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WCMC BUDGETING PROCEDURES 
FOR INDUSTRY SPONSORED CLINICAL TRIALS 

 
 

This guide provides a comprehensive cost analysis explicating how budgets that meet the 
financial requirements for conducting Industry Sponsored Clinical Trials at the Weill Cornell 
Medical College are developed. 
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 Preparing the Budget  
 

 Preparing the clinical trial budget is primarily the responsibility of the Principal 
Investigator and the research team. The PI/research team can elect to contact the OCTA 
staff for budget preparation assistance.  Sponsors include proposed budgets for clinical 
trials, but investigators should not automatically accept the sponsorÕs offer without first 
analyzing the proposal to determine the viability of the study. The protocol feasibility 
document lists a number of things that should be considered for a study.  

 
a. The study protocol schedule of events is analyzed along with a HRBAF and the 

sponsorÕs proposed budget to ensure that all study activity is itemized and accounted 
for. 

 
 For a study the HRBAF form template is obtained and completed.  The HRBAF will 

help identify what party is responsible for paying for the patient care activity on the 
protocol.  Also known as the billing compliance form, the HRBAF is mandatory for all 
clinical research studies. 
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Instructions on how to complete the HRBAF are available at the following link. 
http://intranet.med.cornell.edu/billingcompliance/pdf/InstructionsIV.pdf  One can 
also contact their department compliance liaison, or the OCTA Staff for help with 
completing this billing analysis form for a study.  The Departmental Compliance 
Staff Directory is available at 
http://intranet.med.cornell.edu/billingcompliance/pdf/2_2_dep_com_sta.pdf 
 
This form defines two vital pieces of information: Protocol-defined patient care 
services that are Standard of Care (SOC) and are therefore billable to the patient 
or his/her insurance and research-related patient services that are only billable to 
the sponsorÕs study budget. 
Example: If the protocol schedule of events requires quarterly blood chemistries 
for papillary thyroid cancer (PTC) that would be an SOC for a patient, but if the 
protocol requires weekly blood chemistries those tests should be considered 
research and therefore billable to the sponsors study budget. 
 
 

 
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 is a charge for the professional services performed by a 

WCMC physician, such as completing a physical examination or interpreting 
an ECG. The professional fee is always billed by the WCMC physicianÕs 
office. The billing code for a professional service on the HRBAF is typically 
indicated as S-WMD, or S-PI 

 
• The Technical fee is a charge for services performed by the hospital, such as 

diagnostic tests, or radiology procedures.  This fee covers the use of the 
hospitalÕs facility, its personnel and equipment and is billed by the NYPH. 
The billing code for hospital services payable by the sponsorÕs budget is 
indicated by S-Hosp on the billing grid. 

 
• A Global fee is sometimes charged by departments, such as Pathology, when 

a WCMC physician performs both the professional and technical service.  
This combined fee, billed by the WCMC physicianÕs office, is the sum of the 
technical and the professional fees.  On the billing grid, the code used for this 
type of service is S-WMD or S-PI. 

 
NYPH Research Rates Ð These are discounted rates that were negotiated for 
research.  One can obtain the 2006 NYPH Research Fee Schedule for 
outpatient technical services here 
http://intranet.med.cornell.edu/billingcompliance/pdf/nyph_research_fees_wm
c.xls You can search this file using the CPT code, or the NYPH charge code 
for the services. 
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  Other fees: There may be instances where one may have to use a facility other  
  than the WCMC physicianÕs office, or NYPH for a study.  For example one may  
  have to use one of our Research Core Facilities, such as the Citigroup Biomedical  
  Imaging Center.  If you will be using a facility outside of NYPH or WCMC be  
  sure to obtain the fees for these services from those facilities directly. The billing  
  code for this is indicated by S-OF on the HRBAF.  Remember to include our IDC  
  rate of 33%. 

 
c. Facility and Administrative Fees  

The Facility and Administrative Fees are also referred to as the Indirect Cost Rate 
(IDC). For industry sponsored clinical trials the rate is 33%.  This rate applies 
to all fees except for the one time Institutional IRB Fee and pass-thru fees such as 
advertising expenses. Go to an example of a SponsorÕs Proposed Budget. 
 
Most sponsors include an overhead, or indirect rate of 20-25% sometimes saying 
that they will not pay more.  Do not accept a budget with less than 33%.  If they 
have questions about it they can receive documentation from the ICR. 

 
Other Administrative Fees  
IRB Fee Ð A one-time Institutional Review Board (IRB) fee of $1500 for initial 
IRB submission is charged for every study.  The 33% IDC rate does not apply 
here. 
 
Investigational Pharmacy Fees 
JCAHO mandates that every study that requires the use of an investigational drug, 
the administration of these drugs must be under the central control of the NYPH 
Pharmacy Department. It should be insured that the pharmacy line item covers all 
of the fees that will occur for each patient.  There are also one-time 
investigational pharmacy start up/close out fees. 
 
To obtain pharmacy fees for a study, contact the NYPH Department of Pharmacy, 
Investigational Drug Service 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. One Time Nonrefundable Start Up Fees should be included in every budget.   
  This money will cover all of the start-up administrative costs incurred before a  
  study even opens to accrual.  This money will be invoiced by the OCTA,   
  received as soon as the study is executed and is non-refundable.  It does not have  
  to be returned if no patients have been enrolled.  This start up fee is usually  
  invoiced with the IRB Fee and the Pharmacy Start up and closing fee.  An IRB  
  fee should not just be accepted.  Build in your time and effort for doing the budget 
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  negotiation, IRB application, informed consent, HIPAA authorization, etc.   
   

 
Study Start Up Fees  

!  IRB application 
!  HIPAA Authorization  
!  Budget Negotiations 
!  Regulatory Document Processing  
!  Informed Consent Review and Preparation 
!  Source Document Preparation 
!  Setting up for review committees 
!  Staff training requirements 
!  Compiling Standard Operating Procedures 
!  Setting up Pharmacy Service  
!  Attendance at Investigator meetings 

  Go to our example of  One-time Nonrefundable Fees 
 

B.  Evaluate the time and effort spent on non-procedural patient activity during 
the schedule of events: There should be line items in the Òper patient costsÓ to 
cover investigator time, research nursing time and data management time.  It 
should be estimated how much time and effort each member of the research team 
will spend on each visit, including filling out Case Report Forms (CRFs), or 
electronic data capture corresponding to each visit.  Be sure to prorate an 
individualÕs hourly rate and include a fringe rate of 29.4%.    
Non Procedural Per Patient Activity 

!  Consenting Patients 
!  Inclusion/Exclusion Criteria Preparation 
!  Chart Review 
!  Medical History 
!  Physical exams 
!  Adverse Reaction Reporting 
!  Medication Accountability (outside of what is required by NYPH 

pharmacy) 
!  CRF Completion 
!  Data management 

 
C.  There should also be line items in the per patient costs to cover clinical 
procedures and services.  
Per Patient Costs for Clinical Procedures & Services 

!  Outpatient tests/procedures 
!  Office visits 
!  X-rays and Scans 
!  ECG 
!  Urine and Blood workup 
!  Professional Fees 
!  Inpatient Tests/Procedures 
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D.  Invoiceable Fees  
It may be desired to incorporate invoiceable fees.  This could include screen 
failures, medical records, copying fees, FedExÕs, etc.  It is preferable to include 
these things in the budget even though they are handled on a case-by-case basis. 
Remember to include our IDC rate of 33% to these fees.   

 
  Invoiceable Fees 

!  Equipment Use and Supplies 
!  Record Storage Fees 
!  Screen Failures 
!  Monitoring Visits 
!  FDA Audits 
!  Yearly 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 study is to last for 
more than one year. 
Go to our example of a draft budget. 
 
Obtain Budget Approval  
 

- The PI/research team must submit the HRBAF, completed and signed by the 
 Principal Investigator, along with a copy of the protocol, and the revised budget to 
 their departmental compliance liaison for verification and signature.  For a list of 
 Departmental Compliance Liaisons click here. 
 http://intranet.med.cornell.edu/billingcompliance/pdf/2_2_dep_com_sta.pdf. 

 
- The HRBAF , the protocol and the revised budget are sent for approval and 
signed off by the department/divisional administrator or the Department Chairman, or 
Division Chief.  

 
- The HRBAF is sent to the Institutional Review Board.  A copy of the finalized 
 budget spreadsheets is emailed to the OCTA Finance Staff for final review and 
 approval. 

 
- Budget negotiations are initiated with the sponsor.  The PI/research team can 
 contact the OCTA Finance staff for assistance if needed. 
 
-    The HRBAF, the finalized budget, protocol and informed consent form are    

    forwarded to the OCTA for final review and approval. 
 
 Budget Examples 
 



 6 

1. Example of a SponsorÕs proposed budget: 
(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. Is the total per patient amount offered appropriate for the complexity of  
 the study? 
 
2. Did the investigator agree that the laboratory evaluations, physical exams,  
 opthalmologic exams, and ECG are actually research? Or are some of  
 those evaluations standard of care and billable to the patientÕs insurance?   
 
3. Are laboratory functions being preformed here (NYPH)? 
 
4. Where is the investigator time line item?  What about data management? 
 
5. Who is administering the drug?  Will it be billed to the patientÕs insurance  
 or not? 
 
6. What pharmacy costs are covered in the $600?  Should some of this be  
 moved to the Nonrefundable One-time Start Up fees?   
 
7. Is the IDC correct at 20%?  
 
The investigator determined that the laboratory evaluations, CT scans, physical 
exams, and ECG could be considered standard of care, and billed to the patientÕs 
insurance.   
 
The opthalmologic exams were categorized as done purely for this research study, 
so the research rate for the exams required was obtained from the research fee 
schedules. 
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The pharmacy was contacted for the applicable per patient fees, which are 
actually less than what is offered here.  The pharmacy line item in the per-patient 
budget must only cover the costs that will be incurred should a patient enroll and 
get treatment on study.  (The one-time start up fees for the pharmacy will cover 
the other costs that are incurred as soon as the sponsor ships the drug to the 

pharmacy.)   
 
The IDC must be increased to 33%. 

 
 
 
 

2. Non-Refundable Start-up Fees Example: 
(does not reflect actual $ amounts) 
 
Administrative Start Up (budget negotiations, IRB submission, 
Regulatory documentation, billing compliance)   $2,500.00 
 
Pharmacy Fees (start up, close out, inventory maintenance)  $1,350.00 
 
IDC Rate (33%)         $1,270.00 
 
IRB Fee (no overhead)      $1,500.00 
 
TOTAL        $6,620.50 
 
3. Invoiceable Fees Example: 
 
Screen Failures    $750/each (max. 5)(must include 
IDC of 33%) 
 
Home Health Aide visit for PK draw  as per facility rate(must include IDC 
of 33%) 
 
Patient Travel Reimbursement  $200/vist max.(if this is invoiceable 
and not part of per patient budget, then this is a pass-thru reimbursement of 
expense to department, no IDC charged here) 
 

 
  4. Example of a draft budget: 
   

Visit Baseline Week 1 
(Day 1) 

Week 2 
(Day 8) 

Off Study 
Visit (Day 29) 

TOTAL (per 
patient) 

Informed Consent 100    100 Patient Diary  50 50 50 150 
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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 


