	
ANN ARBOR VA RESEARCH
Human Studies 
Application

You must submit the most recent version of this application form.

Check the VA Research Web-site for the latest version: http://www1.va.gov/aavareseach
[Revised 12/12/2008]

	Principal Investigator:
(must be a VA Employee)
->
	E-mail Address

->

	Phone Number:

->
	Mailing Address:

->

	Project Title

->

	Co-Investigator(s) Name:

->


	E-mail Address:

->


	Mailing Address

->



	Co-Investigator(s) Name:

->


	E-mail Address:
->


	Mailing Address

->



	

	

	Investigator’s Signature:


	Date Submitted:




Please complete this application and submit along with a completed R&D Application to the R&D Committee.

Please submit all forms at least 10 days prior to the next scheduled R&D meeting. 

VA R&D meets the first Wednesday of each month VA IRB meets the second Thursday of each month.
(R&D final approval is required after all subcommittee approvals.)
INVENTORY OF DOCUMENTS SUBMITTED WITH THIS APPLICATION

Please use this page to specifically identify all documents that you are submitting for review to the VA IRB.

Please identify all attachments including:
[  ] Letters to Patients, 

[  ] Recruitment Scripts

[  ] Advertisements, 

[  ] Information Brochures, 

[  ] VA Consent Form(s),

[  ] UM Consent Form(s),

[  ] Instructions, 

[  ] Surveys, 

[  ] Questionnaires

[  ] Other?____________________________________

For Drug studies:

[  ] VA IND 10-9012 Form(s) 

[  ] Drug Study Protocol

[  ] Investigator Brochure 

[  ] Package Inserts, 

[  ] Patient Instructions a

[  ] Other regulatory documents? __________________________

1.  Human experiment to be done: 

a) Briefly describe the purpose of this study.

->

b) Briefly describe the scholarly or scientific rationale
->

c) Describe the site(s) and setting where the research will take place.

->

d) Briefly describe the research procedures of this study that are not part of the standard therapeutic care of the subject. (Are the procedures inpatient or outpatient?)
->

e) Briefly describe the “usual care” procedures already being performed for diagnostic or treatment purposes.
->

f) How will you identify and recruit participants for the research study?
(Explain if there will be a waiting period between informing the prospective participant and obtaining consent
->
f) Please list and attach all questionnaires and/or surveys that will be administered to the subjects.

(All questionnaires and surveys must be approved by the IRB.)

->

2.  REQUESTS FOR EXEMPTIONS AND WAIVER OF INFORMED CONSENT FOR ACCESS TO PHI
Please read the attached document “VA IRB Selection Guide to Exemptions and Waivers of Informed Consent” to help you make the correct selection(s). (Use question 4 for Waiver for screening eligible patients.)
a) Exemption from VA Human Studies  (Form A) 


[  ] YES   [  ] NO   (If YES go to 20) 

b) Request for Disclosure of PHI from Decedents  (Form B)

[  ] YES   [  ] NO   (If YES go to 20) 

d) Waiver of Informed Consent for Collection of PHI  (Form D) 

[  ] YES   [  ] NO   (If YES go to 11)

Number of patient records to be collected with Waiver of Informed Consent?  _______  
3.  INCLUSION & EXCLUSION CRITERIA 
Investigators must take extra measures to optimize recruitment of subjects in ethnic or racial minority groups if they have a specific relevance to the health problem being studied.  

a) What are the inclusion criteria for subject recruitment into this study?

->

b) What are the exclusion criteria for subject recruitment into this study?

->

c) Is there a specific population of persons that may derive benefit from this research?

->

d) Is there a specific justification for excluding classes of persons who might benefit from the research? 

->

4.  Request for Waiver for Access to Protected Health Information to Screen Eligible Patients

 [  ] YES
[  ] NO  

IF YES, PLEASE SUBMIT FORM D (inside this application)

5.  REQUESTS FOR WAIVERS FROM SIGNED INFORMED CONSENT

Please read the attached document “VA IRB Selection Guide to Exemptions and Waivers of Informed Consent” to help you make the correct selection(s).

c) Waiver of Informed Consent for Minimum Risk Study  (Form C)
[  ] YES   [  ] NO   (If YES go to 11)
     (Form C may not be used for a PHI analysis study)
e) A Waiver of Signed Informed Consent  (Form E)


[  ] YES   [  ] NO   (If YES go to 11) 
     (Form E may not be used for a PHI analysis study)

Number of subjects to be recruited at the VA with Waiver of Signed Consent? _____  
6.  HUMAN SUBJECT RECRUITMENT INFORMATION 

a) Where will this study be conducted?  (check all that apply)  


[  ] VA    [  ] UM    [  ] Other 

b) Research Activities at the Ann Arbor VA with VA Consent Form (10-1086)]

(1) Number of subjects to be recruited at the VA with VA Consent Form?

(include allowance for screen failures)



________
(2) Number of non-VA patients to be recruited using VA Consent Form? 
________

(3) Number of subjects to be recruited off-site using VA Consent Form?   __________


If applicable, please describe location(s)________________________________

c) Research Study takes place at the Univ. Michigan

(UM Consent Form can be used if research subjects will participate at the Univ. Michigan)
(Please submit approval letter from UM IRB and approved UM Consent Form.)
[VHA-funded study must also use VA Consent Form 10-1086]

(1) Number of subjects to be recruited from the VA? 


________

(2) Number of subjects to be recruited into the study at UM sites

________

d) Research Study at Other Site(s) (with informed consent)
(1) What other sites? 

___________________________________________

(2) Total number of subjects to be recruited at other sites? 


________

(3) Does this site have an IRB?   [  ] YES   [  ] NO
     If YES, you must submit contact information for the site, and the IRB approval letter and approved Consent Form.
     If NO, you must submit permission for the research to be conducted at this site.
e) Provide a brief justification for the number of subjects to be recruited.

(If this is not a pilot study, please include a Power Analysis.)


->

7.  Recruitment of Vulnerable Subjects
The VA-IRB will not allow research to be conducted using research study team members, children, fetuses or prisoners as research subjects. (VHA Directive 2001.28, “Research Involving Children”).

a) [   ]  No recruitment of subjects who are mentally disabled, economically or educationally disadvantaged or pregnant women. 

(If you are able to check this box, then go to Question 8)
b) [   ]  Persons who are mentally disabled or who you believe are at high risk for impaired decision making capacity 
(1) Provide a scientific and ethical justification for including persons with impaired decision-making capacity as subjects in this study. 
(Are incompetent persons or persons with impaired decision making capacity the only suitable research subjects?  Incompetent persons or persons with impaired decision-making capacity must not be subjects in research simply because they are readily available.)

->

(2) Does the research present significantly greater than a minor increment above minimal risk?


[  ] YES  [  ] NO   

If NO, then is the research likely to yield generalizable knowledge about the subject’s disorder or condition?


[  ] YES  [  ] NO   (You must be able to answer Yes if (2) = No)
If YES, then is there a reasonable prospect of a direct health-related benefit to the individual?


[  ] YES  [  ] NO   (You must be able to answer Yes if (2) = Yes)
(3) Additional risks and special safeguards for vulnerable subjects

a. Describe the risks, tangible or intangible, to these vulnerable subjects. 

->
b. Describe any circumstances in the research protocol that may warrant special safeguards to 
    protect vulnerable human subjects.

->

c. Describe the actions that the investigators are taking to provide appropriate safeguards

->

(4) Describe how you will assess individuals for cognitive impairment and for their capacity to consent to this research project. (see section 3.2 in Alzheimer. Dis. Assoc. Disord. 18(3) July-Sept 2004)
->

(5) Describe how you will ensure that the research participant’s representatives are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity. 
->
(7) Checklist for investigators with research on Subjects with Impaired Decision-Making Ability:

[  ] Individuals with impaired cognitive judgment but able to understand the research will give their assent to participate in the study. Research participants will not be forced or coerced to participate in the research study.
[  ] Describe your plan for obtaining and documenting assent from research participants who are incompetent or have impaired decision making ability.

->_____________________________________________________________
 [  ] Individuals with impaired cognitive judgment will have a legally authorized representative. The subject’s representative will be well-informed about the research and their role and obligation to protect the vulnerable subject.

[  ] Informed consent for research will be obtained from:  A legally authorized representative may include: a Health Care Agent appointed under a Durable Power of Attorney for Health Care (DPAHC), a court-appointed guardian, or next-of-kin in the following order of priority: Spouse, Adult child (18 years of age or older), Parent, Adult sibling (18 years of age or older).

[  ] Authorized representatives 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.
 [  ] Informed consent by a legally authorized representative will be documented in the patient’s medical record in a signed and dated progress note (Research Enrollment Warning Note in CPRS).

[  ] Including an indication that the determination that a participant was incompetent or had an impaired decision-making capacity was made by a legal determination or a determination by the practitioner, in consultation with the chief of service, after appropriate medical evaluation that the prospective participant lacked decision-making capacity and was unlikely to regain it within a reasonable period of time.

[  ] Including an indication that a consultation with a psychiatrist or licensed psychologist was obtained if the determination that the prospective participant lacked decision-making capacity was based on a diagnosis of mental illness.

[  ] Including an indication that a whenever feasible, the practitioner had to explain the proposed research to the prospective participant even when the surrogate gave consent.
c) [  ] Economically or educationally disadvantaged persons as a vulnerable population in research

Describe the additional safeguards have been included in the study to protect the rights and welfare of these subjects. (In general, VA patients are not automatically included in this population.)
->

d) [  ] Pregnant women as a vulnerable population in research

The VA-IRB considers pregnant women to be particularly vulnerable to coercion or undue influence in a research setting. Please consult VA IRB policies in Standard Operating Procedures Manual (Section VII-H).

Describe the additional safeguards have been included in the study to protect the rights and welfare of these subjects

->

8. Obtaining Signed Informed Consent from Research Subjects

(1) Please submit all Research Consent Forms with this application.

(2) Please indicate that you will conduct the research study by these ethical standards:

[  ] a
The Principal Investigator will maintain appropriate oversight of this research protocol and research staff including recruitment, selection of study participants, and study conduct, and appropriately delegate research responsibilities to authorized study team members. 

[  ] b
The study team will use recruitment procedures that are fair and equitable. 
(Study team members will not participate as subjects in this study.)

Circumstances of the Consent Process

[  ] c
The study team will assess the subject’s capacity to consent to a research protocol.
[  ] d
The study team will provide the prospective subject (or the legally authorized representative, if approved by the VA IRB) sufficient opportunity to consider whether or not to participate.
[  ] e
The study team will ensure that information is given to the subject, or their legally authorized representative, in a language that is understandable to the subject or representative.


->What language(s) will be used by the subject or representative? ->________________


->What language(s) will be used by the study team member? ->___________________

[  ] f
The investigators will take appropriate steps to minimize the possibility of coercion or undue influence during the consent process, emphasizing the importance of participant comprehension and voluntary participation.

[  ] g
The waiting period between informing the prospective participant and obtaining consent will be reasonable and allow sufficient opportunity to insure there is no coercion to participate
[  ] h
The investigators will advise research subjects to review the risks of “usual care” procedures that are not part of the research with their health care providers.
Documentation of the Consent Process

[  ] i
The study team will obtain a legally effective informed consent form that is signed by the subject (or subject's representative), 

[  ] j
A witness to the participant’s signature or the participant’s legally authorized representative’s signature will sign and date the consent document.
[  ] k
The research subject (or subject's representative) will receive a fully-signed copy of the consent document.

[  ] l
The study team will appropriately document the informed consent (save a copy in investigator files, give a copy to subject and transfer scanned copy into CPRS (Research Enrollment Warning Note) including subject enrollment date and termination date.
Respect of Privacy and Confidentiality

[  ] m
The study team will respond to participants’ complaints or requests for information.

[  ] n
The identifiable information collected during this research study will not be reused or disclosed to any person or entity outside the VHA other than those identified in the consent form, except as required by law, for authorized oversight of this research study?

VA IRB Policies for Payments and Reimbursement

[  ] o
The investigators, physicians, or other health care providers will not accept personal compensation for recruitment of research subjects. 

[  ] p
Sponsor payment arrangements designed to accelerate recruitment or are tied to the rate or timing of enrollment are not allowed.

[  ] q
If the study sponsor will reimburse the medical center for performing the study and/or the recruitment of research subjects, this will be described in the Consent Form.

(Principal Investigator must sign here)  _______________________________________________




I agree to follow these guidelines in obtaining informed consent.

9.  Investigational Drugs or Devices in Research

a) Will this study use Investigational Drugs?   [  ] YES, [  ] NO         If YES, then submit Form IND 

b) Will this study use an Investigational Device?   [  ] YES, [  ] NO   If YES, then submit Form IDE 

10.  Banking of Human Biological Specimens Collected from Veterans for Research Purposes

Do you plan to collect and store human biological specimens beyond the specific purposes and duration described in this protocol?

[  ] YES
[  ] NO

If you answer YES, then you must read VHA Directive 1200 [dated 3/31/03] and attach a signed copy of the Ann Arbor VA Tissue Bank Application.

11. List the potential burdens and risks of the investigation to the research subject.

a) Risks that are part of the research, including possible loss of confidentiality.
(You must supply information for each type of risk.)
(1)  Physical (describe) ->
(including, exposure to minor pain, discomfort, or injury from invasive medical procedures, or harm from possible side effects of drugs)
(2)  Psychological (describe): ->
(including undesired changes in thought processes and emotion (e.g., episodes of depression, confusion, or hallucination resulting from drugs, feelings of stress, guilt, and loss of self-esteem)
(3)  Social and Economic (describe): ->
(including embarrassment within the subject’s business or social group, loss of employment, or criminal prosecution)

b) Risks that are part of required “usual care” activities
->

12 a) How will you minimize the research risks enumerated in Question 11a?
(including alternative procedures that are less risky; precautions to decrease likelihood of harm; procedures to deal with harms if they occur)


->

     b) Describe your plans to ensure the safety of research subjects.

->

13. Identify the level of risk from the following list: 

(Only Minimal Risk Studies will be considered for a Waiver of Informed Consent or Waiver of Signed Consent)   (Include the risk of any investigational drugs or devices, if applicable to this study.)


[  ]  MINIMAL      [  ]  LOW       [  ]  MODERATE     [  ]  HIGH

14.  Identify the potential benefits of this research

a) Probable benefits to the subjects: 

->
b) Importance of the knowledge that may be reasonably expected to result from the research:


->

c) Do the benefits outweigh the risks (explain)?
      (should take into account the subject population and individual differences)

->

15. The principal investigator and the study team will comply with the VA IRB reporting policies for Unanticipated Problems involving risks to participants and others (UPR)
Please download the UPR Policy and Reporting Form at this web-site: 

http://www1.va.gov/aavaresearch/
[  ] YES   
16. Will there be a Data Safety Monitoring Plan for this study?

Data and safety monitoring is required for all types of clinical trials, including physiologic, toxicity, and dose-finding studies (Phase I); efficacy studies (Phase II); efficacy, effectiveness and comparative trials (Phase III); etc. It includes all types of intervention studies, whether medication or non-medication (e.g., behavioral, prevention, diagnostic) trials. Monitoring should be commensurate with the study risks.
[  ] YES   [  ] NO
[  ] NA      
    [  ] If you answer YES, then attach a description of the plan to this application
    [  ] Please consult the VA AAHS Research Investigator Manual (section 11) for instructions.
17. Advertisements and Compensation

a) Do  you plan to use Web Sites, Brochures, Advertisements or other recruitment materials at the Ann Arbor VAMC?
[  ] YES   [  ] NO    (If you answer YES, then you must submit printed materials and recruitment scripts to the VA-IRB for approval before posting or publishing.
b) Do  you plan to offer compensation to recruit subjects for participation in the research?
[  ] YES   [  ] NO
     If Yes, describe the compensation plan:

 ->
The following IRB policies apply to subject compensation arrangements
· The value of the compensation cannot create undue influence to participate.  
· The nature, amounts and timing of compensation must be fully described in the Consent Form.
· Credit for payment should accrue as the study progresses and not be contingent upon the participant completing the entire study. 

· Compensation will be allowed for transportation expenses that would not be incurred in the normal course of receiving treatment and are not reimbursed by another mechanism.

· Any amount paid as a bonus for completion must be reasonable and not so large as to unduly induce participants to stay in the study when they would otherwise have withdrawn.
· The VA IRB will not permit subjects to receive compensation for research that is integrated with or intended to enhance their standard of care medical treatment.
· The VA IRB will not permit subjects to receive compensation for research which makes no special demands on the patient beyond those of usual medical care.
18. Protection of Privacy and Confidentiality

a) Explain how you will respect a research subject's expressed request for protection of their privacy interests, including the following concerns: the time and place where they give information; the nature of the information they give; who will receive and who will use the information, and the purposes for collecting their information. (What a person regards as private is their personal choice.)
    ->

b) Explain how you will protect the confidentiality of the stored research data. Confidentiality is commonly defined as "ensuring that information is accessible only to those authorized to have access". Confidentiality also refers to an ethical principle where some types of communication between a person and a professional are "privileged" and may not be discussed or divulged to third parties. 
    ->
c) Will you be transmitting or transporting electronic or hardcopy research data that includes direct patient identifiers to a destination outside the VA? 
[  ] YES  [  ] NO  (If NO, skip to item d)
If YES, you must contact the VA ISO (Mark Latendresse) for instructions on the process for approval of a Data Transfer Agreement for transmission and storage of VA sensitive information outside the VA.

If YES, then your VA Consent Form must contain the following information:
· The specific types of research data with personal identifiers that will be transmitted, the methods of transmission and the final storage destination(s).

· A warning that research data transmitted and stored outside the VA may not be protected with the same high standards of security established inside the VA.

· A warning that the VA cannot guarantee the security of research data after it is transmitted outside the VA.

If YES, and you are requesting a Waiver of Informed Consent for Collection of PHI
then you must review VA Directive 6500, Information Security Handbook" (9/18/07).
http://www1.va.gov/vapubs/viewPublication.asp?Pub_ID=56
d) Will you obtain a Federal Certificate of Confidentiality?

The certificate was developed to protect against the involuntary release of personally identified research information of a sensitive nature sought through any federal, state, or local civil, criminal, administrative, legislative, or other proceedings. (Public Health Service Act 301 (d), 42 U. S. C. 241 (d), as amended by Public Law No. 100-607, Section 163 [11/4/1988]). 

[  ] YES
[  ] NO

19. Identify the funding source(s) for this study.

->

20. Will the investigator be the lead investigator of a multi-site study or will the VAMC be the lead site in a multi-site study? 

[  ] YES  [  ] NO  
If YES, please describe your plans for management of information obtained in the multi-site research study.  Please include the following items: reporting of unanticipated problems involving risks to participants or others; reporting of interim results; reporting of protocol modifications.
->

21. Will the investigator be a Sponsor-Investigator of an investigational drug study at the VA AAHS?
"Sponsor-Investigator" means an individual who both initiates and conducts an investigation, and under whose immediate direction the investigational drug is administered or dispensed. The term does not include any person other than an individual. The requirements applicable to a sponsor-investigator include both those applicable to an investigator and a sponsor. [Title 21, FDA Chapter I, Subchapter D, Part 312, Subpart A "General Provisions"(sect. 312.3(b)]   http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.3
Investigators and Investigator-Sponsors must meet all the requirements of FDA policies in Title 21, FDA Chapter I, Subchapter D, Part 312, Subpart D "Responsibilities of Sponsors and Investigators"
 .http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312
If the principal investigator at the Ann Arbor VA will also be a Sponsor-Investigator, then please acknowledge your agreement with the following statement:

I have read and am familiar with 21 CFR Chapter 1, Subchapter D, Part 312, Subpart D--Responsibilities of Sponsors and Investigators.  As the Sponsor-Investigator of this study, I agree to be well-informed about the additional regulatory requirements of sponsors and I will follow them for the ethical conduct of this research study at the VA AAHS.      [  ] YES  [  ] NO  

Principal Investigator must sign here)  _______________________________________________

	VA RESEARCH DATA PRIVACY AND SECURITY ASSESSMENT

Please answer all applicable questions listed below. Every question will not necessarily be applicable to your study. If you believe any question is not applicable, you should still address the question as “N/A”. This should be submitted as part of the Initial Review Application as well as the Continuing Review. If this form was previously submitted in its entirety, and no changes have occurred to this information, you can provide a copy of the previously submitted form and write “Previously Submitted” at the top of the form.

	Title of Study:

 -> 

	Principal Investigator:

 -> 
	e-mail:

 ->
	Phone #:

 ->

	DATA PRIVACY AND SECURITY

	1.  Identify all data categories with personal identifying information (PII) or personal health information (PHI) that you will be collecting on VA staff and patients within the VA system for this research study.

[  ] (a) Names





[  ] (j)   Account numbers

[  ] (b) Any geographic division smaller than a state
[  ] (k)  Certificate/license numbers

[  ] (c) Any dates (more precise than year)

[  ] (l)   Vehicle identifiers

[  ] (d) Telephone numbers



[  ] (m) Device identifiers

[  ] (e) Fax numbers




[  ] (n)  Web Universal Resource Locators (URL)

[  ] (f)  Electronic mail addresses


[  ] (o)  Internet Protocol (IP) address numbers

[  ] (g) Social Security Numbers 


[  ] (p)  Biometric identifiers (incl. audio/ video files)

[  ] (h) Medical record numbers


[  ] (q)  Full face photographic images

[  ] (i)  Health plan beneficiary numbers

[  ] (r)   Any other unique identifiers ->
[  ] (s) Alcohol abuse treatment   [  ] (t) Drug abuse treatment   [  ] (u) Sickle Cell Anemia   [  ] (v) HIV infection



	2.  Paper Records, On-Site Storage at Ann Arbor VAMC  

Will any paper records with research data be stored at the Ann Arbor VAMC?

   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   (If No, skip to #3)
If Yes, which letter codes from the list in #1? ->

List all VA paper records that will be stored at the Ann Arbor VAMC. 

->

Location of records: Building #: ->   Room #: ->

Please explain how the records will be kept secure (e.g., locked cabinets, locked room, etc.):

->

How long will the data be stored? ->

How will the data be destroyed? ->

	3.  Computer Records, On-Site Storage at Ann Arbor VAMC  

Will any computer records with research data be stored at the Ann Arbor VAMC?

              FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   (If No, skip to #4)
List all VA research datasets that will be stored at the Ann Arbor VAMC 

->

If Yes, which letter codes from the list in #1? ->

Please indicate the devices/ media you will use for storage of research data at the VA:

 FORMCHECKBOX 
  VAMC Network Server

 FORMCHECKBOX 
  Encrypted VA USB Thumb Drive

 FORMCHECKBOX 
  Encrypted VA Desktop Computer: bldg/rm:       
 FORMCHECKBOX 
  Encrypted VA External Hard Drive:  bldg/rm:       
 FORMCHECKBOX 
  Encrypted VA Laptop Computer: bldg/rm:       
 FORMCHECKBOX 
  Encrypted CDs or DVDs:  bldg/rm:       
 FORMCHECKBOX 
  Encrypted VA Portable Data Assistant

 FORMCHECKBOX 
  VA Video Recorder 

 FORMCHECKBOX 
  VA Audio Recorder

 FORMCHECKBOX 
  Other (describe) ->      
How long will the data be stored? ->

How will the data be destroyed? ->

	4.  Paper Records, Off-Site Transmission/Storage 
Will any paper records with research data be transmitted or stored outside the Ann Arbor VAMC?

        FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   (If No, skip to #5)
If Yes, which letter codes from the list in #1? ->

List all VA paper records that will be transmitted outside the Ann Arbor VAMC.

->

Storage location of off-site paper records.  
   Institution: ->    City: ->    State: -> 

Identify the person(s) responsible for maintaining the off-site paper records and their role(s) in the project:

->

Please describe the method of data transfer: ->

Please explain how the paper records will be kept secure (e.g., locked cabinets, locked room, etc.):

-> 

How long will the data be stored? ->

How will the data be destroyed? ->

	5.  Computer Records, Off-Site Transmission/Storage  
Will any computer records with research data be transmitted or stored outside the Ann Arbor VAMC?          FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  (If No, skip to #6)
If Yes, which letter codes from the list in #1? ->

Please indicate the devices you will use for Transmission/Storage of research data outside the VA: 

[  ]  Network Server



[  ]  USB Thumb Drives

[  ]  Desktop Computer



[  ]  External Hard Drive


[  ]  Laptop Computer



[  ]  CDs or DVDs


[  ]  Portable Data Assistant 


[  ]  Audio Recorder 

[  ]  Other  (identify) -> 

How will the data be kept secured (encryption, password protected)?

->

Please describe the method of data transfer: ->

Storage Location of off-site computer records.  
Institution: ->    City: ->    State: -> 

Identify the person(s) responsible for maintaining the off-site computer records and their role(s) in the project:  ->

How long will the data be stored? ->

How will the data be destroyed? ->

	CONFIDENTIALITY

	6.  List all individuals associated with this study who will have access to any PII and/or PHI.

Name: 

e-mail: 

Phone #: 

Name: 

e-mail: 

Phone #: 

Name: 

e-mail: 

Phone #: 

Name: 

e-mail: 

Phone #: 

7.  Have all staff that will access and/or work with the data been properly approved and granted appropriate VA status (WOC, IPA, VA employee)?  [  ] Yes  [  ] No (If No, explain here -> 

8.  Have all staff that will access and/or work with the data had a background check?  [  ] Yes  [  ] No

9.  Have all staff that will access and/or work with the data completed all VA and IRB mandatory training?

[  ] VHA Privacy Policy Training (HIPAA)

[  ] VA Information Security Training

[  ] VA Cyber Security Awareness Training
[  ] Human Subjects Research Training at citiprogram.org

	DATA TRANSFER APPROVALS

	10.  Will all VA sensitive research data be used and stored within the VA?  

[  ] Yes  [  ] No  (If Yes, skip remainder of these questions)

	11.  Do you have a Memorandum for Research Data Transfer approved by the VA ISO and VA PO?

[  ] Yes  [  ] In Progress,  [  ] N.A.    If Yes, date of approval: ->

	12.  Do you have Research Data Transfer Agreement approved by the VA ISO and VA PO?

[  ] Yes  [  ] In Progress,  [  ] N.A.    If Yes, date of approval: ->

	13  Will you be contracting with (paying) a 3rd party for data management, analysis, transcription, etc.?

[  ] Yes  [  ]  N.A  If Yes, describe: ->


	PRINCIPAL INVESTIGATOR ENDORSEMENT

	I addressed all questions as honestly and as completely as possible.  

Signature of Principal Investigator:  _______________________________  Date:  ___________________




22. Please identify all the personnel who will work in this research project (including the PI).
(Please notify the IRB when there is a change in research study personnel.)

	Name

(First, Last)
	E-mail address
	Phone
number

	Employer


	Authorized by PI to  administer informed consent and sign 
VA Consent Form (Yes/No)?
	Has completed all required Human Studies Education and GCP Training (Yes/No)?

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


(Please add more rows as necessary)
Ann Arbor VA Research WOC Credentialing Policy

   If you are not a VA employee and you are working in research in any capacity directly at the Ann Arbor VA site, you must complete the Without Compensation (WOC) registration and credentialing process at the VA R&D Office and the VA Human Resources Office. More information is available at this link: http://www1.va.gov/aavaresearch/page.cfm?pg=8
VA IRB Human Subjects Research Education Policy
All human research study personnel must complete the VA IRB Human Subjects Research Education requirements prior to engaging in research projects at the VAAAHS. If you fail to comply with the VA IRB Human Subjects Education Policy you must cease all work with human subjects in the research setting.

PRIMARY COURSE CHOICE

  CITI - Good Research Practices for Protection of Human Subjects"

In collaboration with CITI, VA ORD is now sponsoring a CITI curriculum group that satisfies the VA annual requirement for training in both "Good Clinical Practice" and "Ethical Principles of Human Research 
1. Web-Link = https://www.citiprogram.org/default.asp
2. Select Your Institution:   Veterans Affairs -> Ann Arbor, MI-506

3. Select a Course Group:  => Question #1   > Choose one answer
bullet #1 ‘O’  select this bullet if you completed VA training on the CITI website in the past year.


(Hint: Stage 2: Refresher 1 Course = 9 “101 Refresher modules” + 7 “GCP modules”


(Hint: Stage 3, Refresher 2 Course = 11 “Required Modules” + 1 “Elective Module”

bullet #2 ‘O’  select this bullet if you never completed VA training on the CITI website.


(Hint: Stage 1: Basic Course = 14 modules to complete)

ALTERNATE ACCEPTEDCOURSE CHOICE

   Appropriate training at the University of Michigan (PEERS) 
  (Protection of Human Subjects and Good Research Practice)

UM PEERRS training is only valid for 365 days to comply with VHA policy
(We will accept UM PEERRS training completed within past few months)

To obtain credit for the course, you must submit a dated certificate to the Ann Arbor VA Research Office
FAX = 734-761-7693

VA Mail = 11R

UM Mail = Zip 2399
    US Mail =  2215 Fuller Rd...

All Study Team Members must complete The Scope of Practice Survey Form

VA Ann Arbor Healthcare System

Scope of Practice for Employees Involved in VA Human Studies Research

Return to VA Research Office (11R), VA Medical Center, 2215 Fuller Road, Ann Arbor, MI  48105, Box 2399

	EMPLOYEE Name
	EMPLOYMENT Institution 

	
	

	EMPLOYEE SIGNATURE
	EMPLOYEE E-MAIL ADDRESS

	
	

	Principal Investigator (PI) 
	Title OF RESEARCH STUDY 

	
	


The Scope of Practice is specific to the duties and responsibilities of each Research employee as an agent of the listed Principal Investigator.  As such he/she is specifically authorized to conduct research involving human subjects with the responsibilities outlined below.  The supervisor must complete, sign and date this Scope of Practice.

	Human Studies Research Duties:
	Approved
	Human Studies Research Duties:
	Approved

	1.  Study Coordinator for this project.
	
	10.  Demonstrates proficiency with VISTA/CPRS computer system by scheduling subjects research visits, documenting progress notes, initiating orders, consults, etc.  
	

	2.  Initiates submission of regulatory documents to IRB, VA R&D committee and sponsor.
	
	11.  Accesses patient medical information while maintaining patient confidentiality.
	

	3.  Develops recruitment methods to be utilized in the study.
	
	12.  Is authorized to obtain informed consent from research subject and is knowledgeable to perform the informed consent “process”.
	

	4.  Prepares study initiation activities.
	
	13.  Performs computer data entry and/or data base management, of human subjects research results.
	

	5.  Initiates and/or expedites requests for consultation, special tests or studies following the Investigator’s approval.
	
	14.  Performs statistical analysis of human subject research results.
	

	6.  Screens patients to determine study eligibility criteria by reviewing patient medical information or interviewing subjects
	
	15.  Performs venipuncture to obtain specific specimens required by study protocol (requires demonstrated and documented competencies).
	

	7.  Provides education and instruction of study medication use, administration, storage, side-effects and notifies IRB of adverse drug reactions.
	
	16.  Initiates intravenous (IV) therapy and administers IV solutions and medications. 
	

	8.  Provides education regarding study activities to patient, relatives and Medical Center staff as necessary per protocol.
	
	17.  Collects and handles various types of human specimens.
	

	9.   Obtains and organizes data such as tests results, diaries/cards or other necessary information for the study. Maintains complete and accurate data collection in case report forms and source documents.
	
	18.  Performs laboratory tests on human specimens.
	


PRINCIPAL INVESTIGATOR STATEMENT:

This Scope of Practice was reviewed and discussed with this study team member on the date of ____________. 
After reviewing his/her education, clinical competency, qualifications, research practice involving human subjects, peer reviews, and individual skills, I certify that he/she possesses the skills to safely perform the aforementioned duties/procedures.  Both the employee and I are familiar with all duties/procedures granted or not granted in this Scope of Practice. We agree to abide by the parameters of this Scope of Practice, all-applicable hospital policies and regulations.

_______________________________________

____________________________

Principal Investigator






Date

`
VA IRB SELECTION GUIDE TO EXEMPTIONS AND WAIVERS OF INFORMED CONSENT

In most cases, a potential research subject (or his or her legally authorized representative) must be given a full explanation of the IRB-approved protocol, including a description of its risks, benefits and alternatives, and be given the voluntary choice to participate or not. An individual’s agreement to participate generally must be documented on an IRB-approved consent form. The VA and the Department of Health and Human Services have developed special rules permitting an IRB to approve, under limited circumstances, an Exemption from Human Studies Review, a Waiver of Informed Consent or a Waiver of Signed Informed Consent.

Please check the item applicable to your study and complete the designated form
-----------------------------------------------------------------------------------------------------------------------------------------------

EXEMPTIONS FROM HUMAN STUDIES REVIEW

 FORMCHECKBOX 
 FORM A:  Request For Exemption From Human Studies Review 
     Exempt research is a subset of research involving human subjects that falls within a short list of categories determined by federal regulations as “exempt” from federal Policy for Protection of Human Research Subjects. At the Ann Arbor VAMC, the determination of exempt status is made by the VA IRB on an individual project basis. The research must fall into one or more of the exemption categories as described in VHA regulations 38 CFR 16.101 (b)], and listed on Form A.

 FORMCHECKBOX 
 FORM B: Request Disclosure of PHI from Decedents for Research Purposes

     The HIPAA Privacy Rule allows the disclosure of PHI of a person who has passed away without consent or authorization if the investigator demonstrates to the holder of the records (e.g., the hospital, through the VA IRB) all of the following: (i) the use or disclosure sought is solely for research on the PHI of decedents; (ii) their deaths are documented to the satisfaction of the record holder; and (iii) the PHI for which use or disclosure is sought is necessary for the research purposes. 45 CFR, Section 164.512(i)(1)(iii)

     The Common Rule applies only to human subjects research and dead people are not considered human subjects. Therefore, a study that qualifies for a HIPAA waiver under this exception does not even constitute “human subjects research” under the Common Rule and, therefore, is not subject to standard IRB oversight.
-----------------------------------------------------------------------------------------------------------------------------------------------

WAIVERS OF INFORMED CONSENT

 FORMCHECKBOX 
 FORM C:  Request for Waiver or Alteration of Informed Consent for Minimal Risk Research Study

    The Common Rule (45 CFR 46) allows the IRB to approve the Waiver or alteration of informed consent after determining the following conditions: the study involves no more than minimal risk to the subjects; the alteration or waiver will not adversely affect the rights and welfare of the subjects; the research could not practicably be conducted without the alteration or waiver and whenever appropriate, the subjects (including their physicians, as applicable) are provided with additional pertinent information after participation. The research must not be subject to FDA regulations. (The FDA has no provision for waiver or alteration of the consent process for research involving any investigational use of a drug, evaluation of a medical device or a test article.)
 FORMCHECKBOX 
 FORM D:  Request for Waiver of Subject Authorization for Access to Protected Health Information

    To comply with HIPAA, the IRB must determine the following before approving a Waiver:  the use or disclosure of PHI involves no more than minimal risk to subjects’ privacy, including: (i) there is an adequate plan to protect the identifiers from improper use or disclosure; (ii) there is an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or the retention is required by law; and (iii) there are adequate written assurances that the PHI will not be reused or disclosed to any other person or entity except as required by law, for research of the study, or for other permitted research). There must be explanations as to why the research is not practicable without access to the PHI and without the waiver of authorization.

 FORMCHECKBOX 
 FORM E:  Request for Waiver of Signed Informed Consent

    The Common Rule (45 CFR 46) allows the IRB to waive the requirement to document the informed consent process in two situations: Type 1 (not allowed for FDA research) the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality (in this case, each subject must be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes must govern); or Type 2 (allowed for FDA research) the research presents (i) no more than minimal risk of harm to subjects (i.e., the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests); and (ii) involves no procedures for which written consent is normally required outside of the research context. 
-----------------------------------------------------------------------------------------------------------------------------------------------

SIGNED INFORMED CONSENT WITH VA CONSENT FORM

 FORMCHECKBOX 
  VA FORM 10-1086 with Patient Authorization for Access to PHI

 FORMCHECKBOX 
  VA FORM 10-1086 without Access to PHI (can delete Patient Authorization page)

     VA Form 10-1086 must be used to document informed consent that takes place at the VA Ann Arbor Healthcare System or is funded by the VHA.  Informed consent must be documented by the use of the VA IRB-approved form and signed by the subject or the subject's legally authorized representative.  The consent shall also be signed by a witness who will witness the subject’s signature. The VA Consent Form must be the most recently approved version and must contain the VA IRB date-stamp on each page.

-----------------------------------------------------------------------------------------------------------------------------------------------

SIGNED INFORMED CONSENT WITH UM IRBMED OR OTHER NON VA CONSENT FORM

 FORMCHECKBOX 

UM IRBMED Consent Form 

 FORMCHECKBOX 

Other Non-VA Consent Form 

     The VA IRB will allow VA employees who are conducting approved research studies at other institutions the following activities at the VA Ann Arbor Healthcare System.  

  a) To advertise and recruit research subjects if the research will take place outside the VA (and is not VHA-funded).

  b) To analyze human tissue and fluid samples at the VA Ann Arbor Healthcare System.

     The research project and consent form must be approved by the host institution (e.g. University of Michigan IRBMED). The VA IRB must review and approve the research project and the consent form before the investigator may begin recruiting subjects and/ or analyzing the human tissue and fluid samples at the VA Ann Arbor Healthcare System.

-----------------------------------------------------------------------------------------------------------------------------------------------

	FORM A: 



REQUEST FOR EXEMPTION FROM

HUMAN STUDIES REVIEW

VA Ann Arbor Healthcare System (FWA-00000348)

Subcommittee on Human Studies (IRB-00000264)

(For non-FDA Regulated research)

	PRINCIPAL INVESTIGATOR:  

	TITLE OF STUDY:  

	PICK ONE



VA Title 38, Section 16.101(b)
[   ] 1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as ( i ) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

[   ] 2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: ( i ) Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, reputation, or loss of insurability. 

[   ] 3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if: ( i ) The human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

[   ] 4. Research, involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. The data must be de-identified by an "Honest Broker" before delivery to the investigator.
    [See definition of "de-identified data" below.] 
[   ] 5. Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs. The proposed activity: will be conducted pursuant to a specific federal statutory authority; will have no statutory requirements for IRB review; will not involve significant physical invasions or intrusions upon the privacy interests of participant; will have authorization or concurrence by the funding agency.
[   ] 6. Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

Definition of de-identified data from HIPAA Privacy Rule 164.514(a)-(c)
De-identified data does not contain the following information: name, address (including all geographic subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geo-codes, except for the initial three digits of most zip codes), all elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death, age over 89 and all elements of dates (including year) indicative of age over 89, except that ages over 89 may be aggregated into a single category of “age 90 or older”, telephone and fax number, e-mail address, social security number, medical record number, health plan beneficiary number or account number, certificate/license number, vehicle serial number, URL or IP address, biometric indicators such as finger or voice prints, full face photographic images, any other uniquely identifying characteristic.
    (The investigator will not be able to re-link the data to the identity of the subject.)

________________________________________


_____________________

Signature of Principal Investigator  





Date


	FORM B: 

REQUEST FOR PROTECTED HEALTH INFORMATION

FROM DECEDENTS FOR RESEARCH PURPOSES

VA Ann Arbor Healthcare System (FWA-00000348)

Subcommittee on Human Studies (IRB-00000264)

2215 Fuller Rd.








Phone:  734-761-7950

Ann Arbor, MI 48105







FAX:     734-761-7693

	PRINCIPAL INVESTIGATOR:  

	TITLE OF STUDY: 

	45 CFR, Section 164.512(i)(1)(iii)

To use or disclose PHI of the deceased for research, the VA IRB is not required to obtain Authorizations from the personal representative or next of kin, a waiver or an alteration of the Authorization, or a data use agreement. 

However, the VA IRB must obtain the following certifications from the researcher who is seeking access to decedents’ PHI 

 1. A  written explanation that the use and disclosure is sought solely for research 


Explain here ->

 2. A written explanation that the PHI for which use or disclosure is sought is necessary for the research purposes


Explain here ->

 3. A written explanation of how the investigator will document the death of these individuals.


Explain here ->



	________________________________________


_____________________

Signature of Principal Investigator  





Date


	FORM C: 

REQUEST FOR ALTERATION OR WAIVER OF INFORMED CONSENT

FOR MINIMAL RISK RESEARCH STUDY

VA Ann Arbor Healthcare System (FWA-00000348)

Subcommittee on Human Studies (IRB-00000264)

2215 Fuller Rd.








Phone:  734-761-7950

Ann Arbor, MI 48105







FAX:     734-761-7693


	PRINCIPAL INVESTIGATOR: 

	TITLE OF STUDY: 


VA Title 38, Section 16.116(d)

 1. The research involves no more than minimal risk to the subjects (i.e., the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests).


Explain here ->

 2.  Will the alteration or waiver adversely affect the rights and welfare of the subjects.   

 FORMCHECKBOX 
 No

 3. Explain why the research could not practicably be carried out without the alteration or waiver of consent.


Explain here ->

 4. Whenever appropriate, the subjects (including their physicians, as applicable) are provided with additional pertinent information after participation. (Examples are local research health fairs or articles in publicly available news media.)


Explain here -> 

5.  The study is not subject to FDA regulations. (see R&D Application, “What is Human Subjects Research?”)

 FORMCHECKBOX 
 Yes

	________________________________________


_____________________

Signature of Principal Investigator  





Date


	FORM D: 


REQUEST FOR WAIVER OF INFORMED CONSENT 

[10/30/08]



FOR ACCESS TO PROTECTED HEALTH INFORMATION
FOR RESEARCH DATA COLLECTION
VA Ann Arbor Healthcare System (FWA-00000348)

Subcommittee on Human Studies (IRB-00000264)

2215 Fuller Rd.








Phone:  734-761-7950

Ann Arbor, MI 48105







FAX:     734-761-7693


	PRINCIPAL INVESTIGATOR: 

	TITLE OF STUDY: 

	VA Title 38, Section 16.116(d)    AND     45 CFR 160 and 45 CFR 164
1. The research involves no more than minimal risk to the subjects (i.e., the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests).


Explain here ->

2. Will the waiver adversely affect the rights and welfare of the subjects.   

 FORMCHECKBOX 
 No

3. Whenever appropriate, the subjects (including their physicians, as applicable) will be provided with additional pertinent information after participation. (Examples are local research health fairs or articles in publicly available news media.)


Explain here -> 

4. Identify all data categories with personal identifying information (PII) or personal health information (PHI) that you will be collecting on research subjects for this research study.

[  ] (a) Names
[  ] (j)   Account numbers

[  ] (b) Any geographic division smaller than a state
[  ] (k)  Certificate/license numbers

[  ] (c) Any dates (more precise than year)
[  ] (l)   Vehicle identifiers

[  ] (d) Telephone numbers
[  ] (m) Device identifiers

[  ] (e) Fax numbers
[  ] (n)  Web Universal Resource Locators (URL)

[  ] (f)  Electronic mail addresses
[  ] (o)  Internet Protocol (IP) address numbers

[  ] (g) Social Security Numbers 
[  ] (p)  Biometric identifiers (incl. audio/ video files)

[  ] (h) Medical record numbers
[  ] (q)  Full face photographic images

[  ] (i)  Health plan beneficiary numbers
[  ] (r)   Any other unique identifiers ->

5. Identify all data categories with confidential information that you will you need to collect from patient medical records?

[  ] (s) Alcohol abuse treatment   [  ] (t) Drug abuse treatment   [  ] (u) Sickle Cell Anemia   [  ] (v) HIV infection
(If none, skip to item 6)

If you select one or more items from this list, you must comply with 38 USC 7332.
The purpose of collecting this data is to conduct scientific research and that no personnel involved in the study will identify, directly or indirectly, any individual patient or subject in any report of such research or otherwise disclose patient or subject identities in any manner.
[  ] Yes   
6. The use of the PHI involves no more than minimal risk to the privacy of individuals, 
as explained below in items (a), (b), and (c)


a) Explain how the investigators will protect the identifiable patient information from improper use or disclosure (including limitations to physical and electronic access.)


Explain here ->


b) Explain how the investigators will destroy the patient identifiers at the earliest opportunity, consistent with conduct of the research. (Explain if there is a health, research or legal justification for retaining the patient identifiers.)


Explain here ->


c) Will the identifiable information be reused or disclosed to any other person or entity outside the VHA other than those identified in the protocol, except as required by law, for authorized oversight of this research study, or as specifically approved for use in another study by an IRB?


 FORMCHECKBOX 
 No,   FORMCHECKBOX 
 Yes 


If Yes, then explain why you need to disclose the PHI to persons outside the VHA and identify the recipients.

Explain Here ->
7. Explain why it will not be practicable to obtain patient authorization to access the PHI. 


Explain here ->

8. Explain why the research could not be practicably carried out without the Waiver for Access to the PHI.


Explain here ->



	________________________________________


_____________________

Signature of Principal Investigator  





Date


	FORM E:

REQUEST FOR WAIVER OF SIGNED INFORMED CONSENT

VA Ann Arbor Healthcare System (FWA-00000348)

Subcommittee on Human Studies (IRB-00000264)

2215 Fuller Rd.








Phone:  734-761-7950

Ann Arbor, MI 48105







FAX:     734-761-7693


	PRINCIPAL INVESTIGATOR:  

	TITLE OF STUDY: 

	VA Title 38, Section 16.116(a)

The investigator must provide a VA IRB-approved, printed document to the subject 
that includes the following elements:

(1) A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental;

(2) A description of any reasonably foreseeable risks or discomforts to the subject;

(3) A description of any benefits to the subject or to others which may reasonably be expected from the research;

(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

(5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;

(6) For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained;

(7) An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject; and

(8) A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled
(9) If the research is subject to regulation by the FDA, include a statement that the FDA may inspect the research records for this study.   [Only possible for Waiver Type 2.]
Type 1   OR   Type 2 

 FORMCHECKBOX 
 Type 1  The principal risk would be potential harm resulting from a breach of confidentiality and the only record linking the subject and the research would be the consent document. In this case, each subject must be asked whether the subject will allow documentation linking the subject with the research, and the subject’s wishes must govern.  (Not allowed by FDA. The FDA has no provision for waiver of written documentation of consent for research involving any investigational use of a drug or evaluation of a medical device or a test article.) 
Explain here ->

 FORMCHECKBOX 
 Type 2  The research presents no more than minimal risk of harm to subjects (i.e., the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests); and involves no procedures for which written consent is normally required outside of the research context.

Explain here ->

________________________________________


_____________________

Signature of Principal Investigator  





Date




	Form IND:

        INVESTIGATIONAL DRUGS IN RESEARCH
VA Ann Arbor Healthcare System (FWA-00000348)

Subcommittee on Human Studies (IRB-00000264)

2215 Fuller Rd.








Phone:  734-761-7950

Ann Arbor, MI 48105







FAX:     734-761-7693


	PRINCIPAL INVESTIGATOR:  

	TITLE OF STUDY: 

	If you answer YES to *any* of these 5 questions, an IND from the FDA is required.  

1. Will this study use an investigational drug that is not FDA approved?


[ ] Yes
[ ] No

2. Will the study be conducted with a commercially available drug to support a new indication or to support a change in advertising or labeling of the product?


[ ] Yes
[ ] No

3. Will the study use a commercially available drug that is being administered via a new route (that significantly increases the risks) or for use in a different part of the body?


[ ] Yes
[ ] No

4. Will the study use a commercially available drug that is being given at a dosage level that might significantly increase the risk to the subject population?


[ ] Yes
[ ] No

5. Will the study use a commercially available drug that is going to be used in a new patient population that may result in a significant increase in risk(s) to the patient population?


[ ] Yes
[ ] No

Please submit the following, 

   a) Ann Arbor VA Investigational Drug Information Record 10-9012 for each drug to be used in the study.

   b) Documentation of the IND number from the sponsor or FDA. _______________________________
(Acceptable documentation includes indication of the IND number on the protocol or Investigator’s Brochure or a letter/ email from either the sponsor or the FDA acknowledging that an IND has been obtained. 

· The VA IRB will determine if an IND approval from the FDA is required for this study.

· The VA Research Pharmacist will contact FDA to validate an existing IND approval number

________________________________________


_____________________

Signature of Principal Investigator  





Date




	
	INVESTIGATIONAL DRUG INFORMATION RECORD [10-9012]

	1. TITLE OF STUDY      

	6. SOURCE OF DRUG (If other than manufacturer or sponsor)

     

	2. RESPONSIBLE INVESTIGATOR (Individual who signed Form FD-1573)

     
	7. THERAPEUTIC CLASSIFICATION AND EXPECTED THERAPEUTIC EFFECT(S)

     


	3. PRINCIPAL INVESTIGATOR (If different than responsible investigator)

     
	1. 

	4. ALL DESIGNATIONS FOR DRUG (Generic and chemical, code, trade names, other designations)

     

	5. 

	
	6. DOSAGE FORMS AND STRENGTHS

     


	
	9a.        IS THIS DRUG A CONTROLLED SUBSTANCE?

 FORMCHECKBOX _YES     FORMCHECKBOX _NO   If “Yes” complete Item 9B)

	7. MANUFACTURER OR OTHER SPONSOR

     
	9b.        CLASSIFICATION

     


	10.  STABILITY AND STORAGE REQUIREMENTS

	A. PRIOR TO MIXING, STORAGE SHOULD BE (Check applicable box(es)

 FORMCHECKBOX _ AT ROOM TEMPERATURE          FORMCHECKBOX _IN REFRIGERATOR          FORMCHECKBOX _IN FREEZER          FORMCHECKBOX _PROTECTED FROM LIGHT         FORMCHECKBOX _OTHER (Specify)      

	B. AFTER MIXING, DRUG REMAINS STABLE IN REFRIGERATOR FOR (Check appropriate box and enter quantity)

 FORMCHECKBOX _       MINUTES                              FORMCHECKBOX _      HOURS                            FORMCHECKBOX _      DAYS

	11.  DRUG ADMINISTRATION PROCEDURES

	A. ROUTES OF ADMINISTRATION (Check appropriate boxes)

 FORMCHECKBOX _ ORAL
 FORMCHECKBOX _ I.V. INFUSION           FORMCHECKBOX _  I.V. PUSH
	B. ADMINISTRATION DIRECTIONS

     
	C. RECONSTITUTION DIRECTIONS

     

	12A.      DRUG ADMINISTERED BY (Also complete Item 12B)

 FORMCHECKBOX _ PHYSICIAN ONLY
 FORMCHECKBOX _PROFESSIONAL NURSE
	12B.       ROUTE

     
	13. USUAL DOSAGE RANGE  

     

	14. KNOWN SIDE EFFECTS AND TOXICITIES

     
     


	15A.      DOUBLE BLIND?



(IF “YES” COMPLETE

 FORMCHECKBOX _YES     FORMCHECKBOX _NO  
ITEMS 15B AND 15C)
	15B.       NAME OF INDIVIDUAL WHO HAS CODE DESIGNATION

     
	15C.  TELEPHONE NUMBERS

	
	
	DAYTIME     
	EVENING     

	16.  SPECIAL PRECAUTIONS (Include drug interactions [synergisms, antagonisms], contraindications, etc.)

     


	17. ANTIDOTE

     


	18. STATUS (Check one)

 FORMCHECKBOX _  INVESTIGATIONAL

 FORMCHECKBOX _  PHASE II


 FORMCHECKBOX _  COMMERCIALLY AVAILABLE

 FORMCHECKBOX _  PHASE I


 FORMCHECKBOX _  PHASE III

 FORMCHECKBOX _  OTHER (Specify)      

	19.  NAMES OF AUTHORIZED PRESCRIBERS

	A.        

 
	B.       

	C.        


	D.       

	19. SIGNATURE OF RESPONSIBLE  OR  PRINCIPAL INVESTIGATOR


	DATE
	22.       PATIENT IDENTIFICATION (I.D. plate or given name – last, first, middle)

	21.  APPROVED BY
	

	SUBCOMMITTEE ON HUMAN STUDIES
	

	21A.       SIGNATURE OF CHAIRPERSON


	DATE


	

	RESEARCH AND DEVELOPMENT COMMITTEE
	

	21B.      SIGNATURE OF CHAIRPERSON


	DATE
	


VA Form 10-9012









( U.S. GPO:1997-519-315/91055

	Form IDE:


INVESTIGATIONAL DEVICES IN RESEARCH
VA Ann Arbor Healthcare System (FWA-00000348)

Subcommittee on Human Studies (IRB-00000264)

2215 Fuller Rd.








Phone:  734-761-7950

Ann Arbor, MI 48105







FAX:     734-761-7693
    FDA Policy on IDE at this link ->  http://www.access.gpo.gov/nara/cfr/waisidx_98/21cfr812_98.html

	PRINCIPAL INVESTIGATOR:  

	TITLE OF STUDY: 

	Section 1. Identification of Investigational Devices (use separate form for each device)
(Complete this form if the research activity involves the use of a device, other than the use of an approved medical device in the course of medical practice.
a.  What is the name of the device? ->
b.  Describe the type of device: ->
c.  Manufacturer of the device: ->

d.  Purpose/ Function of the device (generally and for this study) ->
======================================================================================

Section 2. Determination of Investigational Device Exemption Status [21 CFR 812.2(c)]
[  ] (1) A device, other than a transitional device, in commercial distribution immediately before May 28, 1976, when used or investigated in accordance with the indications in labeling in effect at that time.

[  ] (2) A device, other than a transitional device, introduced into commercial distribution on or after May 28, 1976, that FDA has determined to be substantially equivalent to a device in commercial distribution immediately before May 28, 1976, and that is used or investigated in accordance with the indications in the labeling FDA reviewed under subpart E of part 807 in determining substantial equivalence.

[  ] (3) A diagnostic device, if the sponsor complies with applicable requirements in 809.10(c) and if the testing:

(i)   Is noninvasive,

(ii)  Does not require an invasive sampling procedure that presents significant risk,

(iii) Does not by design or intention introduce energy into a subject, and

(iv) Is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure.

[  ] (4) A device undergoing consumer preference testing, testing of a modification, or testing of a combination of two or more devices in commercial distribution, if the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk.

[  ] (5) A device intended solely for veterinary use.
[  ] (6) A device shipped solely for research on or with laboratory animals and labeled in accordance with 812.5(c).

[  ] (7) A custom device as defined in 812.3(b), unless the device is being used to determine safety or effectiveness for commercial distribution.
· IF YOU CAN CHECK ONE ITEM IN SECTION 2, THEN THIS STUDY IS REGULATED BY THE FDA, BUT IS EXEMPT FROM THE REQUIREMENTS FOR AN IDE --> GOTO SECTION 6  
     (With the exception of 812.119, disqualification of a clinical investigator). 
· IF YOU CANNOT CHECK AT LEAST ONE ITEM IN SECTION 2, THEN CONTINUE TO SECTION 3
======================================================================================

Section 3. Determination if the device represents a Significant Risk [21 CFR 812.3(m)]

 [  ] (1)  A device intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject?
 [  ] (2)  A device purported or represented to be for a use in supporting or sustaining human life and presents a potential for serious risk to the health, safety, or welfare of a subject?
 [  ] (3)  A device for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject?
 [  ] (4)  The device otherwise presents a potential for serious risk to the health, safety, or welfare of a subject?
· IF YOU DO NOT CHECK ANY QUESTION IN SECTION 3, GO TO SECTION 4

· IF YOU CHECK ANY QUESTION IN SECTION 3, FDA APPROVAL IS REQUIRED  -->GO TO SECTION 5
**You must provide an IDE number or produce documentation from FDA that no IDE is required**
Section 4: Abbreviated Requirements For Non-Significant Risk Devices
  The following categories of investigations are considered to have approved applications for IDE's, unless FDA has notified a sponsor under 812.20(a) that approval of an application is required:  [21 CFR 812.2(b)]
[  ] (1) An investigation of a device other than a significant risk device, if the device is not a banned device and the sponsor:

(i)   Labels the device in accordance with 812.5;

(ii)  Obtains IRB approval of the investigation after presenting the reviewing IRB with a brief explanation of why the device is not a significant risk device, and maintains such approval;

(iii)  Ensures that each investigator participating in an investigation of the device obtains from each subject under the investigator's care, informed consent under part 50 and documents it, unless documentation is waived by an IRB under 56.109(c).

(iv)  Complies with the requirements of 812.46 with respect to monitoring investigations;

(v)   Maintains the records required under 812.140(b) (4) and (5) and makes the reports required under 812.150(b) (1) through (3) and (5) through (10);

(vi)  Ensures that participating investigators maintain the records required by 812.140(a)(3)(i) and make the reports required under 812.150(a) (1), (2), (5), and (7); and

(vii) Complies with the prohibitions in 812.7 against promotion and other practices.

[  ] (2) An investigation of a device other than one subject to paragraph (e) [Investigations subject to INDs] of this section, if the investigation was begun on or before July 16, 1980, and to be completed, and is completed, on or before January 19, 1981.
· GOTO SECTION 5
======================================================================================

Section 5. The investigator must submit the VA IRB "Device Management Application Form" 

http://www1.va.gov/aavaresearch/docs/116_Device_Management_Form_2007.rtf
Section 6. Investigator Signature
________________________________________


_____________________

Signature of Principal Investigator  





Date


· The VA IRB will determine if the device meets one of the exemption categories for an IDE 
· The VA IRB will determine if the device meets the abbreviated IDE requirements

· The VA IRB will determine if the device presents non-significant risk 
· The VA Research Compliance Officer will contact FDA to validate an existing IDE approval number

VHA DIRECTIVE 1200 (3-31-03): BANKING OF HUMAN BIOLOGICAL SPECIMENS 
COLLECTED FROM VETERANS FOR RESEARCH PURPOSES

1. HUMAN BIOLOGICAL SPECIMENS: Materials collected from human subjects (such as blood, urine, tissue, organs, hair, nail clippings, buccal swabs) or any other materials that are either collected specifically for research purposes or as residual specimens from diagnostic, therapeutic or surgical procedures.

2. NON-BANKED SPECIMENS: Human biological specimens collected under a VA-approved protocol, and

a. The specimens are used only for the specific purposes defined in the approved protocol, and 

b. The specimens are destroyed either when the specific use is complete, or at the end of the protocol.

3. BANKED SPECIMENS: Human biological specimens collected under a VA-approved protocol, and

a. The specimens are collected and stored for future research purposes that are not specified in the original research protocol. Also included in this category are specimens and their related biomaterials (e.g., DNA) that are collected under a particular protocol but reused for a new research protocol.

b. Banked specimens must be stored in a VA-Sponsored (on-site) or a VA-Approved (off-site) TISSUE BANK.

c. The Consent Form must clearly address the following points:

1)
Will the collected specimen be used for future research and if so, what choice of research restrictions?


[ ]  No restrictions for research use


[ ]  Use only for purposes described in this study by this PI 


[ ]  Use for additional research purposes by this PI only


[ ]  Use for research related to specific diseases
___________________________


[ ]  Other restrictions: 








2)
Will the specimen be used to generate a cell line or for genetic testing?

3)
Will the specimen be stored without any patient identifier, and if so, will it be linked specimen or unlinked?

4)
Will the research results be conveyed to the subject and/or health care provider?

5)
Will the human subject be contacted after the completion of the original study?

6)
Will the specimens and all links to clinical data be destroyed or removed upon the subject’s request?

7)
The disposition of the specimen after completion of the study or at the end of the banking period (how long)?

8)
Any potential conflict of interest or financial gains for the investigators or the participating institution?

4. OFF-SITE TESTING POLICY: If the Banked or Non-Banked specimens are sent to a non-VA institution for defined testing, such analysis should be outlined in the original research protocol. The remainder of the specimens must be returned to the original VA or the testing institution must certify the destruction of the specimens in writing to the VA investigator. All clinical and personal data associated with human biological specimens must be maintained under VA control, whenever possible.  When this is not possible, the minimal amount of clinical data that is shared should not contain any unique identifiers that can be linked to a human subject.  

5. VA-SPONSORED TISSUE BANK: A tissue repository located at a VA facility or an approved off-site location that operates in accordance with established VA policies.  The repository stores human biological specimens collected under VA-approved research protocols and are under VA ownership and VA control. The ACOS/Research will maintain records of all research tissue banks at the local VA site. 

6. VA-APPROVED TISSUE BANK: A tissue repository located at a non-VA facility that has the appropriate approval from the Office of Research and Development (ORD) at VA Central Office.  The bank must meet all the safeguards required for a VA sponsored tissue bank.  Non VA sites that may not be acceptable as VA approved tissue banks are non-academic, for-profit institutions such as pharmaceutical companies.

===========================================================================================

REQUEST TO CREATE OR MAINTAIN A BANK OF HUMAN BIOLOGICAL SPECIMENS 

COLLECTED FROM VETERANS FOR RESEARCH PURPOSES

Name of Principal Investigator
_____________________________________________
Title of Project


___________________________________________________________________
[   ] Request for On Site -Tissue Bank

____________________

____
________________







(VA building or approved VA space)

(Room number)

[   ] Request for Off-Site Tissue Bank:


___________________


(Identify location and contact person for Off-Site Tissue Bank)

I agree to comply with all the regulations in VHA Directive 1200 (3/31/03).



_______________________________________
 _____________




(signature)




(date)

===========================================================================================

MEMORANDUM

Department of


Veterans Affairs

From:

Ann Arbor VA Research Service, Subcommittee on Human Studies 

Subj:

A Fee for VA HS-IRB Review of Industry Sponsored Research



Effective Date: June 1, 2004

To:

Principal Investigators at the Ann Arbor VA Healthcare System

1.  On May 5, 2004, the VA Research and Development Committee approved the implementation of a fee of $2,000 for review of new protocols to be charged to industry sponsors involving human subjects by the VA Subcommittee on Human Studies (VA HS-IRB). These fees will not be applied to research sponsored by federal or state governments, non-profit foundations, or internal funds. 

2.  The intent of this charge is to assign financial responsibility to companies for VA-IRB review of protocols which they sponsor. Funds will be deposited in a VERAM account and used to defray the administrative costs of the VA-IRB.

3.  As of June 1, 2004 the direct cost budgets for all new industry sponsored projects submitted for VA-IRB review will be required to include a fee of $2,000, which will be exempt from indirect cost calculations. This fee will be collected once the proposal is funded, and will be applied to the VA HS-IRB operating expenses by the VA Research Service. Proposals that are not approved for funding will not have this fee assessed.  The review process and timetable for a new project approvalswill remain the same as those for all VA-IRB approved projects. 

4.  The investigator may appeal to the VA Research & Development Committee for a waiver of the fee with appropriate justification (i.e. investigator initiated projects that may become industry funded at a later date).

Questions regarding this proposal may be addressed to Douglas Feldman, VA-IRB Coordinator
phone = (734) 761-7951, FAX = (734) 761-7693, e-mail = doug.feldman@med.va.gov

INSTRUCTIONS FOR COMPLETING THE VA CONSENT FORM 10-1086

         [B] = Basic Element (required in all forms)       [A] = Additional Element (must include when appropriate)

PURPOSE OF RESEARCH STUDY  
[ ] State this is a research study. [B]
[ ] Explain the purpose of the study. [B]
DESCRIPTION 
[ ] Must describe all research procedures in the study; must identify which procedures are experimental. [B]
[ ] Must describe the expected duration of subject's participation. [B]
[ ] State the approximate total number of subjects to be involved in the study. [A]
Required Information:

· Who can take part in this study? How will subjects be selected?

· Give a step by step description of the procedures from selection of patients through follow-up.  Identify phases, if appropriate.

· Identify and discuss all experimental procedures.  Be sure to include invasive techniques, restriction of normal activities, long term follow-up, and possibility of receiving inactive materials.

· Make a clear distinction between procedures which are necessary because of the study and those which would be required as part of the subject’s usual care.  This includes increases in time, complexity, discomfort, and/or prolongation of hospitalization or hospitalization entirely for research purposes.

· If the study involves random assignment, the nature and probability of group assignment must be specified:

“Using a procedure similar to flipping a coin, you will have a 1 in 

 chance of receiving a sugar pill instead of 

.”

· If the subject and/or treating physician are to be kept blind to group assignment, this fact must be included.

· When appropriate, the subject’s approximate time of involvement in the study shall be indicated.

· The number of times a procedure is repeated shall be noted.

· The duration of all lengthy procedures, including questionnaires, should be indicated. This may be summarized for procedures done as a group.

· If blood is withdrawn, both the frequency of the procedure and the total amount of blood should be indicated in metric measures, followed by teaspoons, tablespoons, ounces, pints, etc., as appropriate.  For studies involving a large number of samples to be drawn over an extended time interval, an estimate can be given. The IRB will usually not allow withdrawal of more than 450 ml of blood during a 3 month period.

· For women of child-bearing age: If pregnant subjects are to be excluded, this must be noted in the Consent Form.

BANKED SPECIMENS FOR FUTURE RESEARCH 

The Consent Form must clearly address the following concerns:

1)
If specimens will be used for future research what are the choices of research restrictions?


[ ]  No restrictions for research use


[ ]  Use only for purposes described in this study by this PI 


[ ]  Use for additional research purposes by this PI only


[ ]  Use for research related to specific diseases

[ ]  Other restrictions: 
2)
Will the specimens be used to generate a cell line or for genetic testing?

3)
Will the specimens be stored without any patient identifier, and if so, will it be linked specimen or unlinked?

4)
Will the research results be conveyed to the subject and/or health care provider?

5)
Will the human subject be contacted after the completion of the original study?

6)
Will the specimens and all links to clinical data be destroyed or removed upon the subject’s request?

7)
The disposition of the specimen after completion of the study or at the end of the banking period (how long)?

8)
Any potential conflict of interest or financial gains for the investigators or the participating institution?

RISKS  
[ ] Must include this statement “There may be other risks that are unforeseeable at this time.” 
[ ] May include a statement that a particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable.  [A]
Required Information:

· State any known risks, inconveniences, or side effects (including physical, emotional, social or economic), with at least a rough estimate of number per 100, 1000, etc. of likelihood for severe events such as, loss of limb, coma, death, hemorrhage, etc.

· If blood is to be drawn, include the following statement.
"The risks of simple blood drawing commonly include: the occurrence of discomfort and/or bruising at the site of puncture; and less commonly, the formation of a small blood clot or swelling of the surrounding area, and bleeding from the puncture site. Rarely, fainting and local infection may occur.”

· Include the effects these occurrences will have on the person’s health as a result of participating in the research study.

· Include a statement describing the extent, if any of the risk of possible loss of confidentiality.

BENEFITS 
[ ] Describe the benefits to the subject and benefits to society; not payments to subjects.  [B]
· If there are no clear benefits to this subject, include the following statement.
"You are not likely to benefit by participating in this study."
· Payments or reimbursements must be listed under COMPENSATION and not under BENEFITS.

ALTERNATE COURSES OF ACTION 
[ ] Include a statement that participation in the study is voluntary  [B]
      “You do not have to participate in this study. You may drop out of the study at any time without penalty. By doing so, you will not lose any benefits that you may be entitled to.”
[ ] Include a statement that refusal to participate will involve no penalty or loss of benefits to which the 
     subject is otherwise entitled  [B]
[ ] Briefly describe alternate accepted courses of therapy or diagnostic procedures, as well as the potential 
     harms and benefits  [B]
[ ] Include a statement about the consequences of not participating in the study  [B]
[ ] Include a statement that the subject may discontinue participation at any time, the consequences, 
and the procedures for orderly termination of participation   [A]
"In case you decide to withdraw from the study, you may be harmed in the following ways_________________:"
STATEMENT OF RESEARCH RESULTS  
[ ] Describe how subject confidentiality will be protected with specific details of privacy & security  [B]
· Include a statement to describe who will have possession and access to research data (including medical record data, surveys, questionnaires, videos, audio cassettes). 
· Describe how these items will be coded and how they will be secured. Describe when/how these items will be destroyed.

[ ] State subjects will not be identified in publications.  [B]
“If results of this study are reported in medical journals or at meetings, you will not be identified by name, by recognizable photograph, or by any other means without your specific consent.” 
“No information by which you can be identified will be released or published unless required by law.”

[ ] State that significant new findings developed during the course of the research that may affect the subject's willingness to continue participation will be provided to the subject.  [A]
“We will let you and your physician know of any important discoveries made during this study which may affect you, your condition, or your willingness to participate in this study.”

· If the study includes surveys which may elicit information concerning suicidal intent, depression, or other major clinical findings, indicate the conditions when the primary physician will be notified.
SPECIAL CIRCUMSTANCES  
[ ] Indicate there will not be any costs for any additional care received as a participant in the research study.  [A]
“There will be not be any costs to you for any additional care that you receive as a participant in this research study.”
[ ] Include a statement about the circumstances under which the investigators may terminate the participation of the subject without regard to the subject's consent (must include when appropriate).  [A]
"The investigators of this study may have to end your participation in this study for the following reasons______:" 

[ ] There should not be any exculpatory language through which the subject or the subject’s legally authorized representative is made to waive or to appear to waive any of the subject’s legal rights, or releases or appears  to release the investigator, the sponsor, the institution or its agents from liability for negligence
· Use this statement if non-veterans will be recruited as research subjects. 
“Eligibility for medical care at a VA Medical Center is based upon the usual VA eligibility policy and is not guaranteed by participation in a research study.”

· When appropriate, add the appropriate statements
 “The sponsor funds the VA Medical Center based on the number of research subjects enrolled.”
 “The sponsor provides a fixed payment to the VA Medical Center for performing the study.”
COMPENSATION  
[ ] Must include a statement about payments to subjects (or state none)  [B]
Describe any payments or reimbursements and the schedule of payments
[ ] Describe the form of payments including cash, coupons, phone cards or gift items) and how payments will be made.  [A]
· The VA IRB will not allow excessive payments to research subjects that may be a coercive influence on the subject’s decision to participate in the research study

PATIENT AUTHORIZATION FOR ACCESS TO PHI  
[ ] If the research study is FDA regulated, must state that the FDA may inspect the research records  [B]
   (See item 8 in the standard boilerplate list of required statements)
SUBJECTS RIGHT’S PAGE   
[ ] Investigators are not allowed to change the mandatory boilerplate text on this page.
[ ] The contact persons and phone numbers must be accurate and up to date
     *This page includes all required explanations for research involving more than minimal risk:

o
An explanation as to whether any compensation was available if injury occurred.

o
If compensation was available when injury occurred, an explanation as to what it consisted of or where further information might be obtained.

o
An explanation as to whether any medical treatments were available if injury occurred.

o
If medical treatments were available when injury occurred, an explanation as to what it consisted of or where further information might be obtained. 

PURPOSE OF RESEARCH STUDY:

DESCRIPTION: 

RISKS: 

BENEFITS: 

ALTERNATE COURSES OF ACTION: 

STATEMENT OF RESEARCH RESULTS: 

SPECIAL CIRCUMSTANCES: 

COMPENSATION: 

REQUEST FOR PATIENT AUTHORIZATION FOR ACCESS TO PROTECTED HEALTH INFORMATION

1. By signing this document, you authorize the Veterans Health Administration (VHA) to provide
(insert name of Principal Investigator) and the research team permission to view and collect your Protected Health Information (medical chart data) for research purposes. This information may include the following: 

Hospital records and reports; admission history, and physical; X-ray films and reports; operative reports; laboratory reports; treatment and test results; dental notes; immunizations; allergy reports; prescriptions; consultations; clinic notes; and any other medical records needed by the research team. 
**The investigators may view restricted information about you including: HIV infection, Sickle Cell Anemia, drug and/ or alcohol abuse treatment.** 

2. The research investigators will collect your Protected Health Information for the following specific medical evaluations:


->

3. Your Protected Health Information, the research data and any identifying linkage will be stored in a secure location.


->(Brief description, please delete this hint)
4. You may refuse to sign this authorization and refuse to allow the disclosure of your Protected Health Information.
Your refusal will not affect your ability to receive medical care or benefits at the VA Ann Arbor Healthcare System.

5. (PI must select one of the following choices and delete the rest; please delete this hint.)
This authorization will expire [at the end of the research study] OR [at this date______]  OR
 [at this event____________} OR [This authorization has no expiration date].
6. This authorization may be revoked at any time by sending a written request to (insert PI name and address here)
If you revoke this authorization, (insert name of Principal Investigator) and the research team can continue to use information about you that has been collected. No information will be collected after you revoke the authorization.

7. The Ann Arbor VAMC complies with the requirements of the Health Insurance Portability and Accountability Act of 1996 and its privacy regulations and all other applicable laws that protect your privacy. Despite these protections, there is a possibility that your information could be used or disclosed in a way that it will no longer be protected by State and Federal Laws. The research records from this study may be reviewed by the Institutional Review Board and Compliance Monitors of the Ann Arbor VAMC and by other government agencies (including Department of Health and Human Services, VA Office of Research Oversight).
8. Insert the following if the study includes administration of FDA-approved or investigational drugs: (delete line)
Because this study involves material regulated by the FDA (Food and Drug Administration), the FDA may choose to inspect records identifying you as a subject in this research.
9. Insert the following if the study has a sponsor outside the VHA (i.e., pharmaceutical company) (delete hint)
As part of the study, we may disclose your information to (insert name of sponsor), the sponsoring company for this research study. We will not share any information with the sponsor unless the sponsor agrees to keep the information confidential and use it only for the purposes related to the study. 
10. Insert the following if payments to subjects will be issued by VERAM (delete this hint)
Payments to research subjects will be issued by the Veterans Education and Research Association of Michigan (VERAM). VERAM administrators will access your name, address and social security number in order to process your payment.

11. Insert the following if the protocol includes the transmission of research data with personal identifiers outside the VA:
a) The specific types of research data with personal identifiers that will be transmitted, the methods of transmission and the final storage destination(s).
b) A warning that research data transmitted and stored outside the VA will not be protected with the same high standards of security established inside the VA.
c) A warning that the VA cannot guarantee the security of research data after it is transmitted outside the VA.

	RESEARCH SUBJECT’S RIGHTS:

____________________________________ has explained this research study and answered all questions.  The risks or discomforts and possible benefits of the study have been described.  Other choices of available treatment have been explained. Some veterans are required to pay co-payments for medical care and services provided by VA. These co-payment requirements will continue to apply for VA care and services that are not part of this study.
Participation in this study is entirely voluntary.  You may refuse to participate.  Refusal to participate will involve no penalty or loss of rights to which individuals are entitled.  Participants may withdraw from this study at any time without penalty or loss of VA or other benefits.  In the event that you sustain an injury or illness as a result of your participation in this VA approved research study, all necessary medical treatment (except in limited circumstances), will be provided in a VA medical facility. You will be treated for the injury at no cost to you. However, no additional compensation has been set aside. You have not waived any legal rights or released the hospital or its agents from liability for negligence by signing this form.

In case there are medical problems or if you have questions, concerns or complaints about the research study, you can contact member(s) of the research study team: _______ can be called at _______ during the day and _______ can be contacted at _______ after hours. 
You may contact the VA IRB coordinator (at 734-845-3440) when staff members of the research study are not available or to discuss questions or concerns with someone other than research study staff. Research subjects may learn more about research at the VA Ann Arbor Healthcare System at this website:   www1.va.gov/aavaresearch

I am informed about my rights as a research subject, and I voluntarily consent to participate in this study.

I will receive a signed copy of this consent form. 

	x___________________________________
	X________________________

	Signature of Subject
	Date
	

	x___________________________________
	X________________________
	x____________

	Signature of Legally Authorized Representative:
(Durable Power of Attorney for Health Care, Court Appointed Guardian, spouse, adult child ≥18, parent, adult sibling ≥18) 
	Representative (Print Name)
	Date

	[MUST DELETE THIS BLOCK IF NOT APPROVED BY VA IRB]   [MUST DELETE THIS BLOCK IF NOT APPROVED BY VA IRB]

	x___________________________________
	X________________________
	x____________

	Signature of Witness 
(A witness must observe the subject’s signature)
	Witness (Print Name)
	Date

	x___________________________________
	X________________________
	x____________

	Signature of person obtaining consent  

(Study personnel must be approved by VA IRB.)
	(Print Name)


	Date




IF MORE THAN ONE PAGE IS USED, EACH PAGE (VAF 10-1086) MUST BE CONSECUTIVELY NUMBERED AND SIGNED.
Department of Veterans Affairs





SUBJECT’S IDENTIFICATION (I.D. plate or give -- Last, First, Middle Name and last 4 digits of SSN):
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