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Purpose of the HSAP
1.1. The University of Washington (UW) respects and values the individuals who volunteer to participate in UW research and recognizes that these individuals may assume some risk by participating in research. The Human Subjects Assistance Program (HSAP) is a discretionary program that may provide limited medical and other assistance to study participants who experience a research-related medical problem that is more likely than not caused by UW-conducted research.

Authority for the HSAP
1.2. The HSAP is authorized by the UW Board of Regents Standing Order 6 and by UW Executive Order 24.

Assistance available through the HSAP
1.3. “No fault” basis. In its sole discretion, the UW may offer assistance under the HSAP on a “no-fault” basis for qualifying medical problems.
1.4. Types of assistance. The assistance available under the HSAP includes the following:
1.4.1. Waiver of charges for healthcare related to medical problems arising out of the individual’s research participation, at a UW Medicine Healthcare Facility for up to $250,000 in combined charges based on established facility and practitioner charges at the time the care is provided.
1.4.2. Reimbursement for 1) out-of-pocket expenses or 2) for healthcare not provided by a UW Medicine Healthcare Facility may be provided up to the amount of $10,000. Qualifying reimbursements are payments made after coverage by health insurance or other third-party health benefit payors.
1.5. Limits to assistance. The HSAP does not provide payment or reimbursement for:
1.5.1. Lost wages, lost time, or pain and suffering;
1.5.2. Expenses that are covered by the National Vaccine Injury Compensation Program;
1.5.3. Expenses that are covered by the federal Public Readiness and Emergency Preparedness Act;
1.5.4. Expenses that are covered by a national health service or national health insurance in a country other than the United States.
1.6. Paid expenses are provided on a reimbursement basis with the submission of receipts showing payment. No prospective payments can be made under HSAP.
1.7. Additional expenses or assistance in excess of no fault limits detailed above may be considered by the Claims Services unit of UW’s Claim department.

How assistance is obtained through the HSAP
1.8. Report the problem. The researcher is required to report to the Human Subjects Division (HSD) all medical problems that are more likely than not directly caused by UW research and for which HSAP assistance is being requested. Study participants must request HSAP assistance through the researcher. The procedures for making an HSAP request are as follows:
1.8.1. Complete the SUPPLEMENT RNI and submit via a Report of New Information (RNI) in Zipline.
1.8.2. If a request for waiver of charges or prospective treatment at a UW Medicine Healthcare Facility is part of the HSAP request, a SafetyNet incident report should be filed by the researcher. Follow the INSTRUCTIONS SafetyNet Reporting for HSAP.
1.8.2.1. SafetyNet requires an AMC user account. If no one on the study team has an AMC account, the researcher should contact crmhelp@uw.edu and they will submit the incident report on behalf of the researcher.
1.9. Timing and initial handling of the report.
1.9.1. Researchers should report the problem to HSD within 24 hours of becoming aware of the incident.
1.9.2. Study participants may report problems up to one year after the research intervention, treatment, item, design, or procedure that caused the medical problem.
1.9.3. HSD provides the report and any additional documentation (e.g., receipts) to the UW Clinical Risk Management and UW Claims Services within one business day of receipt.

Assessment
1.10. Each problem is assessed for eligibility under the HSAP by representatives from HSD, UW Clinical Risk Management, and UW Claims Services.
1.10.1. Additional consultation with the researcher and/or other medical experts may be obtained to determine if the event meets the definition of a qualifying medical problem.
1.11. The assessment considers the following criteria for HSAP assistance:
1.11.1. Funding and initiation. If funded or otherwise supported by industry, the research has been initiated by the researcher and uses the researcher’s protocol.
1.11.2. UW-administered external funding. Any external funding for the research is administered through the UW Office of Sponsored Programs and/or another UW unit authorized to process research agreements.
1.11.3. Human subjects research. The activity is human subjects research, as defined by federal law.
1.11.4. Qualifying medical problem. The problem is a “qualifying medical problem” (Section 9.8).
1.11.5. UW engagement. The study procedures associated with the problem are clearly identifiable as being under UW control.
1.11.5.1. The UW, acting through its duly authorized and approved researchers (see definition in Section 9), must be engaged in the human subjects research, as defined by federal law and guidance.
1.11.5.2. The UW is not considered engaged for the purposes of the HSAP:
1.11.5.2.1. When the sole reason the UW is engaged is because the UW is the prime recipient of federal funding for the research;
1.11.5.2.2. For work that is subcontracted to another entity;
1.11.5.2.3. For work conducted by another entity under a relationship with the UW that is similar to a subcontract, or
1.11.5.2.4. Other circumstances that can be described as funding “pass through” to another research institution that conducts the research.
1.11.5.3. The UW is meaningfully identified on the research consent form as one of the institutions conducting the research.
1.11.5.4. The research procedures associated with the problem are performed by a UW employee, student, or agent.
1.11.6. IRB approval. The study has been approved in writing by a UW-operated IRB or by the IRB of another institution with which the UW has a reliance agreement.
1.11.7. Specific circumstances. Any other relevant circumstances related to the problem and the study participant.
1.12. The outcome of the HSAP assessment will be communicated by HSD to the researcher via email using the TEMPLATE RNI HSAP Determination.

Providing HSAP assistance
1.13. When UW, in its sole discretion, offers assistance through the HSAP:
1.13.1. UW Clinical Risk Management will resolve all relevant UW medical bills for treatment at appropriate UW Medicine Healthcare Facilities up to the stated cap; if it is determined that the matter does not qualify for HSAP assistance, the bill suspense will be released.
1.13.2. UW Claims Services will provide processing of reimbursement to the study participant for treatment at non-UW facilities up to the stated cap;
1.13.2.1. UW Claims Services will process the request for reimbursement documentation within seven (7) business days of receiving all necessary documentation. Check requests typically take up to two (2) weeks for processing and mailing.
1.14. UW Claims Services will consider reimbursement for other applicable assistance at its discretion.

Informing study participants about the HSAP
1.15. Study participants are told about the UW’s discretionary HSAP and the process for requesting HSAP assistance as part of the informed consent process. This may occur through one or both of the following methods:
1.15.1. Written consent document;
1.15.2. Non-written consent process, using conversation “bullet points.”
1.16. Researchers may also wish to provide study participants with:
1.16.1. A copy of the HSAP Information Sheet;
1.16.2. The link to the HSD website where this guidance document resides.

Answers to questions about the HSAP
1.17. UW Human Subjects Division, hsdreprt@uw.edu or 206-543-0098.

Definitions
1.18. Duly authorized and approved: UW researchers are considered to be duly authorized and approved with respect to a specific study when:
1.18.1. The UW is considered engaged in the research per HSD’s Engagement guidance, and
1.18.2. There is IRB approval for the research granted by the UW IRB or another IRB with which the UW IRB has a reliance agreement.
1.19. Engagement: An institution’s involvement in human subjects research, as defined by federal regulations and guidance.
1.20. Human Subjects Division (HSD): The office that manages the UW Institutional Review Boards.
1.21. Human subjects research: Research involving human beings, as defined by federal law.
1.22. Institutional Review Board (IRB): Also known as an independent ethics committee or ethical review board. It is formally designated by an institution to approve, monitor, and review research involving humans, in accordance with all applicable federal and state regulations.
1.23. Medical care: This term refers to health care provided by a licensed health care provider. Examples include (but are not limited to) health care provided by a physician, dentist, or physical therapist.
1.24. “No fault” basis: This means that the study participant need not demonstrate UW fault or negligence to be considered for the HSAP.
1.25. Qualifying medical problem: A problem that has all the following characteristics:
1.25.1. It is a physical or psychological disorder diagnosed by a licensed healthcare practitioner.
1.25.2. It occurred in the course of UW-conducted research.
1.25.3. It was more likely than not directly caused by the research intervention, treatment, item, design, or procedures. This does not include medical problems that are due to:
1.25.3.1. The normal course of disease or underlying medical condition;
1.25.3.2. Usual and ordinary patient care (i.e., the standard course of treatment for the participant’s disease or condition);
1.25.3.3. Substantial or deliberate noncompliance by a study participant with the research procedures or instructions agreed to as part of the consent document or process approved by the Institutional Review Board (IRB).
1.25.4. There is a recognized treatment for it.
1.25.5. One year or less has elapsed between the likely cause of the medical problem and the discovery of the medical problem.
1.26. UW Medicine Healthcare Facility: The UW owned, operated, or affiliated hospitals or clinics that may provide treatment for qualifying medical problems at no charge to the subject for combined charges up to $250,000 based on established facility and practitioner charges at the time the care is provided. Subjects are billed for charges in excess of the $250,000 cap or otherwise not covered by HSAP assistance. The list of UW Medicine Healthcare Facilities approved for this purpose is:
1.26.1. UW Medical Center
1.26.2. Harborview Medical Center
1.26.3. UW Primary Care Clinics
1.26.4. Husky Health Center

Supporting Documents and References
1.27. Standing Order #6 of the UW Board of Regents
1.28. Administrative Policy Statement APS 14.1.3.d
1.29. Executive Order 24, “Research with Human Participants”
1.30. “Designation of Authorized UW Medicine Owned, Operated or Affiliated Hospitals and Clinics”
1.31. INSTRUCTIONS Safety Net Reporting for HSAP
1.32. TEMPLATE RNI HSAP Determination
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