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Best Practices
Guidelines for Handling Request for Respondent Survey Answers

Approved by SRO Adm. Group, August 2018
This document outlines considerations to keep in mind and general guidelines for responding to a request from a study participant who asks to receive a copy of his/her survey answers. In our experience, this is a rare event, and each situation will have some unique aspects.  The steps below may need to be adapted to accommodate the specific circumstances of the request and the study.    
· When a request of this type is received, we should first confirm that we are speaking with the respondent, and explain that this request will be referred to the project manager and we will respond to the request in the near future.

· If we are not sure we are speaking with the correct respondent, follow-up contact should be made to confirm that it is the respondent making the request. Confirm information such as date of birth, time and place (address or location) of participation, etc.
· If someone other than the respondent asks to see survey answers, we should respectfully explain that answers to the surveys are confidential and we cannot release that information.

· The request should be referred to the SRO project leader.  The SRO project leader will discuss the situation with the SPA to assess the feasibility of responding to the request, and determine next steps.  

· Unless otherwise instructed by the SPA, the project leader should contact the PI to inform him/her of the request and the proposed response.  Either the PI or the project leader should notify the SRC Director’s Office of the request. In addition, the IRB administrator may be consulted to confirm that there are no human subjects’ issues or concerns related to the request. It is important to ensure that project and IRB requirements are taken into account.
· If there is a reason we cannot comply with this request, the project leader (or designate) should contact the respondent either by phone or in writing to let him/her know why we cannot provide the requested information.

· If appropriate, respondent may be contacted to discuss the request further, and/or to explain the process and timeline for preparing and sending the requested information.  This contact may be made by the project leader, a member of the research team, a member of the project team, or a member of the SRO clinical support team; as appropriate.
· If feasible, a hard copy questionnaire may be prepared, containing questions asked and responses given.  This can be done by modifying the Blaise spec document, the instrument used for interviewer training, the MQDS version/codebook, or the IRB copy of the survey instrument.  It is suggested that the document be edited to remove large blocks of questions that were skipped.  Any PII or other identifying information should be removed from the survey answers, as we cannot guarantee that only the respondent will have access to the documentation.
· Since the hard copy requires manual data entry of survey answers, it is recommended that the project manager or designate review it carefully before it is forwarded to the respondent.

· Additionally, it is recommended that a senior staff member such as the Senior Project Advisor or project manager from another project, who may have produced this type of document on his or her study before, conduct a review as cross verification for quality control.

· A cover letter should be prepared, that explains how to read the instrument and provides any important caveats (e.g., for a mental health survey, the responses are not meant to generate any individual-level diagnosis).  An example of the type of letter is included below.

· The package should be sent by trackable courier (FedEx, UPS, or registered mail), with signature required. It is recommended that a signed receipt be required, to guarantee delivery to intended recipient. It is recommended that the person in SRC-SRO who received the request call the respondent in advance to arrange for delivery and signature. (We will not transact the request without obtaining the respondent’s signature upon receipt.)
· A note should be made in the sample management system (contact note) to indicate that the respondent had requested a copy of his/her survey answers, and include the dates on which the information was sent, and when we received confirmation of delivery.

· If extra copies of the respondent’s answers were printed, they should be securely destroyed after they are no longer needed by the project team.
· To the best of our knowledge, there are currently no Federal or State Guidelines that conclusively stipulate the window for complying with these types of requests. However, based on our interpretation of guidelines for similar situations, we should aim to provide the data within 60 days of receipt of request from the respondent.  We should be prepared to provide an explanation to the respondent, if we cannot meet that time frame.
As stated above, each situation will be unique, and this type of request has been a rare occurrence.  Requests for results from biomarker samples, time diaries, cognitive or achievement tests, multiple longitudinal surveys, or other special requests should be evaluated on a case by case basis; keeping in mind the needs and resources available from the study.  In addition, SRO/SRC, IRB or legal concerns (if any) should be addressed as appropriate.  The project SPA will guide the project leader in the specific course of action and timeline for responding to each request. 
We recognize that there can be situations where someone other than the respondent (e.g. lawyer/FOIA) requests the data.  These, again, are handled on a case by case basis and need to involve the SRO Director, the SRC Director’s Office, and UM Legal.
Example letter text:
Dear [NAME]:
Thank you for taking time to [complete the survey/share your opinions with us] on [study name, description of study topic].  It is the input of respondents like you that make our study [an accurate measurement of TOPIC; provide information about TOPIC; etc.].  
Per your request, we have enclosed a written copy of the interview you did with us on [DATE].  In accordance with our confidentiality requirements, certain details have been obscured to protect the privacy of your responses.  [If a medical or mental health study, may add caveats about how to interpret the responses, note about the survey not being designed to generate a specific diagnosis, etc.]
Your contribution to our study is greatly appreciated.  Should you have any questions regarding your rights as a participant in our research, please contact:

[INCLUDE RELEVANT IRB CONTACT INFORMATION]
Sincerely,

[PI and/or project leader]
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