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Q&A Box

1. Who is sending the 10997

The payer responsible for issuing the Form 1099-MISC is typically the clinical trial
sponsor, the research site, or a third-party payment vendor managing participant
compensation. Itisissued to participants who receive $600 or more in taxable
compensation during the calendar year. The form must be sent to participants by
January 31 of the following year and filed with the IRS. Stipends and compensation are
reported in Box 3 ("Other Income"), while reimbursements for documented expenses
are not reported or taxed.

2. two questions 1. can a participant decline a stipend if they are concerned about the
tax implications? and 2. Does itemizing medical expenses help offset the increase in
income for tax purposes? Does that affect anything with government programs like
Medicaid?

Yes, a participant can typically decline a stipend if they are concerned about tax
implications. However, this decision must be clearly communicated to the research
team, and the participant should verify the process with the clinical trial sponsor or site
coordinator.

2) Itemizing medical expenses on a federal tax return can help reduce taxable income if
these expenses exceed 7.5% of a participant's adjusted gross income (AGl). Note: Only
unreimbursed medical expenses are deductible, so any costs already reimbursed by
the sponsor cannot be claimed. Medicaid eligibility is based on the participant’s
Modified Adjusted Gross Income (MAGI). If Mary’s MAGI increases due to the $4,000
stipend, she might exceed Medicaid income thresholds and lose eligibility. Itemizing
medical expenses for tax purposes would not impact MAGI directly, as Medicaid
calculations do not account for tax deductions.

Other Considerations:

Waivers or Exclusions for Clinical Trial Income: Some states allow exclusions for
clinical trial-related income when determining Medicaid eligibility. Mary should check
with her state's Medicaid office to determine if trial compensation can be excluded
from MAGI calculations.

Consult a Tax Professional: Participants like Mary should seek advice from a tax
professional to understand the interplay between tax deductions and government
program eligibility.



3. Isthe Clinical Trial Mod Act and the regulatory letter-writing efforts confined to just
cancer clinical trials? Or is EACT proposing agnostic approach -- apply across all
disease states?

The legislation would apply to trials already defined in statute for coverage of routine

care costs (section 2709 of the affordable care act) Those are "cancer and life-

threatening diseases", so not all diseases.

4. With movement to sIRB, do you think this could be an opportunity for IRB to
coalesce around approaches for appropriate compensation amounts for visits (time
& effort)? I've done a landscape analysis across sponsors and | don't know of any
that use lost wages model. | think the industry heeds enhanced comfort level of
what is really appropriate for a study visit, depending upon how many procedures,
extended PK draw days, invasive biopsy, etc....

Answered Live

5. Soforthe regulatory letter-writing campaign, would you move to apply to all
diseases and not limit to cancer and life-threatening?

ACS CAN has chosen to align our regulatory letter with the legislation and tie it to trials
for which routing care cost coverage is already guaranteed by the Affordable Care Act
(Cancer and life-threatening). While possible to expand to other diseases, insurers are
not legally obligated to cover patients' medical costs for participation in trials for those
other disease areas.



