Dartmouth

CLINICAL TRIALS OFFICE




The Dartmouth Clinical Trials Office (CTO) Is a
centralized office established to enhance patient
safety, promote high-quality research, ensure fiscal
and regulatory compliance, and encourage clinical
translation collaborations. The CTO provides
financial management of clinical trials, as well as
good clinical practice (GCP) consulting/monitoring
services and educational programs for all levels of
research staff.



Services

O




CTO = Dartmouth Clinical Trials Office
BOA = Business Operations Associate
IRB = Institutional Review Board

CPHS = Committee for the Protection of Human
Subjects

MCA = Medicare Coverage Analysis
Pl = Principal Investigator
CRC = Clinical Research Coordinator



CTO Study Registry
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Submissionto CTO
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Protocol

Model or Draft Informed Consent (ICF)

Draft Clinical Trial Agreement (CTA) (Contract)
IND or IDE letter, if applicable

Sponsor contact information, if known



Timing for submitting Federal Studies
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Systematic review of all research-related
documents to determine the Medicare gqualifying
status of the study itself and the Medicare billing
status of the items and services

Conducted prior to or in tandem with the
budgeting process to ensure coverage for all items
and services

The MCA iIs the mechanism for compliance with
the billing rules



Basis for billing for all patients

Medicare rules tend to set the trend for the payor
Industry

Almost every study has the potential to enroll for
Medicare patients as participants

Double billing or improper billing to Medicare can
result in fines, sanctions, or suspension



Our Review

O




“Qualifying” studies must meet the following
criteria:

The subject or purpose of the trial must be the
evaluation of an item or service that falls within a
Medicare benefit category

The trial must not be designed exclusively to test
toxicity or disease pathophysiology. It must have
therapeutic intent

Trials of therapeutic interventions must enroll
patients with diagnosed disease rather than healthy
volunteers. Trials of diagnostic interventions may
enroll healthy patients in order to have a proper
control group



 Is the study an investigation of a product/service that is
covered by Medicare?

Very Broad Categories:
Drugs, Biologics and Therapeutics
Laboratory and Diagnostic Services
Medical and Surgical Procedures
Diagnostic Imaging
Medical Devices and Prosthetics
Durable Medical Equipment

Not statutorily excluded from coverage (e.g., cosmetic surgery,
hearing aids).



The trial must not be designed exclusively to test toxicity or disease
pathophysiology. It must have therapeutic intent:

Overall Survival
Tumor Response
Efficacy
Phase | Quandary:
Safety and Toxicity
Maximum Tolerated Dose

Dartmouth policy: Therapeutic intent must be stated in

any of the protocol objectives




Does the study enroll participants with a
diagnosed disease?
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If study meets all criteria, services can be listed on
MCA as billable to insurance

If study does not meet criteria, all services must be
billed to study account



|Frotocol Version: 27 April 2011

This Medicare coverage analysis is intended as a general guideline for use in determining which iterns and services are hillable to Medicare based upon current benefit policies, coverage determinations, coverage decisions, and federal guidelines. All tems and servicesthat are hilable to Medicare must he supported by medical nece sk

Phase |l study to evaluate the safety, tolerabili

HEN-ERNS;F111

nel efficacy of

Either CT-011 Arm

[wisit Humber Vet / Servi Reseamch
em | Service Sear| .
[Parameter _ L ocation in Protocol Range of CPTTHCPCS Codes Range of COM Codes Modiier Screening Comments
Items & Services
PROCEDURES
Informed Consent [:A] KA IR IR MNB
Inclusion/Exclusion Crteria 6.1, 6.2 A A HiA ME
Medical History a1 NiA HiA NiA MB
Physical Exam (I nitial) 91,83 Bee Physical Exam Appendi a1 S0C
Physical Exam (Subsequent) 91,83 See Physical Exam Appendi a1 500 50C 500 S0C | 50C | 50C | 50C 50C 50C 50C S50C
vital Signs’ 91,83 A A HiA NB NE NE NE NB WE NB NE NB NE B NB
W/ eight 91,83 A IiA A ME NB NB B
Height a1 hiA [ HIA lill=]
ECOG Performance 9.1 A NIA NIA L] NB NE NB ]
Toxicity/Symptomss 9.1 MiA HiA HiA NB NB NE NB MB WE NB NE NEB WE S| NB
|Adverse Events/Medications 9.1 A A HIA NB - Throughout the study from first stucy drug administration
Survival 9.1 A A HIA NB - Throughaut the study fram first stucy drug administration
DRUGS
IV Admiristration of CT-011 841 See Infusion Appendx at soc | soc | soc | soc | soc|soc|soc|soc| soc | soc | soc Per R M eeting, Fhase | nures fo perforn e
| infusion &t the infusion suite
CT-011 - SUPPLIED 80851 1284 e st | st | sty | sty | sy | sty [ame [ s | s | s [ sy
Pre-ed - Acetaminophen 500-100 mg 73 See Pre-Med Appendl a1 50C 500 50C 500 S0C | 50C | 50C | 50C 50C 50C 50C PerDr. Ermetoff, Acetaminophen and H1Blocker,
Presvied - Hi Blocker, 50 mg Diphentydrarning hydrochioride are the standard)
— ! 12 See Pre-Wed Appendi at 50C s0C s50C s50C S0C | s0C | 50C | 50C 50C S0C 50C
Diphenhydramine hydrochloride P premedicalion for infusions.
LABS
(00506281, 004207018, 000508444, 001267180,
[Enipuncture a3 36415, 36591, 36692 DO0400935. 000407073, 0012671 87, ON0AD0941 [ed} 50C 50C 50C s50C
Specimen & Handling Appendix § 48001 000508159, 000508211, DODA08218, 000508231 2] STY STY STV
CEC w/Diff and Platelets 4.3 85025 000608707, 000508708, 000508036, 000508035 Q1 50C 50C 50C 50C
CMP [E] Gee BMP-CMP Appendix al 50C 500 S50¢ 50C
. a1000, 81001, 81002, 81003, 8100, (00a084 48, 000503447, 000506654, 004207040,
routine Urinaysis - 004207056, 004207014, 004207016, 000506553 u s0c 50c soc
000508584, 000508954, 000508252, 000508004,
Hep B and C (Sem\ug\es)q 6.1, Appendix | 86704, 63572?150 8357??3 9967950232 86004, (00508502, 000506706, 000508285, 000509230, [ed] STY Ta be done anly if clinically indicated.
! ! 000510054 000506636
HI' (Serolog )“ 6.1, Appendix | 86701, BEGBY 000508932, 000509128, 000508568 [2]] S5TY T he done only if elinically indicated.
[Serum Pregnancy Test Append: | 84702 (00508132, 00050941 6, 000509156 a1 STV
Only tobe ordered if PET Sean is reguired per
Elood Glucose i, 82947 000508267 [ed} 50C 50C 50C Radiology Institutional safety guideline - Per Dr.
Cliff Belden
CENTRAL LABS
|mmunugen|c\[y5 9.3 Appendix | & 5 A i INi& NB NE NB
JANCILLIARIES
CT Scans? (Chestiand VPel 91,83 See CT-MRI and Contrast Appendices a1 s0C s0C 200 CT Scans of ather areas of disease may he
cans” (Ches nm en/Pelvis) ! clincally indicated {i.8 heck, extrarmtiss)
PET Scans not required but may be useful per
PET Scans Appendi [V e, 773521125 77352'1['?; 7768351[;; 78815, %%é%%ﬁé: %%222%2303 g%zzg%./jgﬂ DDDDZZSUD;EEZDZ at 50C 50C 50C page 51 protocol. Corfirmed at Rsc Meeting that
' ' ' ' ' Dr. Emstoff will anly arder ¥ clinically indicated
Erain MRI 6.1 See CT-MRI and Cantragt Appendices [s]] 30C
Bone Scanwil only be ardered f clinically
Eone Scan a1 78300, 78305, TRI06, 783145, 78320, (02607985, 002807551, 002907557, 002807559, o 500 Indlcated based on clinical presentation, per D
2908621
Ernstoff.
2 93000, 93005, 93010, 93000C, 830050,
Electrocardiagrarm 9.3 G100 G404, G40 004206643, 000293005, 004206031, 004210744 [ed] S5TY 5TY 5TY




SOC = Billable to Medicare/Insurance
STY = Billable to Study

NB = Non-billable service (no charge run through
DH Billing system)



Resource Meetings
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IRB requires an MCA as part of submission. After the
resource meeting the BOA will:

Update MCA per Resource Meeting notes

Send to Research Team to review

Give five days for team to review and give comments
Save & return as PDF for IRB submission



Completed by the Department Grant Manager
Routed to OSP

CTO holds the chargemaster for DHMC and D-H
Clinic patient services. Grant Manager can contact
the CTO for help with pricing

Caution: Good to have CTO review to confirm all
patient care pricing Is accurate



Before Federal study is activated
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Updates-Unfunded Trials

O

» Note effective July 15, all “unfunded” (internal

funded) clinical trials will have their own separate
CTO account set up.

o If trial is funded by Dartmouth College or Hitchcock
Foundation PI reserve account, processes have been set up to

have checks cut from those reserve account to a CTO account
based on amount of approved budget.

o When study complete, any remaining funds will be returned to
Pl reserve.




Important to work as a team in this process

Communication vital re. Amendments, changes to
ICF, protocol, etc

Process for new study MCAs: resource meetings,
MCA development before study activation






