Witness for Informed Consent

November 12, 2004

Page 2 of 2



[image: image1.png]£

UNIVERSITY HEAILTH SYSTEM





TO:

Research Investigators and Staff
FROM:
Evelyn Swenson-Britt MS, RN



Clinical Research Coordinator

Through:
Nancy Ray, MA, RN



Associate Administrator



David Haile, M.D.



Chair, Research Committee

DATE:

November 12, 2004
SUBJECT:   
Witness for Informed Consent

During a recent review of records by the Texas Department of Health, concerns were raised by the reviewers that research consents were being witnessed by the treating physician/principal investigators when the informed consent was being obtained by the research coordinator.  The concern was that both parties were involved in the study and was this appropriate?  They asked that we raise this issue with our Institutional Review Board and our Research Committee.  
The Institutional Review Board is in the process of changing their guidelines regarding the Witnessing of Consent.  Their new guidelines will read:

Technical Elements.  At the top of the first page, the consent document should bear the title of the study, e.g., "Subject Consent to Take Part in a Study of...(give title of study)," and the name(s) of the institution(s) at which it is to be conducted.  Pages should be numbered "1 of 4," "2 of 4," etc.   At the end of the consent document there should be statements that the subject will be given a signed copy of the form to keep and that his/her signature means he or she has read the document and been given the chance to discuss it and ask questions.  Spaces should be provided for: (a) the signature of the subject who consents to take part; or in the case of a minor, of the parent or guardian who consents on behalf of the subject and a line for the assent of the subject if age 7 or older; (b) the signature of an impartial individual who witnesses the subject's signature (see policy below); (c) the signature of the person who obtains consent;  and (d) a place for the date and time the consent is obtained, to be recorded by the subject.
  
 
Witness policy:  It is local policy to include the signature of a witness.  Generally, the signature of the witness attests only to the signature of the subject.  There are some occasions, however, in which the witness would be required to witness the entire consent process.  The IRB may require this as an additional protection for subjects who are particularly vulnerable or when the risk involved in the research warrants it.  In the case that the subject does not read and in cases when the IRB has approved the use of a "short form" consent document, FDA regulations and GCP Guidelines require a witness to attest to the consent process undertaken, not only to the signature of the subject.  Please note, that the use of a short form consent is generally not permitted by this IRB.  

 
  The witness attesting to the signature of the subject needs to be someone not affiliated with the research; neither investigator or study personnel.  “Study personnel” means persons involved in carrying out the particular research protocol for which the subject is signing the consent.  In addition, it is preferred that the witness not be associated with the subject either so that s/he may be truly impartial.  However, having a completely impartial witness is not always feasible and a family member or friend may serve as a witness if an impartial witness is not available.  In some settings, securing the signature of any witness, impartial or otherwise, may not be feasible.  This may occur in studies where subjects are enrolled in their homes, for example.  The protocol should indicate that this is expected.  If the IRB approves omitting the signature of a witness when none is available, when the situation occurs,  "none available" will be written on the line for the witness' signature and the person obtaining consent will make a notation in the study record describing the situation.  

Please note that the University Health System will require that study personnel are no longer used as the witness for the informed consent for Research.  The Research Department will be monitoring for this criteria in their future monitoring efforts.

Thank you,
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