable regulatory agencies.

You must notify the VA IRB and the ACOS, Research Service, if applicable,  before terminating employment or resigning as Principal Investigator.

By signing below, I agree to abide by the above requirements and acknowledge the above responsibilities:

Principal Investigator:
________________________________________
Date:_______________

IMPORTANT INFORMATION FOR THE CARE-LINE LEADER

· You must ensure that the Principal Investigator has the proper education, experience and expertise to conduct the study.

· You must ensure that the Principal Investigator has sufficient staff, facilities and protected time to conduct the study.

· You must ensure that the conduct of this protocol will adhere to VA IRB policies and procedures.
By signing below I certify my approval for this research to be conducted:

Care Line Leader:
________________________________________
   Date:_______________
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