WCMC BUDGETING PROCEDURES
FOR INDUSTRY SPONSORED CLINICAL TRIALS

This guide provides a comprehengve cog andysis explicating how budgés tha meet the
finanda requirements for conduding Indudry Sponsored Clinical Trials at the Weill Corndl
Medical Collegeare developed.
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Preparing the Budgd

Preparing theclinical trial budgé is primarily theresponsbility of the Principd
Investigator and theresearch team. The Pl/research team can elect to contact the OCTA
staff for budge preparation assistance. Sponsrs indudeproposd budges for clinical
trias, butinvestigators should not automatically accept the sponor@ offer without first
andyzing the proposl to determinetheviability of the study. The protocol feasibility
doaument lists a nunmber of thingsthat should beconsdered for a study.

a Thestudy protocol schedule of eventsis andyzed dongwith aHRBAF and the
sponsor@ proposed budgé to ensure tha al study activity isitemized and accounied
for.

For astudy the HRBAF form template is obtained and completed. The HRBAF will
hdp identify what party is responsble for paying for the patient care activity onthe
protocol. Also known as thebilling compliance form, the HRBAF is mandabry for all
clinical research studies.



Ingructionson how to complete the HRBAF are available at the following link.
http://intranet.med.corndl.edubillingoompliance/pdf/Ingructiond V.pdf Onecan
also contact their department compliance liaison, or the OCTA Staff for hdp with
completing this billing andysis form for astudy. The Departmental Compliance
Staff Directory is available at
http://intranet.med.corndl.edubillingoompliance/pdf/2_2_d@_oom_ dapdf

Thisform defines two vital pieces of information: Protocol-defined patient care
servicestha are Standard of Care (SOC) and are therefore billable to the patient
or higher inaurance and research-related patient services tha are only billable to
the sponor@ study budge.

Example: If the protocol schedule of events requires quaterly blood chemistries
for papillary thyroid cancer (PTC) tha would bean SOC for a patient, butif the
protocol requires weekly blood chemistries those tests should be consdered
research and therefore billable to the sponsrs study budge.

In the billing grid of the HRBAF, the codes for professional and technical
services/procedures, rendered by WCMC physicians and New York
Presbyterian Hospital, that are payable to the sponsor’s budget begin with
the letter S. One then obtains fees for these procedures.

* A Professional fee isachargefor the professiond services peformed by a
WCMC physdcian, such as completing a physcal examindion or interpreting
an ECG. Theprofessiond fee is always billed by the WCMC physcian@
office. Thebilling codefor a professiond service on the HRBAF istypically
indicated as SWMD, or S-PI

* The Technical fee is achargefor services performed by the hogital, such as
diagnodic tests, or radiology procedures. This fee coverstheuse of the
hogital @ facility, its personné and equipment andis billed by the NY PH.
Thebilling codefor hogital services payable by the spon®r@budge is
indicated by S-Hosp onthebilling grid.

* A Global fee is sometimes charged by departments, such as Pathology, when
aWCMC physcian peforms both the professiond and technical service.
This combined fee, billed by the WCMC physcian® office, is the sum of the
technical and the professiond fees. On thebillinggrid, the codeused for this
type of serviceis SWMD or S-PI.

NY PH Research Rates D These are discounted rates that were negotiated for
research. One can obtain the2006NY PH Research Fee Schedule for
outpatient technical services here
http://intranet.med.corndl.eduhillingcompliance/pdf/nyph_esearch_fees wm
c.xls You can search this file usng the CPT code or the NYPH charge code
for the services.



Other fees: There may beingances where onemay have to use afacility other
than the WCMC physcian® office, or NYPH for a study. For example onemay
have to use oneof our Research Core Facilities, such as the Citigroup Biomedical
Imaging Center. If youwill beusngafacility outside of NYPH or WCMC be
sure to obtain thefees for these services fromthose facilities directly. Thebilling
codefor thisisindicated by S-OF onthe HRBAF. Remember to indudeour IDC
rate of 33%.

Facility and Administrative Fees

TheFacility and Administrative Fees are adso referred to as thelndirect Cog Rate
(IDC). For industry sponsored clinical trials the rate is 33%. Thisrate applies
to al fees except for theonetime Inditutiond IRB Fee and pass-thru fees such as
advertising expenges. Go to an example of a Sponr@ Proposd Budgé.

Mog spon®rsindudean overhead, or indirect rate of 20-25% sometimes saying
tha they will not pay more. Do not accept abudget with lessthan 33% If they
have questionsaboutit they can recelve doaumentation fromthelCR.

Other Administrative Fees

IRB Fee DA onetime Ingitutiond Review Board (IRB) fee of $1500for initial
IRB submissionis charged for every study. The33% IDC rate does notapply
here.

Investigationd Pharmacy Fees

JCAHO mandaesthat every study tha requires the use of an investigationd drug,
theadministration of these drugsmug beunde the central control of the NY PH
Pharmacy Department. It should beinsured that the phamacy lineitem coversall
of thefees tha will occur for each paient. There are also onetime
investigationd pharmacy start up/close out fees.

To obtain phamacy fees for a study, contact the NYPH Department of Pharmacy,
Investigational Drug Sevice at 212-746-0743

The budget should be divided into these programmatic elements and
evaluated in terms of the time and effort required by the study team to
complete the study activities.

A. OneTime Nonrefundale Start Up Fees should beinduded in every budgé.
This money will cover al of the start-up administrative cogs incurred before a
study even opensto accrud. Thismoney will beinvoiced by the OCTA,

received as soonas the study is executed and is non-refundale. It does nothave
to bereturned if no patients have been enrolled. This start up feeisusudly
invoiced with the IRB Fee and the Phamacy Start up and closng fee. AnIRB
fee should notjug beaccepted. Build in your time and effort for daing thebudgé



negotiation, IRB application, informed consent, HIPAA authorization, etc.

Study Start Up Fees

I IRB application

I HIPAA Authorization

I Budgé Negotiations

I Regulatory Document Processing

I Informed Consent Review and Preparation
I Source Document Preparation
!
!
!
!

Setting up for review committees
Staff training requirements
Compiling Standad Operating Procedures
I Setting up Phamacy Service
I Attendance at Investigator meetings
Go to our example of Onetime Nonrefundale Fees

B. Evauae thetime and effort spent on non-procedural patient activity during
the schedule of events: There should be lineitemsin the (her patient costsOto
cove investigator time, research nursing time and data management time. It
should be estimated how much time and effort each member of theresearch team

will spend on each visit, induding filling out Case Report Forms (CRFs), or
electronic data capture corresponding to each visit. Be sure to prorate an
individud® houtly rate andindudea fringerate of 29 4%.

Non Procedural Per Patient Activity

I Consenting Patients

I Induson/Exclugon Criteria Preparation
I Chat Review

I Medica History
|

|

|

Physcal exams
Adverse Reaction Reporting
Medication Accountability (outside of what isrequired by NY PH
phamacy)
I CRF Completion
I Data management

C. Thereshould also belineitemsin the pe patient cogsto cover clinical
procedures and services.

Per Patient Codsfor Clinical Procedures & Services

I OQutpatient tests/procedures
I Officevidts

I X-raysand Scans

I ECG
|

|

|

Urineand Bloodworkup
Professiond Fees
Inpaient TestsProcedures



D. Invoiceable Fees

It may bedesired to incorporate invaceable fees. This could indudescreen
failures, medical records copying fees, FedEx(, etc. It is preferableto indude
these thingsin the budge even thoughthey are handled on a case-by-case basis.
Remember to indudeour IDC rate of 33% to these fees.

Invoiceable Fees
I Equipment Use and Supdies
Record Storage Fees
Screen Failures
Monitoring Visits
FDA Audits
Y early regulatory continuing review fee
Contract/Protocol amendments

Go to our example of Invoiceable Fees.

An inflation factor of 5% should be built into a study budget if the studyisto lag for
more thanoneyear.
Go to our exanple of a draft budge.

Obtain Budgd Approva

The Pl/research team mug submit the HRBAF, completed and signed by the
Prindpd Investigaor, dongwith acopy of the protocol, and therevised budge to
thar departmental compliance liaison for verification and signaure. For alist of
Depatmental Compliance Liaisonsclick here.
http://intranet.med.corndl.eduhillingcompliance/pdf/2_2 dep_ocom sta.pdf.

TheHRBAF , the protocol and therevised budge are sent for approvd and

signd off by thedepartment/divisond administrator or the Department Charman, or
Division Chief.

The HRBAF is sent to thelnditutiond Review Board. A copy of thefindized
budgée spreadsheetsis emailed to the OCTA Finance Staff for find review and
approvd.

Budgé negotiationsare initiated with the sponr. The Pl/research team can
contact the OCTA Finance staff for assistance if needed.

The HRBAF, thefindized budge, protocol and informed consent form are
forwarded to the OCTA for find review and approvd.

Budgd Examples




1. Example of a Sponsor(® proposd budgd:

(does not reflect actual $ amounts)

Study Costs $/Patient

Research Nursing $ 500

Pharmacy $ 600

Laboratory Evaluations $ 300

CT scans $ 600

Ophthalmologic Exams $ 200

ECG $ 150

Physical Exams $ 750

Indirect costs (20%) $ 620

Per Patient Total $ 3720

Ask yourself these questions

1. Isthetotal pea patient amountoffered appropriate for the complexity of
thestudy?

2. Did theinvestigator agree tha thelaboratory evaluaions phydca exams,
opthadmologic exams, and ECG are actudly research? Or are some of
those evauaionsstandad of care and billable to the patient@ insurance?

3. Are laboratory fundionsbeng preformed here (NY PH)?

4, Whereistheinvestigaor time lineitem? Wha about daa management?

5. Whois administering thedrug? Will it be billed to the paient@insurance
or not?

6. What phamacy cods are covered in the $6007? Should some of this be
moved to the Nonrefundale One-time Start Up fees?

7. Isthe IDC correct at 20%?

Theinvestigator deermined that thelaboratory evaluaions CT scans, physcal
exams, and ECG could be conddered standad of care, and billed to the patientd
insurance.

The opthadmologic exams were categorized as dore purely for this research study,
so theresearch rate for the exams required was obtained from the research fee
schedules.



The pharmacy was contacted for the applicable per paient fees, which are
actudly lessthan wha is offered here. The phamacy lineitem in the per-paient
budge mug only cover the cogsthat will beincurred should a patient enroll and
get treatment onstudy. (Theonetime start up fees for the phamacy will cover
the other codstha areincurred as soonas the spon®r shipsthedrugto the

Visit Baseline ‘(’g)eaikﬂ) ‘(,g):;ksz)) visit (%t:: 29) T%Zﬁtrfger
phamacy.)
ThelDC mug beincreased to 33%.
2. Non-Refundable Start-up Fees Example:
(does not reflect actual $ amounts)
Administrative Start Up (budge negotiations IRB subnission,
Regulatory doaumentation, billing compliance) $250000
Pharmacy Fees (start up, close out, inventory maintenanc) $1,35000
IDC Rate (33%) $127000
IRB Fee (no overhead) $150000
TOTAL $6,62050

3. Invoiceable Fees Example:

Saeen Failures

IDC of 33%)

Home Health Aidevisit for PK draw

of 33%)

Patient Travel Reimbursement

$750kach (max. 5)(mug indude

aspe fadlity rate(mug indudelDC

$200vist max.(if thisisinwoiceable
andnot part of per patient budge, then thisis a pass-thru reimbursement of

expense to department, no IDC charged here)

4. Example of adraft budgd:

InfBAtieatEUALent

100

50

50

50




Pharmacy/Drug Dispensing Fee

100

100

200

Ophthalmologic Exams

300

300

600

Investigator Time (Eligibility Review, Response
Evaluation Assessments, Adverse Event
Grading/Attribution, CRF and Query
Review/Signoff, SAE review/signoff)

500

150

150

150

950

Research Nursing Fee (Eligibility Review,
Patient Coordination, Adverse Event Recording,
Concomitant Medication Recording, Patient
Coordination, Drug Administration, SAE
Filing/Resolutions)

300

300

300

150

1050

Data Management Fee (Medical Record
Procurement, CRF completion, Query
Resolution, Regulatory Document Maintenance)

200

200

200

200

800

Indirect Costs (33%)

462

264

264

330.50

1320.50

TOTAL (per patient)

$1862

$1064

$1064

$1130.50

$5120.50




