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Large public university with an
academic health care system (UW
Medicine)

S1.5 billion in research funding (FY11)
Approx. 6,000 active human research
studies



Purpose of UW HSAP

The University of Washington (UW) respects and values
the volunteer human subjects who participate in UW
research, and recognizes that subjects may assume
some risk by participating in research. The Human
Subjects Assistance Program (HSAP) is a no-fault
program developed to provide medical and other
assistance to subjects who experience a research-
related medical problem that is likely caused by
University-conducted research.
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"The University is & major research {nstitution with all of i
graduate and ﬁmfessiunal programe located on one campus. For
elght years it has provided adverse effects insurance for human
subjects, both of unfunded activities snd activitles fnded
through grants and contracts conducted under Univarsity aus-
plces, The insurance program has had two distinci phases sinc=
its inception on July 1, 1972. During the first phase, which con-
tinuad through June 30, 1§79, commercial insurance was pro-
cured; during the second phase, which hegan July 1, 1878, and
has continued unil tha present tme, the University has providad
compensation for adverse effecta through a salf-insured program.
It is expectad that this second phase will continue in the future.
The procured insurance program had an 15 model the Stata
Workmen's Compensation Act, and coveraga was provided dur-
ing year 1 by Argonant Insurance Companies and during years 2
through 7 by the Aetna Casuslty and Surety Company; Lhe self-
jnaured compensation program is a modification of the Work-
men's Compensation model.

Concern for the rigks which individuals assums as human
suhiacts, includiog economic risks, hag bad a long history at the
University, Commiitee review of research involving homans
bogan py early as 1946, Progurement of insurance againat
ecomomic risks became possible, however, after 1970 when the
review of and records on the use of human subjects became
centrelized within the University.
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History of the UW Program - 1

1972-79 Human Subjects Compensation Plan

Commercially insured, used workers’
compensation model to achieve no-fault approach

17 paid claims: $16,164
Insurance premiums paid: $262,500



History of the UW Program - 2

1979: Folded into self-insured general
liability program
Funded by central University administration

Pay up to $10,000 per subject to reimburse out-of-
pocket expenses for research-related injury
(including for medical care provided elsewhere)



History of the UW Program - 3

Evolved over time to include another
component: unlimited write-off of charges
for care received at UW Medicine*, including

individuals who are not otherwise UW
Medicine patients

* Participating components: 2 hospitals and associated out-
patient clinics; a network of neighborhood clinics throughout
King County; a physician practice plan. Charges = facilities
and professional fee charges



What is not included

Industry-funded-and-initiated research
Subcontracts from the University

Any research not under the direct control and
supervision of a UW researcher

Location of research is otherwise irrelevant



Under revision: why?

Changes in regulatory environment

CMS National Coverage Decision for clinical research
(CTP)

Medicare Secondary Payer rule; coordination of
benefits

Expanding affiliations & relationships, in
health care and research

Clarify roles, responsibilities, procedures
Address liability & risk management issues



Revised Program Under Discussion

Reimburse out-of-pocket expenses up to S10K
SAME
Write-off health care charges (facility &

professional fee charges)
Unexpected medical problems same

Expected medical problems: only for healthy subjects
or those unlikely to receive personal benefit from the

study New

Cap of $250,000 per subject New
Must be reported within one year new
Broader definition of medical problem new



How does it work?

IRB, IRB staff Study eligibility decision
IRB office Oversight & coordination
Researchers Inform subjects; report & assess events

Research participants Report events
UW Risk Management Administer S10K component

UW Health Sciences ~ Administer write-off of medical charges,
Risk Management including problem assessment

Participating health Absorb write-offs; ensure proper billing;
care components commitment to University research



Challenges

1.

Changes in regulatory environment

Application of Medicare Secondary Payer rule to research, and Coordination
of Benefits with private insurers

Can’t bill Medicare/insurance if there is a promise to pay from other source
Potential billing liability if not correctly managed (substantial penalties)
Financing

Financial challenges faced by a regional healthcare system with large
Medicare and charity patient populations

Crispness of boundaries
Expanding research mission: affiliates, partnerships (i.e., the UW “cloud”)
Is the medical problem research-related?

Researcher burden
One of several reporting requirements




Why has it worked?

1. Creative approach to risk management
2. Commitment and support of UW Medicine

Financial support of entire University’s research mission
Organizational structure

3. Broad support across the University, including the
Board of Regents

4. Ability to manage complex billing of charges

5. Very simple for the researchers & subjects



Questions?

Karen Moe, PhD kemoe@u.washington.edu
Director, UW Human Subjects Division
Assistant Vice Provost for Research
206-543-0098

Elizabeth Cherry, ID echerry@u.washington.edu
Executive Director, UW Risk Management
206-543-3802

Lori Oliver, JD, MBA laoliver@u.washington.edu
Director of Legal and Business Matters, UW Medicine
206-221-1285
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