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IDENTIFICATION OF SERVICES PROVIDED TO CLINICAL TRIAL PARTICIPANTS
PI:
Sponsor:
Study Title: 

Using the clinical trial protocol schema, please indicate the clinical encounters, tests and/or procedures that are considered research-related and should be paid for by the study/sponsor (please circle all research-related charges on the protocol events/schema).  In making your assessment, consider the following:
A) The encounters, tests, and/or procedures are required for research purposes only as part of this clinical trial and are not part of routine care for patients with this medical condition.
B) The sponsor of the trial is providing compensation for a service and, therefore, it is not considered billable to a subject and/or their third party.
The University of Arizona Health Sciences Center requires source documentation that shows the detail for all required study procedures and a determination of who is paying upfront and before the trial starts.  The basis for this requirement is to complete a Payer Coverage Analysis and use the designation of procedures to ensure that the informed consent, external budget, internal budget, billing grid, and the clinical care expenses related to an active study all coincide to this process.
Per the CMS National Coverage Decision (Sept. 2000), only services considered routine costs of qualifying clinical trials are ‘billable” to Medicare.  All coverage rules and payment requirements (i.e. local coverage decisions) must still be met.  To be “billable” to the subject and/or their third party, all services considered routine/conventional care must meet the following criteria:

· The services are considered safe and effective based on authoritative evidence as generally accepted by the medical community.
· The services are considered medically necessary.
· The services are not unproven or experimental in nature.
· Supported by past billing practices.

Other Budget Related Items (please answer all questions):
1. How many subjects do you plan to enroll? 							
2. Will the UAHN Investigational Pharmacy be used?  Yes ☐    No  ☐     NA  ☐
3. Will UAHN Radiology Imaging Services be used?  Yes ☐    No  ☐     NA  ☐
4. Labs will be processed:  Locally ☐    Sponsor’s central lab ☐
5. Do you plan to provide subject compensation?  Yes ☐     No  ☐ 
If so, what is the total amount per study subject for the duration of the study?  $		
6.	Will the study interactions occur:  INPATIENT ☐     OUTPATIENT ☐     BOTH ☐ 
Your signature below will serve as your attestation that, following your review of the clinical trial protocol, all clinical services you expect to perform have been identified and labeled as either clinical trial/research-related or routine care.

PI Signature: 								     Date 			

Epic Charge Validator Name (if no charges will be in Epic, study coordinator can sign):
____________________________________ (print name)

Signature: 								      Date: 			
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APPENDIX B: Schedule of Events by Study Day
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60 REQUIREMENTS FOR ENTRY, TREATMENT, AND FOLLOW-UP

‘Tests, exaims, and other assessments required prior o randomization arolsted on Table 2.
Requirements following randomization are outlined on Table 3

TABLE 2. Tests, exams, and othr requirements pior o randomization

Required Assessments Prior to Randomization
‘Determination oflocal pathology department’s policy
regarding submission of tumor samples (Section 5.1)
Consent form sgned by the patient

Determination of hormone receplor saius (befors
neoadiuvant therapy was piven [Section 5.2.7])

HERQ analysis (before neosdjuvant therapy was given
[Section 52.8])

History & physical exam

Asscssment of performance tafus (Appendix A)
‘Menopausal siatus

[Height & weight

CBC/ifferntialplateot sount

Pregnancy test

Bilateral reastimaging

‘CT of chestabdormenpelvi and bon seam ar PETICT.

'BAHO (QOL/PROS) questionnsire

“Tumor blocks (rom primary breast amor and from

defintive surgecy) requested from local pethology

department (See Section 7.1

- Complete H&P by physician or iher healhcare profesional

b Menopeusal statusat the time of breast cancer diagnosi.

¢ For paients who receive adjuvant chematherapy, testing must be done st least 3 weeks from the
lastdose of chemotherapy.

4 For women of childbearing potental: Pregrancy testing should be performed sccording (0

tional standards.

e MRU i pemitted o3 a substute for mammogram before entry (ulrasound s n0). Tmaging may be.
‘unilatera for patints who have had mastectomy with or wthout reconstructon,

1 There must be no definitive radiologic evidence of metastati discase on imaging performed
between time of reast cancer diagnasis untl rendomizaton.

& For paticats who agree to participate i the QOL study, the BAHO questionnaire must be
‘administered afer the informed consent is signed but before randomization (seo Secton 8.4). The
'BAHO questionnaire must be submitted to the NRG Oncology SDMC within 30 days fllowing.
‘randomization.

b Before study enty, the blocks mst be requested and th perbology depariment must gres to
release the roquired tumor materals as outlined in Section .1. (Submit required tumor materials

within 90 days following randomization.)
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