
Developing the Investigator Budget



How do we get from Protocol to Budget?
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Investigator Budget Template D.A.M.D. Study

QLT Payable Procedures  Cost/ Baseline V2 V3 V4 V5 V6 Telephone Final Total 
 Total 

Proced. 

and Services  Test Visit Day 1 Day 2 Day 7 Day 14 Day 21 Follow Up Follow Up Proced.  Costs 

Laboratory Tests
PK Tests 1 1 1 1 1 5
Drug Screen 1 1
Pregnancy Test 1 1
Hematology and Chemisty 1 1 1 1 1 1 6
Virology 1 1
Urinalysis 1 1

Procedures
Vital Signs 1 1 1 1 1 1 1 7
Physical Examination and Med Hx 1 1
ECG 1 1 1 1 1 1 6
Chest X-Ray 1 1

Study Treatment
Study Drug Administration and 
Accountability 1 1 1 1 1 5

Labour Charges
Investigator (hours) 3 2 2 2 2 2 0.5 2 14
Nurse/Research Coordinator (hours) 7 4 4 4 4 4 3 4 30
***Study Management (hours) 4 2 2 2 2 2 2 3 16

-$           -$         -$        -$        -$        -$        -$             

-             -           -          -          -          -          -               -               

Miscellaneous Charges
Patient Expenses 1 1 1 1 1 1 1 -$             
Courier / Mail / Incidentals

$0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00

***Includes maintenance of regulatory binder, IRB submissions, SAE reporting, patient contact etc.

 TOTAL COST PER VISIT 

COST/VISIT 

Overhead on Procedures and Services @ 25%



The Numbers

Various sources for figures:

Internet
• http://www.ama-assn.org/

Software program
• Medicare Fee Calculator

Historical – previous trials
Experts and consultants
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More Numbers…



The Numbers…



In addition…..

Study Start Up Fee
Contract and grant negotiation
IRB submission, set up study files

Study Management Activities
SAE reporting
Maintain Investigator Binder
Patient contact and follow up
Study amendments



Investigator Budget Template D.A.M.D. Study

QLT Payable Procedures  Cost/ Baseline V2 V3 V4 V5 V6 Telephone Final Total 
 Total 

Proced. 

and Services  Test Visit Day 1 Day 2 Day 7 Day 14 Day 21 Follow Up Follow Up Proced.  Costs 

Laboratory Tests
PK Tests 1 1 1 1 1 5
Drug Screen 1 1
Pregnancy Test 1 1
Hematology and Chemisty 1 1 1 1 1 1 6
Virology 1 1
Urinalysis 1 1

Procedures
Vital Signs 1 1 1 1 1 1 1 7
Physical Examination and Med Hx 1 1
ECG 1 1 1 1 1 1 6
Chest X-Ray 1 1

Study Treatment
Study Drug Administration and 
Accountability 1 1 1 1 1 5

Labour Charges
Investigator (hours) 3 2 2 2 2 2 0.5 2 14
Nurse/Research Coordinator (hours) 7 4 4 4 4 4 3 4 30
***Study Management (hours) 4 2 2 2 2 2 2 3 16

-$           -$         -$        -$        -$        -$        -$             

-             -           -          -          -          -          -               -               

Miscellaneous Charges
Patient Expenses 1 1 1 1 1 1 1 -$             
Courier / Mail / Incidentals

$0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00

***Includes maintenance of regulatory binder, IRB submissions, SAE reporting, patient contact etc.

 TOTAL COST PER VISIT 

COST/VISIT 

Overhead on Procedures and Services @ 25%



More Things to Consider….

Sponsor Activities
monitoring
queries
contacts - phone, meetings

Audit / Inspection
time spent in preparation 
time spent during event
follow up activities 



Payment



Payment Structure

$ Start up payment made upon signature of 
agreement
$ Quarterly payment for “work done” during the 
quarter  (amount owed - 10%)
$ Final payment = sum of 10% holdbacks



Pass Through Expenses

Reimbursed by QLT Inc, but not part of the 
Investigator Budget:

• IRB Fees
• Local Advertising
• Screen Failures
• Pharmacy Fees
• Document Storage





At the end of the day…

D
A

M
D

 
Study D

A
M

D
 

St
ud

y



Questions?



Web Sites

Centerwatch.com

Ama-assn.org


