Donor Medical History Interview Questionnaire

Introduction:

The questionnaire below is intended for use as a screening tool for reproductive tissue donors.  This includes individuals intending to donate tissue either anonymously or in a directed fashion.  

The goal of the questionnaire is to identify transmissible disease risk factors that may increase the risk posed to recipients of donated reproductive tissues.  This questionnaire was developed based on the Food and Drug Administration (FDA) regulations and most current guidance (http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/ucm073964.htm) as to how to meet regulatory requirements in regard to tissue donor eligibility determination.  This questionnaire represents a minimal standard for a donor screening interview.  It is perfectly acceptable for a clinic to introduce additional screening parameters.  You should determine a donor to be ineligible if they respond “Yes” to any of these behaviors or conditions.   You should have procedures in place regarding how to further investigate circumstances where a donor is unsure of a response at the time of the interview in order that a reliable answer is obtained. 

Comments on questionnaire use:

Note that completion of the donor medical history interview does not complete the efforts required to determine donor eligibility.  Other information including donor physical examination, review of relevant medical records and appropriate infectious disease testing within required time frames is not addressed in this document.  

Note also that the mechanism by which this questionnaire is completed and reviewed is important.  Specifically, FDA regulations require a donor medical history interview, defined as a documented dialogue between the prospective donor and a health care provider involved in donor eligibility determination.  Such a dialogue would include a review of answers provided in this questionnaire.  Once completed and reviewed, this questionnaire could become the donor medical history interview of record for donor eligibility determination.  

Note that there are two questionnaires associated with eligibility determination.  One, titled “Risk Factor Questionnaire for Eligibility Evaluator” is intended for use by the individual making eligibility determination.  The second form, titled “Risk Factor Questionnaire for Donor” is to be used by the donor applicant and has the interpretation of responses removed and replaced by a request for explanation of any uncertain response.  

Ultimately, review of this completed questionnaire, results of an appropriate physical examination, review of relevant medical records and disease testing results must be used in concert to determine donor eligibility.  

