
FORM E:		REQUEST FOR WAIVERS OF SIGNED INFORMED CONSENT
			       VA FORM 10-1086 WILL NOT BE USED
VA Ann Arbor Healthcare System (FWA-00000348)
Subcommittee on Human Studies (IRB-00000264)
2215 Fuller Rd.									Phone:  734-845-5600
Ann Arbor, MI 48105								FAX:     734-845-3241
PRINCIPAL INVESTIGATOR:  

TITLE OF STUDY: 
	[38 CFR 16.117(c)]
The investigator must provide a VA IRB-approved, printed Research Information Letter to the subject
(Can be a written consent form approved by the IRB of an outside institution.)  
The Research Information Letter should include 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
 (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.)
------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
Minimal Risk Research Waiver Questions  [38 CFR 16.116(d)(1-4)]
1. Explain how the research involves no more than minimal risk to the subjects at the VA.
(i.e. the research activity involves anonymous surveys at the VA or, the involvement of the VA does not add to the risk of the research activity based outside the VA).
  Explain here ->

2. The waiver or alteration will not adversely affect the rights and welfare of the subjects at the VA.
(i.e. the research activity is minimal risk to research subjects and the information to be collected will not be linked to the identity of participants).
  Explain here ->

3. Explain why the research could not practicably be conducted without the waiver of signed informed consent at the VA.  (i.e. Including only the records or data for which consent could be obtained may bias or limit the conclusions that could be drawn. Some subjects may have moved from their last known address. Some subjects may be deceased.)
  Explain here ->


4. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
(i.e. information about the study may be presented in professional journals, at meetings, in local science fairs or articles in publicly available news media)
  Explain here ->
WAIVER SELECTION: PICK TYPE 1A, TYPE 1B or TYPE 2
 WAIVER  E-1A                [38 CFR 16.117(c)(1)]

The investigator may not collect or store any of the following personal identifying information (PII) at the VA under this waiver.
[  ] (a) Names	[  ] (j)   Account numbers
[  ] (b) Any geographic division smaller than a state	[  ] (k)  Certificate/license numbers
[  ] (c) Any dates more precise than year; or age>89	[  ] (l)   Vehicle identifiers (S/N or Lic. Plate)
[  ] (d) Telephone numbers	[  ] (m) Device identifiers (S/N)
[  ] (e) Fax numbers	[  ] (n)  Web Universal Resource Locators (URL)
[  ] (f)  Electronic mail addresses	[  ] (o)  Internet Protocol (IP) address numbers
[  ] (g) Social Security Numbers (or scrambled)	[  ] (p)  Biometric identifiers (audio, video, finger prints)
[  ] (h) Medical record numbers	[  ] (q)  Full face photographic images
[  ] (i)  Health plan beneficiary numbers	[  ] (r)   Any other unique identifiers ->

The investigator may not collect or store any of the following personal health information (PHI) at the VA under this waiver.
[  ] history & physical    [  ] discharge summary    [  ] operative reports    [  ] laboratory reports    [  ] X-ray films & reports
[  ] immunizations    [  ] allergy reports    [  ] medications    [  ] consultations     [  ] clinic notes   [  ] dental notes
The only record linking the subject and the research at the VAMC would be the VA Consent Form. The principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research at the VA, and the subject's wishes will govern.    
   
***Investigators are no longer required to maintain a master list of subjects enrolled in their research studies.
[This is no longer a requirement per new VHA Handbook 1200.05 – Nov. 12, 2014]

Principal Investigator must sign at end of this form.
---------------------------------------------------------------------------------------------------------------------------------------------------------------
 WAIVER   E-1B      [38 CFR 16.117(c)(1)]
The investigator may not collect or store personal identifying information (PII) at the VA under this waiver.  
The investigator may store coded personal health information (PHI) at the VA under this waiver.  
PHI may not be collected at the VA under Waiver E-1B.
For coded PHI collected outside the VA, the PHI cross-linking file cannot be stored at the VA.
Coded Protected Health information (PHI) you will access, collect or use for this research study:
[  ] history & physical    [  ] discharge summary    [  ] operative reports    [  ] laboratory reports    [  ] X-ray films & reports
[  ] immunizations         [  ] allergy reports    [  ]medications    [  ]consultations     [  ]clinic notes   [  ] dental notes
Specify Other & Date Range of above: -->

The only record linking the subject and the research at the VAMC would be the VA Consent Form. 
The principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research at the VA, and the subject's wishes will govern.    

  
***Investigators are no longer required to maintain a master list of subjects enrolled in their research studies.
[This is no longer a requirement per new VHA Handbook 1200.05 – Nov. 12, 2014]
]

Principal Investigator must sign at end of this form.


 WAIVER  E-2 
NO MORE THAN MINIMAL RISK OF HARM IN RESEARCH AT THE VAMC    [38 CFR 16.117(c)(2)]
The investigator may store personally identifying information (PII) at the VA under Waiver E-2.
For PII collected at the VA, must also have a VA HIPAA Waiver (Form B or Form D).
For PII collected outside the VA, must submit an outside HIPAA approval to transmit PII to the VA. 
The investigator may store personal health information (PHI) at the VA under Waiver E-2. 
For PHI collected at the VA, must have a VA HIPAA Authorization or a VA HIPAA Waiver (Form D). [Research data collected at the VA cannot be transmitted outside without a signed HIPAA authorization.]
For PHI collected outside the VA, must have an outside HIPAA approval to transmit PHI to the VA. 
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 at the VA.  The research involves no procedures at the VAMC for which a written VA Consent Form (10-1086) is normally required. 

   
***Investigators are no longer required to maintain a master list of subjects enrolled in their research studies.
[This is no longer a requirement per new VHA Handbook 1200.05 – Nov. 12, 2014]

Please Check Type of Waiver Submitted 

 WAIVER  E-1A            WAIVER   E-1B            WAIVER  E-2




___________________________________________			_____________________
Signature of Principal Investigator  						Date
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