	Category
	Fee

	
	Industry
	Federal

	Nursing Start-Up Activities: 
Review protocol for feasibility 
Develop PRU study budget
Facilitate GaCTSA/Scientific Advisory Committee (SAC) routing
Review protocol and edit order sets
Coordinate EPIC order set build
Coordinate, schedule, and attend pre-enrollment roundtable meeting
Follow-up post roundtable meeting to finalize study documents
Participate in initial study education from sponsors and/or study team
Maintain the scheduling of study participants in RedCap/EPIC
	Simple 1-9 hrs.           $1200
Moderate 10-17 hrs. $2400
Complex 18+ hrs.       $3200

	



Simple 1-9 hrs.            $800
Moderate 10-17 hrs.  $1200
Complex 18+ hrs.        $1800

	Unblinded Nurse Fee: 
PRN if unblinded nurse is utilized to perform protocol specific unblinded tasks 
Only charged if study visit requires unblinded nurse
	$60/visit
	$40/visit

	Amendment PRN Administration Fees:
Review protocol amendments 
Revise budgets as necessary
Review order changes as necessary
Additional required education post initial study start up
	$75/hr
(estimation: 
Simple: $225
Moderate: $375
Complex: $525
	$60/hr
(estimation: 
Simple: $180
Moderate: $300
Complex: $420

	Off Site Fee – minimum 1 hour
	$50/hr
	$35/hr

	Tier 1 Simple
	$175
	$100

	Tier 2 Minimal
	$300
	$200

	Tier 3 Moderate
	$500
	$300

	Tier 4 Complex
	$750
	$500

	Tier 5 Highly Complex
	$1,000
	$750

	Extended Observation Rate/Room Utilization – minimum 1 hour-Extended hours over 8 hrs or Room Utilization
	$60/hr
	$50/hr

	EKG Testing Performed by PRU Staff
-Does NOT include professional fees if study requires reading
	$175
	$100

	Phlebotomy Services
-No other services provided

	$60
	$40

	Pulmonary Function Testing (PFTs) Performed by PRU Staff
-Does NOT include professional fees if study requires reading
	$250
	$150

	Mullens Exam
-Performed by licensed Registered Nurses
-Does NOT include interpretation/scoring
	$400
	$275

	Fibroscan
Performed by licensed Registered Nurses
-Does NOT include interpretation/scoring
	$120

	$75











Description of Services

Definition of Tiers:
 
Tier 1: Simple

· Study visit < 1 hour
· Specimen collection x 1 time point 
· Data collection 
· Vital signs, height, weight
· Simple PO study drug administration w/no observation time

Tier 2: Minimal

· Study visit lasting 1-2 hours
· IV placement or phlebotomy for specimen collection at one or more timepoint
· Data collection
· Vital signs, height, weight, nursing physical exam
· Medication accounting and/or distribution
· PO or Subcu Study Drug Administration with less than 1 hour observation 

Tier 3: Moderate

· Study visit lasting 2-4 hours
· Screening/Baseline Visit
· IV placement or phlebotomy for specimen collection at one or more timepoint
· Oral glucose tolerance test or mixed meal tolerance test
· Data collection
· Vital signs, height, weight, nursing physical exam, and/or specific clinical testing (i.e. EKG, ultrasound, radiographic exams)
· PO/Subcu/IM Study Drug accounting/distribution/administration
· Post study drug administration with observation greater than 1 hour                                                                                      

Tier 4: Complex

· Study visit lasting 4-6 hours
· IV placement or phlebotomy for specimen collection at one or more timepoint
· Data collection
· Vital signs, height, weight, nursing physical exam, and/or specific clinical testing
· PO/Subcu/IM/IV Study Drug accounting/distribution/administration
· IV infusion time and/or post study drug administration with observation less than 2 hours 

Tier 5- Highly Complex

· Study visit lasting > 6 hours
· IV placement or phlebotomy for specimen collection at multiple timepoints
· Study visits that require 1:1 Nursing Care and/or complex nursing intervention/monitoring
· Double Blind Oral Food Challenges
· PO, Subcu, IM, or IV Study drug accounting, distribution, or administration   
· IV infusion time and/or post study drug administration with observation greater than 4 hours
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· Sterile procedures requiring set up and take down in addition to the procedure (to include central line access
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