Amendment/Modification/Revision Reporting Form

VA Ann Arbor Healthcare System

Subcommittee on Human Studies (11R)

2215 Fuller Rd.






Phone:  734-845-3440
Ann Arbor, MI 48105





FAX:     734-845-3421    [6/20/14]
Please complete this form for all protocol/consent amendments and revisions and forward to Research Service, VA Ann Arbor Healthcare System (151) for review by the Subcommittee on Human Studies.  

PRINCIPAL INVESTIGATOR: 

VA PROJECT NUMBER: 

TITLE OF STUDY: 

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

AMENDMENT/REVISION (Describe or attach):

-->
---------------------------------------------------------------------------------------------------------------------------------------

	SUBJECT ENROLLMENT STATUS WITH VA CONSENT FORM 

[  ] Enrollment is Open
[  ] Enrollment is Closed

_____Total Number of subjects consented at Ann Arbor VA 

_____Total Number of active subjects currently participating at Ann Arbor VA


1. Does this Amendment alter the relationship between risks and anticipated benefits?  

[  ] NO (skip to #2)

[  ] YES, please explain ->

2. Does this Amendment affect the equitable selection of research subjects?   

[  ] NO (skip to #3)


[  ] YES, please explain ->

3. Does this Amendment require changes to the Consent Form, HIPAA Authorization Form or Information Letter?    

[  ] N.A. (no consent form/letter, skip to #4)


[  ] NO (skip to #4)


[  ] YES
If "YES", please attach a copy of the revised consent form with the changes highlighted or underlined.  
Investigators may only use VA Consent Forms that have the VA IRB logo sticker with dates of approval and expiration.
    (a) If the informed consent is revised to include increased or additional risks, or other significant changes in research activities, will any current research subjects be re-consented to request their willingness to participate in the amended protocol? 

[  ] YES, how many subjects will be re-consented? (______


Any subjects who were enrolled between the time the amendment was submitted and the 



time that the IRB approved the amended consent form will also have to be re-consented 



and they should be included in the total number listed above.


[  ] NO, explain why current subjects will not be re-consented? (
     (b) If the HIPAA Authorization Form is revised to include additional personal information collection and/ or additional personal information disclosure, or any other significant changes the relate to the HIPAA Privacy Policy, will any current research subjects be re-consented to request their willingness to participate in the amended protocol? 

[  ] YES, how many subjects will be re-consented? (______


[  ] NO, explain why current subjects will not be re-consented? (
     c) VA IRB Policies require appropriate documentation of signed consent forms, including the following:  Research participants must sign and date the document; the principal investigator (or an authorized research team member) must also sign the document; the original signed copy must be saved by the investigator and also scanned into the patient medical record; the research subject must be given a copy of the completely signed document before participating in the amended research study.

4. Are changes necessary to the monitoring of research data to ensure the safety of research subjects?
[  ] YES   [  ] NO   [  ] N.A. (monitoring not req.)

If Yes, please explain here ->
5. Are changes necessary to increase the security of data collected from research subjects who are likely to be vulnerable to coercion or undue influence?  [  ] YES   [  ] NO   [  ] N.A. (no vuln. subj.)

If Yes, please explain here ->
	NEW SECTION 6:     SEPARATING VA RESEARCH FROM NON-VA RESEARCH FOR
“COLLABORATIVE” HUMAN STUDIES   [VA ORO, 7/27/2011]

  No VA research collaboration with a non-VA site  (skip to signature on this form)

VA research is research conducted by VA investigators (serving on compensated, without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources (e.g. equipment), or on VA property including space leased to, or used by VA. The research may be funded by VA, by other sponsors, or be unfunded. (VHA Handbook 1200.01 §3.b
-->VHA Policy indicates data collected under the definition of VA research is “VA data”.

  VA research collaboration with a non-VA site 
Collaborative research is research conducted by VA investigators (serving on compensated, without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time and/ or utilizing VA resources (e.g. equipment) for “off-site” VA research activities. These off-site VA research activities include data collection and use that are occurring at non-VA locations (i.e., locations not owned or leased by VA).
1. For protocols in which VA data will be collected along with non-VA data, the IRB application and research consent forms must specify where the combined data will be located.

     a. VA data is not combined with non-VA data.

     b. VA data is combined with non-VA data and combined data will be stored at the VA. 

     c. VA data is combined with non-VA data and combined data will be stored outside the VA. 

2. If you checked item 1b or 1c, the informed consent documents from VA and non-VA sites must clearly separate VA research activities from non-VA research activities. Must clearly state the research data are to be used in a multi-site (“collaborative”) study that combines VA data with non VA data. Must describe the data are to be disclosed to a coordinating center site (located at either the VA site or the non-VA site) where the data will be combined and analyzed for the study.
3. Identification of current informed consent approvals.

   a. This research study has a VA Consent Form that will be used at the non-VA collaborating sites.

   b. This research study only uses a non-VA Consent Form at the non-VA collaborating sites.
      If you checked item 3b, then you must also have a VA-IRB approved Waiver of Signed informed Consent (Waiver Form E).    Click here for a direct link to Waiver Form E.
[Waiver Form E complies with VHA Handbook 1200.05 Sect. 30, item (d) and Sect. 34, item (a)]

               I already have an approved VA IRB approved Waiver Form E.

               If non-compliant, please submit an amendment request for Waiver Form E.
  c. This research study uses a VA Consent Form AND a non-VA Consent Form at the non-VA site.  
          You do not need a VA-IRB approved Waiver of Signed Informed Consent (Waiver Form E).


______________________________________________

_____________________
Principal Investigator's Signature 

     


 Date
1

