
Budgeting Of Clinical Trials

Module 8 Topic 3



Budget

• Itemized summary of estimated or intended 
expenditures for a given period along with 
proposals for financing them

OR

• A systematic plan for the expenditure of a usually 
fixed resource, such as money or time, during a 
given period 



Why Budgeting?

• Every activity costs money

• Prior to taking up any activity it is essential to 
calculate the cost of the entire project.

• Finances should be organized so that work does not 
get held up and hence cost more

Financial planning is the key to success!



Types of Expenditures 

• Capital – usually one time expenses (eg., land, 
plant, machinery or what are known as fixed assets.)

• Recurring – regular expenses (wages, raw materials, 
supplies, services, travel) 

• Capital 
– Office, computers, servers, Photostat, archiving cupboards, 

software's etc

• Recurring
– Wages, marketing activities, admin expenses, interests, 

travel costs



Fixed and Variable

• Fixed and Variable
– Fixed costs are those which are to be paid irrespective of 

the trial

– Variable costs are those incurred for the trial, and vary 
with each trial and its size



Depreciation

• Depreciation is an 
accounting and finance 
term for the method of 
attributing the cost of 
an asset across the 
useful life of the asset. 



Who all do you think will need to prepare a budget in 
a clinical trial?



List

• Sponsor

• CRO

• Data management

• IP management

• Laboratory

• Investigator

• Other services



Cost distribution

Sponsor

CRO

SiteLaboratoryServices Overheads

Patients Staff Consumables



Investigator Site Costing

• Investigator asks for a study protocol

• Studies the protocol carefully
– Is the research right for his site

• Reviews the Protocol Schematic
– Hospital procedures 

– Physician practice costs

– Lab costs

– How many visits / Length of study

– Length of coordinator procedures



Budget Building

• Per Patient

• Study Level





Per Patient



Study Level

• Start- up costs (non-refundable)

– Investigator Meeting, IRB Fee: Protocol submission, 
administrative Fee, Insurance premium

( as per law, insurance is needed to compensate patient for trial 
related injury nad his heirs in case of death, and also to indemnify 
institution, investigator, sponsor from trial related litigation)

• Other Costs 

– Travel, advertisement, equipment, record storage

• Personnel Cost

– PI fee, co-investigator, nurse,technican etc

• Other Invoice Items

– Screen failures, unscheduled visits, amendments, queries,



Patient Reimbursement

• Reimbursement for patients is often required

• Estimate traveling expenses paid to patients

• Estimate per day refreshment expenses due to 
patients

• Calculate patient expenses per visit



Pharmacy & Archival Charges

• The pharmacy may have to store investigational 
products under specific conditions for varying 
amount of time

• Trial documents have to be stored for periods 
ranging between 3 to 5 years

• Site may have some charges for this work.



Payment Terms

• What is the initial payment

• What is the payment schedule

• Will they rely on you to Invoice
– For all payments

– Study Level Costs



Payment  Schedules

• Single Flat-fee Based Report
– The contract will specify the definition of a reimbursable 

patient 

• Patients screened successfully

• Patients randomized successfully

• Patients who successfully complete their first study visit 



Laboratory Costing

Item Amount

Lab Testing Fee

Kit Fee

Sample Management

Miscellaneous and Bulk Supplies

Pass through Costs–estimated shipping charges

Pass through costs- Estimated travel cost for 
the investigator meeting


