Hidden Cost Checklist for contracts:
· insert "Change of Work" language 

· insert Audit language

· add Non-refundable start-up fees (and be prepared to defend them!)

· attach Schedule of additional work costs (see below)

· supply the Advertising budget

· payment terms - monthly, or site to bill monthly, definitely avoid quarterly + milestones

· supply the recruitment budget

Additional Work Costs

	Item
	Price

	Non-Refundable Start-Up Fee
	$ flat fee

	Lab Startup (if applicable)
	$ flat fee

	Pharmacy startup (if applicable)
	$ flat fee

	Document Storage 
	$ flat fee, or per subject 

	Study Closing Fee
	$ flat fee

	Legal Fees (If applicable)
	

	
	

	The following items are to be considered outside of the scope of the original agreement, and will be invoiced, with appropriate documentation, 

	 at the rates listed below:
	

	
	

	Study Coordinator Conference / Teleconference Call
	$XX per hour

	Study Coordinator Meeting, Additional
	$XX per day

	Investigator Conference  / Teleconference Call
	$XX per hr

	PI Meeting (Additional)
	$XX per day

	Protocol Amendment
	$ flat fee

	SAE Occurrence
	$ flat fee

	Unscheduled Subject Visit
	$ per visit

	Sponsor Audit
	$XX per day

	FDA Audit (Random)
	$XX per day

	Study Cancellation 
	$ flat fee

	Record Retrieval
	$ flat fee per box


Example Contract Language:

Audit Language:


Randomly occurring Audits or FDA inspections will be conducted at the expense of the Sponsor as outlined in the Study Budget.  In the event of a “for-cause” Audit or FDA inspection in which no serious violations are identified, Sponsor shall also reimburse the Site at the rate outlined in the Study Budget.


Change of Work Language:

If the Protocol is amended or the Sponsor issues written or verbal instructions that increase the cost or time of performance of the Study, Sponsor shall make an equitable adjustment to the study budget upon negotiation with the site.  


Non-refundable upfront fees:

Within 15 days of the execution of this contract the site will be paid a non-refundable administrative start-up fee of $XXXX,XX for services incurred but not limited to: Principal Investigator meeting; regulatory and IRB preparation and submission, budget & contract negotiation, source document development; study-specific staff education; pre-screening for eligible subjects and site initiation.  


