FY21 Rates

Fee Category Fee Name Definition Non-Industry Industry External
A Capsule Manufacturing (per 100 Manufa.ctu.re of gelatin capsules - simPIe powder fil! or a drug tablet or
Manufacturing caps) - simple capsule inside an opaque shell. Costs include materials and labor except
for the drug itself. $ 101.72 | $ 137.32 | $ 185.38
A Capsule Manufacturing (per 100 .Mfanufacture of gelat.m capsyles - specific amognt of powder.mlxture
Manufacturing caps) -- complex inside a capsule; requires weight checks. Costs include materials and
labor except for the drug itself. $ 147.49 | $ 199.11 | $ 268.80
Manufacturing E/ae'io;l::e?(g(:\alf/lhgtslzczllfanr;tos Capsules individually weighed to within under 1mg accuracy. $ 339 ¢ 458 6.18
Manufacturing Bulk Sterile Preparation (per 10
vials) Sterile preparation of bulk drug products for distribution to another site | $ 96.72 | $§ 130.57 | $ 176.27
Manufacturing  |Blister Card (each) Repackaging of capsules or tablets into blister cards. S 6.75 | S 9.11 | $ 12.30
Manufacturing | it Preparation (each) Repackaging of study drug/supplies into kits. Additional supply cost may
apply. S 9.26 | $ 12.50 | $ 16.88
Manufacturing | Special preparations (each) Solutions, suspensions, ointments, powder packaging and other non-
capsule drug manufacturing. Additional supply cost may apply. S 5.00 | $ 6.75 | S 9.11
Dispensing Outpatient R - Simple Premedications do not require admixture; Pre-packaged/unit dose
dispense, OTC medications (stock medications) S 27.10 | $ 36.59 | $§ 49.40
Labeling only - sponsor provided or manufactured kits/blistercards, any
Dispensing Outpatient Rx - Moderate non-hazardous that needs to be counted and repackaged into an
Prescription bottle less than/equal to #120 tablets/capsules. S 39.65 | $ 53.53 | $ 72.27
Hazardous medications (oral chemotherapy or biologic), counting
Dispensing Outpatient Rx - Complex greater than # 121 tablets/capsules, or any other prescription which
requires dose calculations or special handling S 56.88 | $ 76.79 | $ 103.67
Dispensing Sterile Prep - simple Premedications/flushes - Simple syringe or minibag, no calculations
requiring. S 63.43 | S 85.63 | S 115.60
Admixtures with minibag (less than or equal to 250 mL with additional
Dispensing Sterile Prep - moderate tubing) or syringe preparation requiring more than one step or
calculation of dose. S 79.28 | $ 107.03 | $ 144.49
Hazardous medication (chemotherapy and biologic) and non Hazardous
) ) . medication admixtures that involve multiple preparation steps, blinding
Dispensing Sterile Prep - complex of the bag and/or reservoir (amber covering), or use of sponsor-supplied
worksheets. S 14553 | S 196.47 | S 265.23
. . . Gene/Cell/Other study - with any infusion or injection requiring special
) ) Sterile Infusion - special . . X . . .
Dispensing X handling, serial dilutions, filtration, with extensive sponsor
preparation documentation. $  31250|$ 42188 S 569.54
Dispensing Sterile Preparation - Stable Dispensing of stable isotopes in syringe or infusion bag/bottle. Includes
Isotopes weighing and dilution and sterilization of powders S 129.20 | $ 174.42 | $ 235.47
Inventory Drug Storage Only (Monthly) Storage of materials only. Includes after close of a trial. S 1945 | S 26.26 | $ 35.45
Storage of study documents on-site after drug return; generally only
Sponsor request to keep Lo ) . , \
Inventory . applies if sponsor requires IDS maintain records 'ready’ for a future
protocol active (Monthly) closeout visit. $ 1945|3 2626 35.45
Inventory Protocol Maintenance (Annual) |1 or 2 agents, no blinding, with minimal monitoring, no preparation
Tier 1 prior to dispense, at a single location S 284.42 | S 383.97 | S 518.36
Inventory Protocol Maintenance (Annual) |1 or 2 agents with simple blinding and minimal monitoring and
Tier 2 preparation prior to dispense at a single location S 551.51 | S 744.54 | S 1,005.13
Inventory Protocol Maintenance (Annual) |1 or multiple agents, with or without blinding, routine monitoring, some
Tier 3 preparation prior to dispense at 1 location S 658.35 | S 888.77 | S 1,199.84
Inventory Protocol Maintenance (Annual) |1 or multiple agents, with or without blinding, routine or intensive
Tier 4 monitoring, some preparation prior to dispense at 1 or 2 locations S 794.06 | S 1,071.98 | $ 1,447.17
. 1 or multiple agents, with or without blinding, routine or intensive
Protocol Maintenance (Annual) L . . . . .
Inventory . monitoring, some preparation prior to dispense at multiple locations or
Tier 5 after-hours needed $  890.79 | $ 1,202.57 | $  1,623.47
resting Bioburden (Colony Count - USP | Lab testing for bacterial bioburden (typically for oral or topical
<61/62>) preparations) S 136.58 | $ 184.38 | $ 24891
Testing Colony Count (e-Coli / water
quality) Lab testing for eColi (typically for oral or topical preparations) S 136.58 | $ 184.38 | $ 248.91
resting Deliverable Volume Test (USP Official USP test for recoverable volume of a liquid product from filled
<698>) containers S 7155 | $ 96.59 | $ 130.40
Testing Particulate Testing (USP <790>) | Lab testing - Official USP test for presence of particulates in a solution S 12157 | $ 164.12 | $ 221.56
Testing pH of Sample (USP<791>) Lab testing of liquid sample for pH S 64.90 | $ 8762 | S 118.29
Testing Endotoxin/Pyrogen Testing (USP
<85>) USP compliant lab testing for endotoxins/pyrogens in a solution S 21135 | S 28532 | S 385.18
Testing Sterility Testing (14 Day Lab testing - official USP direct inoculation method for growth of
Incubation, USP<71>) microorganisms S 158.42 | S 213.87 | $ 288.72
resting Sterility Testing (Rapid Microbial
Assay) Lab testing - rapid test for growth of microorganisms S 158.06 | $ 213.38 | $ 288.06
Testing HPLC Assay Lab testing - HPLC potency testing S 1,464.75|S 1,977.41 S 2,669.50
other EDC data entry (monthly) Data entry in EDC/sponsor system — study drug dispensing, patient
returns, drug destruction S 12.26 | S 16.55 | S 22.34
Other IVRS Drug Assignment (per visit) | Acquire drug assignment via IVRS/IXRS system S 2192 | $ 29.59 | $ 39.95
Revision of procedures or staff re-training based on review of new
Other Protocol Amendment Fee protocol versions, pharmacy manuals, investigator brochures and
addendum memos regarding changes to a study. S 229.50 | S 309.83 | S 418.27
Other Clinical Services Fee Hourly rate for services not otherwise described S 122.84 | $ 165.83 | $ 223.87
Other Drug Purchase: Drug Purchase - variable cost S - $ - $ -
Other Shipping cost Shipping - variable cost (UPS, FedEx, WC, etc) S - S - S -




Fee Category Fee Name Definition Non-Industry Industry External
Other Special Handling Packing/Shipping Prep - calculated as | half hour of labor rate. S 20.58 | $ 27.78 | $ 37.50
Other Special Purchase: Purchase of non-stock supplies - variable cost S - S - S -
other Manual Temperature Records Weekly cost, if sponsor requires IDS maintain separate written daily
temperature logs (separate from primary system) S 51.53 | $ 69.57 | $ 93.92

setup Closing Fees (one-time upfront | Cost of closing study, archiving records and returning or destroying

cost) meds/supplies S 289.04 | $ 390.20 | $ 526.77
Setup Setup Fees (one-time upfront s s s

cost)

Variable startup cost based on the intensity of a study




