Research Compliance Officer Memo
                                                     December 15, 2008


Atlanta VA Medical Center

Guidance for Researchers – 

Contacting potential study subjects & recruiting letters

Federal regulations allow researchers to contact subjects for possible participation in research as an activity “preparatory to research.” VA regulations are more stringent and do not allow for this practice without written authorization from subjects or a waiver of this authorization.
According to VA regulations, identifying prospective subjects as part of recruitment into a research protocol is not considered part of the activities “preparatory to research” described in the HIPAA Privacy Rule. (NOTE: Acceptable activities preparatory to research in the VA would include, for example, reviewing records to determine whether there is a sufficient number or type of record or a sufficiently large pool of prospective subjects to conduct the research. This activity takes place during the course of preparation of the research protocol.)

Subjects who have previously participated in the general type of research currently being conducted and have documented  (i.e., future participation box checked on a previous consent form, source note indicating future study interest, etc.) interest in being contacted in the future may be freely contacted by phone, letter, or other medium used by researchers.

Researchers who would like to contact subjects who do not have documented authorization to be contacted must first obtain a partial HIPAA waiver of authorization from the IRB. Researchers may then send a letter to subjects explaining the study and asking them if they would be interested in participating.
Researchers may never “cold call” or otherwise contact potential subjects if they have not been introduced or referred to the researcher by a VA provider/clinician/caregiver.  Placing IRB-approved flyers, posters, or ads in public areas is not considered cold calling.
Letter content- after HIPAA wavier is obtained
An information letter about the research from the patient’s provider is preferable. A letter from the researcher on behalf of the patient’s provider is acceptable. This letter does not need to be signed by the provider and may be signed by the researcher,  however the researcher and provider must have an “agreement” which indicates who the researcher is contacting on behalf of the provider and documentation that the provider has authorized this contact on his/her behalf. Alternatively, researchers who have been informed by a provider/clinician/caregiver (PCC) about a potential subject who may be interested in this research must reference that PCC in the letter to the potential subject. Again, there must be documentation that this person referred or recommended the potential subject to the researcher. 

Researchers may not identify potential study subjects by querying CPRS and then contacting these individuals without a reference from, or an introduction through a mutually known PCC.
Letters may contain a method for potential subjects to reply back to the researchers indicating the level of interest in the research. It is not permissible to use an “opt out” method alone whereby the individual has to actively or volitionally contact the researchers in order to express negative interest in participation (e.g. “check this box if you are not interested otherwise we will contact you.”)  Subjects must have an equal and balanced set of alternatives for indicating both negative and positive interest in participation. Therefore, letters should contain check-and-return boxes or phone numbers to call for both options (e.g., “check the ‘yes’ or ‘no’ box and return.) Researchers may still include a default clause stating that if no response is received in x days, the researchers will call to gauge interest in the research.
VHA References
May 17, 2006 VHA HANDBOOK 1605.1
(b) All VHA Investigators conducting VHA-approved research must obtain the authority to use individually-identifiable information as follows: 

1. VHA individually-identifiable health information involving non-employee research subjects may be used by a VHA Investigator for research purposes provided there is a prior written authorization. A prior written authorization may be incorporated into an informed consent for participation in research 

2. If there is no prior written authorization, VHA individually-identifiable health information involving non-employee research subjects may be used by a VHA Investigator for research purposes when there is an IRB or Privacy Board waiver of authorization in accordance with 45 CFR 164.512(i).
http://www1.va.gov/oro/docs/Policy_on_Recruitment_of_Study_Subjects-090507.doc
The Office of Research Oversight (ORO) has clarified with the Privacy Office and the Office of Research and Development (ORD) that this is the case.  See below.

Q:  Is the guidance the National Institutes of Health (NIH) provided on recruitment of subjects under the Health Information Portability and Accountability Act of 1996 consistent with VA requirements? 

A.  No, not entirely.

· NIH Guidance at http://privacyruleandresearch.nih.gov_research.asp on Contacting Research Participants permits members of a covered entity’s workforce (or a covered entity’s business associates) to contact potential study participants for recruitment into research. 
· VA does not permit this practice unless an IRB has specifically (i) waived the requirement for an authorization under the HIPAA Privacy Rule relative to use or disclosure of Protected Health Information (PHI) to recruit subjects for the proposed research and (ii) waived the informed consent requirement under the Common Rule to allow use of identifiable private information for recruitment into research. The R&D Committee must also approve the research. 
Under the ‘preparatory to research’ provision, covered entities may use and disclose PHI to researchers to aid in study recruitment. They may allow a researcher to identify, but not contact, potential study participants. To contact potential study participants, a researcher may do so, without Authorization from the individual, under the following circumstances:

· If the researcher is a workforce member of a covered entity, the researcher may contact the potential study participant, as part of the covered entity's health care operations, for the purposes of seeking Authorization. In addition, a covered health care provider may discuss treatment alternatives, which may include participating in a clinical trial, with the patient as part of the patient's treatment or the covered entity's health care operations. Alternatively, the covered entity may contract with a business associate – who may be a researcher – to assist in contacting individuals on behalf of the covered entity to obtain their Authorizations. 
OR

· If the covered entity obtains documentation that an IRB has partially waived the Authorization requirement to disclose PHI to a researcher for recruitment purposes, the covered entity could disclose to the researcher that PHI necessary for the researcher to contact the individual. 

Also see:
CRADO memorandum dated 10 July 2006 re: Contacting Veterans

VA Handbook 6300.4, Procedures for Processing Requests for Records

Subject to the Privacy Act

VHA HANDBOOK 1907.01, section t
VA Handbook 1605.1, section 13
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