Seattle Children’s Hospital Institutional Review Bo ard
Information Sheet
Who Pays for Research Related Injuries?

Who pays for research related injuries dependslumis/sponsoring the study and whether the
study provides a potential for direct benefit (etigeatment, diagnosis) to the participant. This
information sheet will assist you in determiningomill pay for research related injuries in your
research project.

It is the responsibility of the IRB and researchersnsure that the consent form accurately
informs families of who will pay for the costs oéating research related injuries.

For purposes of this guidance, the “sponsor” dlidysis the individual/entity who takes
responsibility for and initiates a clinical invegtion, usually by authoring the protocol. Studies
may be funded by an individual/entity without tivedividual/entity being a study sponsor.

For Research that Provides the Prospect of Direct B enefit

When the research provides the prospect of direetit there are two alternatives for who will
pay for research related injuries:

* The Sponsomr

* The Family

Sponsor Pays
Currently only industry sponsors (for profit sporgdhave programs to pay for research related
injuries that result from the studies they spond@ublic sponsors (e.g., federal agencies) or
private, non-profit sponsors (e.g., American Car@mriety) do not have programs to pay for
research related injuries that result from theistithey sponsor.

For studies involving Category B medical device=at8e Children’s requires industry sponsors
to pay for research related injuries that resolinfrdevice failure or malfunction. The details of
the requirement to cover the costs of researckectiajuries resulting from device failure or
malfunction are documented in the signed clinidal agreements between Seattle Children’s
and the industry sponsor.

For all other industry sponsored studies, Seattigé2n’s requires sponsors to pay for research
related injuries that result from the studies thpgnsor. The details of the requirement to cover
the costs of research related injuries are docusdantthe signed clinical trial agreements
between Seattle Children’s and the sponsor.

Family or Third Party Pays
Private (non-profit) and public sponsorsriat have programs to pay for research related
injuries. In these cases, families or their ineaeacompany or other third party payer are
responsible for the costs of treating these inguri€his applies when the research offers the
prospect of direct benefit to the participant (ecgnical care, treatment, diagnosis).
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In some circumstances with industry sponsored stdamilies or their insurance company or
other third party payer may be responsible forcibsts of treating research related injuries.
Again, this applies when the research offers tlosmect of direct benefit to the participant (e.g.,
clinical care, treatment, diagnosis).

For Research that Does Not Provide Direct Benefitt o Participant

When the research does not provide the prospetteft benefit there are two alternatives for
who will pay for research related injuries:
* The Sponsomr
» Seattle Children’s or the University of Washing®nbmpensation programs for research
related injuries

Sponsor Pays
For studies involving Category B medical device=at8e Children’s requires industry sponsors
to pay for research related injuries that resolinfdevice failure or malfunction. The details of
the requirement to cover the costs of researckeclajuries resulting from device failure or
malfunction are documented in the signed clinidal agreements between Seattle Children’s
and the industry sponsor. (Note: Medical devtadies involving risk would almost always
involve the prospect of direct benefit and would liteely fall under this category.)

For all other industry sponsored studies, Seattiéé2n’s requires sponsors to pay for research
related injuries that result from the studies thpgnsor. The details of the requirement to cover
the costs of research related injuries are docusdantthe signed clinical trial agreements
between Seattle Children’s and the sponsor.

Compensation Plan Pays
Seattle Children’s and the University of Washingeach have their own program to pay for
research related injuries that result from reseameblving no direct benefit to participant and no
patient care or management. Seattle Children’pemsation plan does not apply when there is
an industry sponsor of the study. See the infaonatheet for details on Seattle Children’s
Policy on Compensation for Injuries Sustained bgdaech Participants. For information on the
University of Washington’s compensation plan faearch related injuries go to their IRB web
page http://www.washington.edu/research/hsd/hsdman7.htmi

Consent Form Language Regarding Who Pays for Resear Related Injuries

1. For studies where Seattle Children’s compendah program applies

If you or your child is injured as the direct resof this research study, we (Seattle

Children's Hospital) will treat you or your childf appropriate, we will refer you or your
child for treatment. Neither you nor your insuwarcompany will be responsible for the
cost of this treatment. This is the only injuryngeensation offered. Please call NAME
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OF PI at TELEPHONE NUMBER if you believe you or yathild have been injured as a
result of this study.

2. For studies where families or third party payersare responsible

If you or your child is injured as the direct rasof this research study, we (Seattle
Children's Hospital) will treat you or your childlf appropriate, we will refer you or

your child for treatment. You or your insurancenpany will be responsible for the cost
of this treatment. Please call NAME OF Pl at TEHEINE NUMBER if you believe

you or your child have been injured as a resuthisf study.

3. For industry sponsored studies involving CateqarB devices

If you or your child is injured as the direct résaf this research study, we (Seattle
Children's Hospital) will treat you or your childi.appropriate, we

will refer you or your child for treatment. You gour insurance company may be
responsible for the cost of this treatment. Ngitfou nor your insurance company will
be responsible for the cost of any treatment rebbdeause of failure or malfunction of
the study device. This is the only injury compeimsaoffered. Please call NAME OF PI
at TELEPHONE NUMBER if you believe you or your lchhave been injured as a result
of this study.

4. For all other industry sponsored studies:

If you or your child is injured as the direct resoifl this research study, we (Seattle
Children's Hospital) will treat you or your childf appropriate, we will refer you or your
child for treatment. Neither you nor your insuramompany will be responsible for the
cost of this treatment. This is the only injuryngeensation offered. Please call NAME
OF PI at TELEPHONE NUMBER if you believe you or yathild have been injured as a
result of this study.
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