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AGENDA



•VBB is a clinical research budgeting method in which personnel time and effort 
costs are assigned according to the visits or time points outlined in the protocol.  

•Costs for expected time and effort for a particular visit/time point are included via 
a flat fee rather than by percent effort.

• Preparing for visit
• Completing visit
• Follow up 
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Visit Based Budgeting (VBB)

•Data entry
•Regulatory
•Clinic Support

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h



JAN

Time and Effort Model

FEB MARCH APRIL MAY JUNE JULY AUG SEPT OCT NOV DEC

$10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726

$128,708

Therapeutic Trial: Target Accrual: 15 pts/yr • Actual Accrual: 4 pts in year 1

Study Staff Expenses
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JAN

Time and Effort Model

FEB MARCH APRIL MAY JUNE JULY AUG SEPT OCT NOV DEC

$10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726 10,726

$128,708

VBB Model - Current

$3,010 4,618 6,226 7,834 6,432 6,432 6,432 6,432

$47,416

Study Staff Expenses
Therapeutic Trial: Target Accrual: 15 pts/yr • Actual Accrual: 4 pts in year 1
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Visit Based Budgeting

• VBB was implemented across MSK in April 2017 

• Simplifies development of internal budget and ensure MSK’s costs 
are covered

• Conforms to industry sponsor requirements

• Aligns with CTMS billing modules to facilitate external billing

• Facilitates internal chargeback/recovery for study staff labor pools

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h
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Clinical Trial Budgeting

Clinical trial budgets are comprised of three key components

1. Administrative fees (i.e. IRB review, start-up)

2. Labor costs for Principal Investigator, Non-Nursing Study team, Clinical Trial Nurse
• Visits within a protocol are assigned a level based on the complexity of the visit (i.e. 

Screening visits are assigned a high complexity level, follow up visits are assigned a 
low level of complexity)

3. Research Non-Billable (RNB) fees (i.e. Scans, Blood work)
• Each procedure, test, and intervention is reviewed to determine if it is billable to 

the sponsor or to the patient/insurance. Procedures that are deemed as RNB are 
incorporated into the sponsor budget.

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h
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Administrative Fee Schedule

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h



11

MSK Internal Budget Example (Personnel)

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h



12

MSK Internal Budget Example (Research Sample Collection, SOC & RNB Elements)

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h
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CR Finance Budget Development Workflow
Industry-sponsored therapeutic, therapeutic/QoL and diagnostic clinical trials

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h

ST uploads 
protocol 

activation 
request in 

PIMS

SSUM requests 
calendar and 

MCA via 
REDCap

Huron builds 
calendar and 

completes MCA 

BA reviews 
protocol, Develops 

internal budget; 
initiates admin fee 
& payment terms 

negotiation

ARC worksheet is 
created

Key:
• ARC: Application for Research Charges
• BA: Budget Analyst
• CTA: Clinical Trial Agreement
• CTMS: Clinical Trial Management System
• IRB: Institutional Review Board
• MCA: Medicare Coverage Analysis
• PI: Principal Investigator
• PIMS: Protocol Information Management System
• SSUM: Senior Start Up Manager
• ST: Study Team

Budget Associate 
completes CTMS 
data entry (sans 

financials)

BA circulates final 
RNBs & internal 
budget to PI, ST, 
PAC, Associates 
(kickoff email)

BA converts 
internal to 
external, 

negotiates with 
sponsor/CRO 

BA emails final 
budget to PI, ST, 

SSUM, 
Associates,& 

Contracts team

Budget Associate 
completes 

financial build in 
CTMS

BA completes 
internal budget 
draft, derives 
RNB fees from 

ARC

CTA is 
Fully 

Executed

Budget & 
payment 
terms are 
finalized
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CR Finance workflow Responsibilities within Protocol Lifecycle

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h

Protocol Submitted

CTMS Calendar 
Build

Medicare Coverage 
Analysis

Budget Kickoff 
Email to PI & Study 

team

Internal Budget 
Finalized

External Sponsor 
Budget 

Negotiations

Executed Contract & 
Payment Terms

CTMS Financials 
Build

Invoicing & Revenue 
Management

End of Study 
Reconciliation



• An MCA is required for all clinical trials in which tests, procedures, and 
interventions associated with a clinical trial are invoiced to third party payers. 

• Preparing an MCA involves determining the underlying eligibility of the study for 
Medicare coverage and reviewing clinical events specified in the protocol to 
determine which can be reimbursed by Medicare. 

• MCA is a centralized process within the CR Finance unit.
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Medicare Coverage Analysis (MCA)

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h



• Research non-billable and standard of care billing designations and are 
entered directly into the Clinical Trial Management System (CTMS) billing grid.

• A justification, National Coverage Determination or Local Coverage 
Determination is recorded in the CTMS.

• CR Finance provides investigators the completed MCA.
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Medicare Coverage Analysis

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h



• MCA is performed by certified Coverage Analysts (Huron- LLC). 

• MSK accepts Huron’s designations.

• Investigators can request updates to designations at the service level.

• Service level designation updates require approval from the Service Chief and CRA 
Leadership.

• Designation updates are added to MSK or service specific standard of care lists.
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Medicare Coverage Analysis

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h
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Medicare Coverage Analysis Example
F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h

Version: V1 (Coverage Analysis Signoff) A0

Screening 1@28Days
Day -28 to -1 C1D1 C1D2 C1D3 C1D4 C1D8 C1D15 C2D1 C3D1 C4D1 C5D1 C6D1

Visit Site NA NA NA NA NA NA NA NA NA NA NA NA This is not a billable item or service
DTU Level 1 RNB(TE) RNB(TE) RNB(TE) RNB(TE) RNB(TE) This is a research-related cost
DTU Level 2 RNB(TE) RNB(TE) RNB(TE) RNB(TE) RNB(TE) This is a research-related cost

Complete Physical Exam7 Pt1(CC) RNB RNB RNB

This item may include the following CPT codes: 99201-99215, G0463



Per NCCN Guidelines Version 3.2020 Non-Small Cell Lung Cancer a physical exam is recommended at work-up and every 3-6 
months for the first 3 years and then every 6 months for the next 2 years during follow-up



Coverage is supported for this patient population at screening under NCD 310.1



A conventional care reference could not be found to support a physical exam during treatment in this patient population. In 
addition, as this is a first in human trial, no side effects of the study drug warrant a physical exam during treatment. It should 
therefore be considered research-related and paid for by the sponsor when performed during treatment.

Venipuncture Pt1(SM) Pt1(SM) RNB RNB RNB Pt1(SM) RNB Pt1(SM) Pt1(SM) Pt1(SM) Pt1(SM) Pt1(SM)

This item may include the following CPT codes: 36415, 36591, 36592



Venipuncture is a medically necessary component of laboratory blood testing. To the extent that the laboratory blood tests 
are covered as part of this analysis, so too is the venipuncture.



Coverage is supported for this patient population at screening, day 1 throughout treatment, cycle 1 day 8, and during follow-
up under NCD 310.1



A conventional care reference could not be found to support performing a venipuncture in this patient population at Cycle 1 
Days 2, 3, 4, and 15. It should therefore be considered research-related and paid for by the sponsor when performed at these 
time points

Arm ESC: ESC: Dose Escalation 
Cohort (Phase 1)

Protocol No.: MED20-xxx
Treatment

CommentsTREATMENT CYCLES For ESCALATION COHORT 35 Cycles @21Days

RNB – Research non-billable            CC – Conventional Care
Pt1 – Billable to patient                                      T&E – Time and Effort 
NA – Not Applicable/Billable                           SM – Safety Monitoring



• MSK global standard of care list. 

• Procedures are deemed as billable 
by MSK to patient’s insurance.

• List streamlines MCA and expedites 
budget development & negotiation. 
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Medicare Coverage Analysis (MCA)

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h



• The Revenue Management team within CR Finance is responsible for: 

• Submitting invoices to sponsors for activity recorded in the CTMS including 
administrative fees, visits, milestones, and RNBs

• Identifying and applying payments made by sponsors

• Performing end of study reconciliations

• Financial build review within the CTMS
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Revenue Management

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h



The Clinical Trials Management System (CTMS) is software designed to capture the patient 
and financial data of clinical trials.

Example of patients tracked in CTMS

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h 21



Patient calendars are built to record patient visits and procedures completed.

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h 22



Each visit timepoint has a pre-populated list of procedures to be checked out by study 
teams.

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h 23



The system cross-references this data entry with financial parameters built into each calendar, 
creating a list of invoiceable visits and procedures.

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h 24



The Revenue Management team is easily able to create invoices within the system and send 
to the sponsor for payment.

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h 25



• Revenue Management partners with Research Financial Management, Budget & Billing 
Compliance, and Protocol Operations to monitor research fund balances and review fund 
deficits

• Quarterly fiscal management meetings are held at the department level to review funds 
in deficit and identify causes and solutions

• Monthly deficit escalation meetings are held to review the largest fund deficits and 
ensure progress is being made towards deficit resolution

• Reducing deficits is a shared institutional goal between Revenue Management, Research 
Financial Management, and Budget & Billing Compliance
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Financial Management of Clinical Trial Funds

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h



What We Do
• Review and route charges for research patients 

in Epic  

Quick Facts
• We review 100% of charges for research 

patients
• We review both hospital billing and physician 

billing
• We sometimes review 10M worth of charges in 

a single day

Study 
Related-Bill to 

Insurance/
Patient (SOC)

Study 
Related-Bill 

to Study 
(RNB)

Non-
Study 

Charges

Research Charge Analysis
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Results and team accomplishments (2020 – 2025)
F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h

Completed centralization of Medicare coverage analysis, budget development and negotiation, and revenue 
management

Established MSK and service specific MCA lists, created two-year rate cards, developed negotiation tactics playbook 
and payment terms guidelines

Implemented Epic for CR Finance procedures including establishment of Research Charge Analysis team

Partnered with CR IT, RTM IT and IO to adopt technological solutions to optimize CR Finance and CRA processes 
including

Achieved revenue records year over year for 8 consecutive years (sans 2020) averaging 15%+ increases. On pace for 
$175M+ in revenue in 2025.

Accounts receivable, aging invoices and unapplied payments in 2025 are at lowest amount since tracking these KPIs

   CR Finance workload analysis dashboards
   Chargeback automations for Labor Pools and CRA Fees 
   CTMS to ARC integration for new and amended studies

RM activity triggers (i.e. invoiceable items)
Epic implementation
LOI intake 
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Results and team accomplishments (2018 – 2025)
F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h
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RESULTS: Revenue

Figures projected for 2025

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h


Chart1

		2020		2020

		2021		2021

		2022		2022

		2023		2023

		2024		2024

		2025 Projected		2025 Projected



Industrial Revenue (Million)

Therapeutic Accruals (Eligible)

86

4361

110

5394

124

5403

145

5293

160

4123

175

3816



Sheet2 (6)

		MSK

		Year		Industrial Revenue (Millions)		Patients on active interventional  treatment

		2022		$   124		14389

		2023		$   145		15072

		2024		$   160		16106

		2025		$   170		12721

				159.1		12645.36





Sheet2 (6)

		



Industrial Revenue (Millions)

Patients on active interventional  treatment



2022 - 2025

		0		0



Dept of Medicine: CTMS ROI Industrial Revenue



Sheet2 (5)

		0		0



Dept of Radiation Oncology: CTMS ROI Industrial Revenue



Sheet2 (4)

		MSK

		Year		Industrial Revenue (Million)		Therapeutic Accruals

		2022		$   124		5417

		2023		$   145		5738

		2024		$   160		4166

		2025 Projected		$   170		3816



MSK Clinical Trial Revenue



Sheet2 (4)

		



Industrial Revenue (Million)

Therapeutic Accruals



Sheet2 (2)

		0		0



Dept of Medicine: CTMS ROI Industrial Revenue



Sheet1

		0		0



Dept of Radiation Oncology: CTMS ROI Industrial Revenue



Sheet2

		MSK

		Year		Industrial Revenue (Million)		Therapeutic Accruals (Eligible)

		2020		$   86		4361

		2021		$   110		5394

		2022		$   124		5403

		2023		$   145		5293

		2024		$   160		4123

		2025 Projected		$   175		3816



MSK Clinical Trial Revenue



Sheet2

		



Industrial Revenue (Million)

Therapeutic Accruals (Eligible)



reve sans accruals

		0		0



Dept of Medicine: CTMS ROI Industrial Revenue



Sheet3

		0		0



Dept of Radiation Oncology: CTMS ROI Industrial Revenue



		MSK

		Year		Industrial Revenue (Million)		Patients on active interventional  treatment

		2020		$   86		12387

		2021		$   110		13674

		2022		$   124		14389

		2023		$   145		15072

		2024 PROJECTED		$   157		16106

				159.1		12645.36



MSK Clinical Trial Revenue



		



Industrial Revenue (Million)

Patients on active interventional  treatment



		0		0



Dept of Medicine: CTMS ROI Industrial Revenue
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Dept of Radiation Oncology: CTMS ROI Industrial Revenue



		MSK

		Year		Industrial Revenue (Million)		Therapeutic Accruals (Eligible)

		2017		$   69		4543

		2018		$   89		5281

		2019		$   102		5320

		2020		$   86		4345

		2021		$   110		5386

		2022		$   124		5417

		2023		$   140		5738



MSK Clinical Trial Revenue



		



Industrial Revenue (Million)

Therapeutic Accruals (Eligible)

MSK Clinical Research Revenue and Accruals



		0		0



Dept of Medicine: CTMS ROI Industrial Revenue
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Dept of Radiation Oncology: CTMS ROI Industrial Revenue



		MSK

		Year		Industrial Revenue (Million)		Therapeutic Accruals (Eligible)

		2017		$   69		4543

		2018		$   89		5281

		2019		$   102		5320

		2020		$   86		4345

		2021		$   110		5386

		2022		$   124		5417

		2023		$   140		5738
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Industrial Revenue (Million)

Therapeutic Accruals (Eligible)

MSK Clinical Research Revenue and Accruals
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Dept of Medicine: CTMS ROI Industrial Revenue



		0		0



Dept of Radiation Oncology: CTMS ROI Industrial Revenue



		MSK

		Year		Industrial Revenue (Million)		Therapeutic Accruals (Eligible)

		2017		$   69		4543

		2018		$   89		5281

		2019		$   102		5320

		2020		$   86		4345

		2021		$   110		5386

		2022		$   124		5417

		2023		$   140		5738





		



Industrial Revenue (Million)

Therapeutic Accruals (Eligible)

MSK Clinical Research Revenue
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Dept of Medicine: CTMS ROI Industrial Revenue
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Dept of Radiation Oncology: CTMS ROI Industrial Revenue



		MSK

		Year		Industrial Revenue (Million)

		2020		$   86

		2021		$   110

		2022		$   124

		2023		$   145

		2024		$   160

		2025 Projected		$   170





				0



Industrial Revenue (Million)
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Dept of Medicine: CTMS ROI Industrial Revenue
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Dept of Radiation Oncology: CTMS ROI Industrial Revenue



		MSK

		Year		Industrial Revenue (Million)

		2019		$   102

		2020		$   86

		2021		$   110

		2022		$   124

		2023		$   145

		2024 PROJECTED		$   156



MSK Clinical Trial Revenue



		2020

		2021

		2022

		2023

		2024



Industrial Revenue (Million)

$156
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Dept of Medicine: CTMS ROI Industrial Revenue



		0		0



Dept of Radiation Oncology: CTMS ROI Industrial Revenue



MSK Clinical Trial Revenue
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Thank you!

F i n a n c i a l  A c c o u n t a b i l i t y  f o r  C l i n i c a l  R e s e a r c h
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