COVERAGE ANALYSIS

Coverage Analysis = QCT Form (Part 1) + Billing Grid (Part 2)
PART 1 - Qualifying Clinical Trials Form (QCT)

Instructions: Use this QCT form to determine when a trial is considered qualified to bill Medicare.
If qualified, then the Billing Grid (part 2 of CA) is required. To access the Billing Grid template click here.
Questions regarding this form can be emailed to suzan.bruce@ucdmc.ucdavis.edu

UCDAVIS

HEALTH SYSTEM

Clinical and Translational
Science Center

Date Prepared: Prepared By: Department:
Principal Investigator Name and Signature: Study Coordinator:

Study Title:

Sponsor: Phase

STEP 1. Preliminary Analysis

1. Does your NEW study include patient care services billed in
UC Davis Health System2 [ ] Yes [ ] No

(patient care services = patient procedures on site, scheduled in UC Davis
Health System)

If you checked “NO”: STOP! Do not fill out the rest of the form. If you checked

SECTION 2: Automatically Qualifying
“Deemed” Trials (check all that apply)

1. Funded by NIH, CDC, AHRQ, CMS, DOD and VA2
[] Yes No

2. Funded by centers or cooperative groups supported by the

“YES”: proceed fo the next question if applicable, if not go to #3 above agencies? [] Yes No
2. If SUI?’.“”“.”Q ?fUdY MODIFICATIONS fo IRB, dogs your 3. Conducted under an Investigational New Drug application
E)dYIFICOtE] ;deude changes to patient care services? (IND) reviewed by the FDAZ [ ] Yes [] No
es [e]
If you checked “NO”: STOP! Do not fill out the rest of the form. If you checked 4. Exempt from having an IND under 21 CFR 312.2.(b) (1)2
“YES": complete Billing Grid to reflect modifications of billing codes I:l Yes I:l No
3. Does the sponsor pay for ALL services? I:, Yes I:l No If you checked “YES” to any 1 of 4 questions in this section STOP — trial meets

requirements for coverage under Medicare rules. The Billing Grid is required.

("All services” = standard of care reqUired by protocol, If you checked “NO” to all 4 questions, proceed to next section.

research procedures, study drug or device itself, expanded
care. Nothing is billed to insurance) . . .
, SECTION 3: “Desirable” Characteristics

If you checked “YES”: STOP! Do not fill out the rest of the form. Complete

Billing Grid to correctly capture all costs. You may use worksheet on page 2 (CheCk all that Oppl)/)

to get started. If you checked “NO”: proceed to the next question

1. Is the principal purpose of the trial to test whether the
infervention potentially improves the participants’ health
outcome? Yes No

STEP 2. Does this trial qualify to bill patient care

services under Medicare Rules? To determine,
follow the questionnaire below 2. Is the trial well supported by available scientific and
medical information or intended to clarify or establish the
health outcomes of inferventions already in common clinical

SECTION 1: Requirements for Medicare use? [ ] Yes [] No
Coverage of Routine Costs (check all that apply) 3. Do you agree that the trial does not unjustifiably duplicate
1. Is the trial’s subject or purpose to evaluate an item or service existing studies? ] Yes [] No
that falls within a Medicare benefit category and is not 4. s the trial’s design appropriate to answer the research question
statutorily excluded from coverage? Yes [] No being asked? Yes No
(Medicare Benefit Category listed on NCD) 5. lIs the trial sponsored by a credible organiza-
2. Does the trial have therapeutic intent and is not designed tion2 [] Yes [] No
Ie:x|c|$swe| foI\tlest toxicity or disease pathophysiology? 6. Is the trial in compliance with the Federal regulations relating to
es o the protection of human subjects2 [ ] Yes [ ] No
Quote the objective that supports this: 7. Are all aspects of the trial conducted according to the appro-
priate standards of scientific integrity2 [ ] Yes [ ] No
If you checked “NO” to any question, STOP - trial is determined not to
qualify for coverage under Medicare rules. The Billing Grid is not required.
If you checked “YES” to all 7 questions trial meets requirements for Medicare
coverage. The Billing Grid is required. See Conclusion section.
3. Does the trial enroll patients with a diagnosed disease/condi- CONCLUSION: Does this trial qualify for
tion rather than only healthy volunteers2 [ ] Yes [ ] No Medicare coverage?

If you checked “NO” to any question listed in section 1, STOP — trial does not T .
qualify for Medicare coverage; the Billing Grid is not required. If you checked [] Yes — Proceed to Part 2 of Coverage An0|y5|5' Billing Grid

“YES” to all questions in section 1, proceed to section 2. [] No - STOP - Part 2, Bi“ing Grid is not required

Keep this form on file Revision Date 09/21/12 SKB


http://intranet.ucdmc.ucdavis.edu/researchbudgeting/coverageanalysis/index.shtml
mailto:suzan.bruce%40ucdmc.ucdavis.edu?subject=
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&bc=BAABAAAAAAAA&
http://intranet.ucdmc.ucdavis.edu/researchbudgeting/coverageanalysis/index.shtml

CPT Coding Worksheet For Budget Preparation

Use this Worksheet to check if your study may have bundled services. In addition, use
this Worksheet to identify services billable through the hospital (clinic) and services

charged as $/hr (Staff time)

UCDAVIS

HEALTH SYSTEM

Clinical and Translational
Science Center

Amdoms Offcss, Who will be Will there be | cpr Coes
Services OR Use your schedule of events Hospital, Ancillary provieing this a separate needed?

Provider (ie. Lab, | ™15, [CRe, nurser | - Physicion fee (yes/no

Radiology, EKG)
[ Yes [ No []Yes []No
[ Yes [ No [JYes []No
[ Yes [ No []Yes []No
[ Yes [ No []Yes []No
[ Yes [ No []Yes [1No
[ Yes [ No []Yes []No
[ Yes [ No [JYes []No
[ Yes [ No [ Yes []No
[ Yes [ No []Yes []No
[ Yes [ No [JYes []No
[ Yes [ No []Yes []No
[ Yes [ No []Yes []No
[ Yes [ No []Yes [1No
[ Yes [ No []Yes []No
[ Yes [ No []Yes []No
[ Yes [ No [ Yes []No

[]Yes []No

[]Yes []No
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