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Agenda

 Announcements
= Clinical Trial Budget Basics

= Questions/Discussion
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Announcements

» Proposal Team Contacts

= Thank you Beth!

:::::
uuuuu



Clinical Trial Budget Basics

ldentify the Components of a Clinical Trial Budget

ldentify the hidden costs
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Initial Contact from Sponsor

» The sponsor reaches out to potential sites
to determine interest and feasibllity for
conducting a trial

= A pre-study guestionnaire may be
requested to summarize potential for
patient recruitment, staff availability, and
existence of needed equipment
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Where Do | Start?

What you need.:

The Protocol
= schedule of events

= The sponsor draft iInformed consent
* The sponsor draft budget
= The sponsor draft contract
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Schedule of Events

Epidural Neuromodulation for Spinal Cord Injury Version <1.66>
Protocol <#> <03/07/2017>
Table 2
e = £ S = &= m = m
= @ - - L w —~ = o — — — — — —
= E = = = = = = = = = = = = =
F B = = = = = = = = = = = = =
2 &8 2 2 2 2 2 2 2 2 2 =2 2 =2 2
Procedures e
Spinal Cord Stimulator Implantation X
Demographics X
‘General Health History b3
Epidemiology/Environmental History 3
History of Di: fInjury Event X
Physical Examinations x x x X X x X

Vital Signs and Other Body Measures
Wital Signs and Tests X b s s x X x X p3 b3 p3 o X X o
Laboratory Tests
Spinal Imaging / Spinal Cord Imaging
Treatment / Intervention Data
Assistive/Mobility Devices & Orthosis
Falls Diary
MNBSS
MNBDS
Rehabilitation Therapies

Surgical and Procedural Interventions
Other Investigational Treatments
Home Training x x b xX x x x x x X X X xX
MNeurological Outcomes

x =

x|
x| X
x| x

3 [515|5 [ 2| ¢ | ¢
x
x

Classification of SC| X

Modified Ashworth Scale X x X X x x
MINDS Myotatic Reflex Scale X

Electrodiagnostics

Brain Motor Control Assessment X o kS » X o x b b X x x x x
Device electrode mapping o o X X o o
Standing Training Assessment x X x xX x
Functional Qutcomes x

Autonomics

Autonomic Screening x

Autonomic Assessments a a a

Sympathetic Skin Responses a a

Cognitive a a a

Pain X x X X x X
Psychological X x X X X X
Quality of Life X X X X X X
| Sleep X X x x x x

Items are grouped according to the major categories of 7.1.1 in blue. Categories containing elements administered
at different times in the study are expanded and grayed out. "X’ represents mandatory assessments for all
subjects. ‘a’ represents assessments for subjects selected to undergo autonomics protocol.
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' Coverage Analysis
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B colors - E i @ =l E‘I_-, EILF:' & T 2a

Themes Margins Orientation Size  Print Breaks Background Print Bring to Send to Selection Align Group Rotate
= [S] effects - - - - Area ~ - Titles Front - Back-  Pane - - -

Headings

3 |[| Height: |1 page

Themes Page Setup = Scale to Fit
A2

Arrange
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Study Title:

2 2 TTDer:
| Principal Investigator:
| Coverage Analysis Version Date

This C ge A

lysis is as a 1
determinations. coverage d

ng which items and are to
ns. and ph d. inations. tems and services designated as

ird party payers based upon current benefit pol
must be d by medical necessity_

Informed Conzent Thiz
Inclusion!Exclusion Criteria

iz not a billable item or service. Mon-billable: research related.
i= not a billable item or service. Mon-billable; research related.
iz not & billable item o service. Mon-billable: rezearch related.
s not a billable item or service. Mon-billable; research related.
iz not a billable item or service. Mon-billable; research related.
i= nat a billable iterm ar service. Man-billable; research related.

15 Adusrss Events’

15 Concomitant Medications"
Pedical Fesource

17 Utilizati

Progressicn on First This
18 Subsequent Therapy
FACT-F and EG-500
Study Orug Compliance

iz not 2 billable item or seruice. Mon-billable; research related.

This i= not a billable item or service. Flon-billable; research related.
Thiz iz Nok & billable item o sersice. Mon-billable; research related.

Physical Examination 99201 - 99205;

Fer Institutional Folicy, any item o service performed | Mon-billable; requires documentation of
23211 - 93215

at baselinedzoreening iz not billable unless medical | medical necessit to bill at soresning.
necessity is docurnented
Evillable during treatment and post-tre atment.
Subjects in this study must have documented non-
tastatic (0] castrat Prostate cancer
[Frotasol, p. 38]. The inve stigational drug is known
to cause significant side effects (ICF. p. 16]. &
physical exam during treatment and ac =nd of
treatment is appropriate For the clinical management
oF the patient and £ MOonitor, assess, and treat for
potential complications associated with the study
22 drugs. Cowerage by MCD 10,1,

Frledicalf Oncalogical

This is not a separately billable itern or service. Mot separately billable: included in phosical
23 History A,

ECOGR This is not  separately billable item or service. ot separately billable; included in physical
24 A,

“ital Signs al

This is not 4 separately billable iterm or service. ot separately billable; included in phu:
=sam.

FSa

Fer Institutional Folicy. any item or service performed | Ron-billable: requires dooumentation of
at baselinedzoreening iz not billable unless medical [ medical necessiy to bill at soresning.
necessity is docurnented

Mote: Fer MCD 130,31, FSA is a marker used to follow

the progress of prostate cancer once a diagnosis has
27 been i

Venipuncture

36415 or 36592 Thiz item iz provided in conjunction with research T the extent that the laboratory test is

laboratory testing. To the estent that the laboratory | covered, so is the venipuncture.
testis couered, SO is the venipuncturs.

CEC widiff and Flatelets FEA1E or TE69Z £
[ L Si Info Billi Grid

will be. by a Mon-billable; sent to central laboratory.

Average: 4732501.333 Count: 256 Sum: 14197504
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Sponsor Draft Budaet

Solected | yigra. | vistz2. | wists. | vista. | vists. | vises. | viser. | wisen. | vises. | visero. | visess . | visie 2. | visit 13 | visit g | visitas. w:':;;jénd o
o Screening | Day 1 Week 1 Week 4 Weook 8 | Week 12 | Weok 16 | Woek 20 | Week 24 | Week 28 | Week 32 | Week 36 | Week 40 | Weok 44 | Wook 48 of Study]

Informed Corrsent ET IRETT — 15000
Complete Phiysical (Med H, Height, 1.0 HEOD 215.00 216,00
Comp. Foliow-Lip isil w Prhysilals 100 18000 180.00) 180,00
[¥ital Signs 13 25,00 26,000 25.00 0 2500 25,00 .00 500 2500 25.00 .000 25.00) 2500 25.00 325,00
ECG 100 12500 125,00 125.00 125.000  37E.00
Resiew Concomitant Medications 1600} 35,00 H5.00 35,00 36,00 35,00 35,00 36.00 35.060 36,00 3500 35.00 35.00 36,00 35.00 36.00 35,00 35000 5A0.00
Iniravitnsal injection of REGN21TE-3 O J13.000 400000 400.00 400.00) 40000  400.00|  400.00(  400000) 40000  400.00)  400.00( 4000000 40000  400.00)  400.00 £,200.00
BCWA 16004 @ .00 50.00 000 .00 5000 S0 .06 000 0,00 5000 .00 £0.00 50.00 9000 .00 50,00 1440000
Fluorescein Angicgraphy 4.000 30000 0. 00 300.00 300.00 300.00{ 1,200.00
Fundus Phalograpiny 4.0 11500 115.00 116.00 116.00) 115.00] 46000
1 6.0} 11000 110.00) 110000 110008 i10.00)  tioodf  1i0u00] 19000  i0000) 11000 190.00)  190.00{ 90000 19000 190.00) 11000 110.00) 1, 7E0.00

28 BEL 0D B0l 17E.O0 ITE00|  1TEOH  PAO0]  1TEDO[  ITEO0] 1TEON  1PA00)  1ME00[  ITEOD)  1PE00 1TEGD) 1 TE00 BALOO[ 246400
Indirect Ophlhalmosoopy .00 50100 G000 180.000 18000 180,00 180.00) 180.00) 1800001 180.00f 180.00) 1B0.00) 18000 180.004 180.00)  180.00 £0.00) 2 550,000
5lit Larmp 100.00]  100.00 100.00] o0 100u00]  100.00(  oceo] 10000 100.00]  100.000 10000 10000 100.00]  100.00 100.00] 1,500.00
Venpuncture/Sample Handing .00 210,00 20100 20000 2000 0.0 2000 2000 2000 20.001 20,00 20000 240,00
.00 30,00 30.00 30.00 S0.00[ 150000

Arwerse Events Assessment £l.001 50,001 £00.001 Sl.00 50100 5000 50060 £00.,00 50100 5000 £.00 500,00 50.00 50.00 £L.00 £0.000 80000

Por Patient Procedure: [[IEERS IR 285 (0 1185000 118001 1,756.00 1,18a.00 118800 12916000 180000 1, iBS.00 129800 1, 188.000 1165008 1,186.00 1,254,
Overhead at 30.00% 45540 38580 BE50) deaey  assA0  sAmd]  asERN  38AA0 36480  4A0.30]  aRSAD| R4 A0) 34080  Ba0R0 4480 3. £.RE1.70
Fer Pationt Procedure Subtotal: IIEEIEEEER BEREERD | 7050 IE41A0] 1 B4100) 2R3 B0l if4iR0f 1841800 15080] 3.081.50) 154180 i SA0A0f 1.515.80) 151580 181540 [REFEY 25 400.70
i Total |Selected | Wisit1. | Visit2. Vistd. Visit 4 « Visit 6. | Vist6. | Vist?. | VisitB. | Visit9. | Visit 10 « | Visit 11 - | Visit 12 . | Visit 13- | Visit 14 . | Visit 16.] Visit 18- | Total
Clusan | Cost Screening | Day 1 Weok 1 Week 4 Wook 8 | Week 12 | Wook 16 | Woek 20 | Week 24 | Weok 28 | Weok 32 | Wook 36 | Week 40 | Weok 44 | Woak 48 [Weok 2 (End

Phiysician’s Fees withoul Exam Costs | 16.00f 130,00 180.00] 130000 130,001 13000 13000  130.00]  130.00(  1a0ood]  1a000f  130.00]  130.000 130000 13000  130.00)  130.00 130.00] 2 .0a0.00
Salaries: Coord, Murse, Admin Tech | 16 165, 00 1B5.00]  165.00 1E5.00 1B5.00) 6500  165.00] 165.00( 1ES00)  16E00f  165.00]  165.00( 165000 16500 165.00)  165.00 165.00) 2 840.00
Pharmacy Dispensin i3 2000 20,000 puilli] 0000 2000 il 20,00 0000 2000 20.00 20,00 2000 20.00 20,00 2R 00
Patient Daily Reimburssment 16 50,00 £1.00 50.00 £00.00) £1.00 5000 5000 50060 £00.00) 50.00 50.00 £.001 £0.00 50.00 50.00 B0 B0.00[ 8OO0
P £ 38500 45D 5.0 T I &0 35001 MEEOO] S IEE00] 36500 &S S50 5. 0d

1006 10850 1.5 1165 10050 108.50 1A, 1065 1050 108500 10 e 108500 104 1 (8.5 105 i

448 47450 448 § 474 5 474,601 474.80] 474 4745 AT4.60)  474.50] 474 ATA60) 47450 474 474 5 448. i
ZA210] 20160 S0 201630 206W] 2757 201630 201630 205630] 25580 2006.] 20830 19a0.80] 1ee0sq teeas il fEenienn]

Inw odce e rms

Marme Total |[Scilected [Total
L= e

ArchivingDoc ument storagelpes sale 1. 00 BRSO M) [
Clossout Fere 10 1 WO (D 1 Ca0en) Cu
Initial IFS Fes 10 S WL D = s
IRE Femewed Each TEOL D

o
IRE Arnencmnent A O T OO o= W W
Site Start-ass Cosis 1 S ML () 5 Ca0el)_ Oy
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Process for building a budget

Industry Sponsored Budget Components

Personnel Costs
Procedures

Labs

Pharmacy Fees
Subject Stipends
Overhead
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Process for building a budget

Personnel Costs

11

Study Personnel — need “effort” estimates by time (mins/hrs/per visit) and
typical personnel and their estimated salary/benefits (MD Investigator,
clinical study coordinator (RN), non RN trial coordinator, ...) for each item
on the Schedule of Events (SOE)

Effort must include salary and fringe benefits

UIC FY19 Fringe Benefit Rate: 35.15%
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Process for building a budget

Procedures
Labs

Obtain research rates for each clinical procedure
" Laboratory fees
= |Lab panels vs. individual tests
" Central labs vs local labs
"  Overnight shipping
® Radiology
" Clinical supplies
" Pharmacokinetics
= Serial collections
"  Tumor Tissue Collection

12 = Fresh Tissue vs. Archival Tissue
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Process for building a budget

Pharmacy Fees
Study Drug and Administration

® Infusion vs. IV push vs. Subcutaneous Injection vs. Oral
"  Provided by Sponsor vs. Commercially Available
® Dispensing and storage charges

Contact the Investigational Drug Service at Ul Health
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Process for building a budget

Subject Stipends

®  Meals

"  Transportation
" Site Provided or Mileage Reimbursement
" Parking Stickers

®  Sponsor may pay study subject directly

14
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Process for.building a budget

LDon ¢ /[a/yazf o Consider. . .

®  Study Start-Up

Staff Training
Recruitment Activities

B Staff Time

15

Review of Serious Unexpected Serious Events (SUSAR)
Investigational New Drug (IND) Reports
Remote Monitoring

= Upload Documents
Archive document storage fee $ rate /year for 7 years
Source document binders per subject
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Process for building a budget
Don t ,[0',;%; to Consider...,

IRB Review
IRB Continuing Review Fee
IRB Amendment Review

IRB Preparation Fee
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Process for building a budget

Overhead on Industry Sponsored Clinical Trials
Indirect Cost Rate (IDC) for Industry Sponsored Studies

The UIC indirect cost rate of 25% TDC (Total Direct Cost Base) applies to ALL

procedural and non-procedural line items, as well as, to items that must be
invoiced

17
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Process for building a budget

Budgeting for Federally Funded Clinical Trials

®  Effort covers all PI's work, including professional fees for clinical services and
procedures

" Clinical procedures are to be priced at the research rate for Governmentally-
funded research (obtain from Ul Health Research Administration)

[l

General administrative expenses should not be included as direct costs on the
budget

®  Use current applicable fringe benefit rate (35.15%) and F&A rate (59.9% MTDC)

18
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Process for building a budget

NEGOTIATE NEGOTIATE NEGOTIATE

"  Prepare in advance
®  Negotiate
®  Be prepared to walk away

19
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Why Is all of this Important?

As a non-profit institution, UIC must recover the full cost of
research conducted for outside sponsors, including all
associated operating costs (overhead). To do otherwise
would result in subsidizing for-profit research and could
jeopardize the institution’s non-profit status.

20
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Clinical Trials at UIC

For Externally Sponsored Clinical Trials (Industry
sponsored/Federally funded/Private Foundation
funded)

" Coverage Analysis

" Clinic/Hospital Request for Services Form
" IRB Application

® ORS contract review

®  Clinic/Hospital Research Services Billing - study participants need to be
placed on the research hill hold

21
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Clinical Trials at UIC

For Principal Investigator (Pl) Sponsored

Clinica
Clinica
party s

rials or Department Funded
rials (no external funding or third-

DONSOr)

Coverage Analysis

Clinic/Hospital Request for Services Form

|
® |IRB Application
|

Clinic/Hospital Research Services Billing - study participants need to be
placed on the research bill hold

22
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UIC QUESTIONS

UIC Clinical Trials Website: http://research.uic.edu/ct
" Coverage Analysis: covanlysis@uic.edu

® Clinic/Hospital request for services: scottken@uic.edu

® Clinic/Hospital budget review: scottken@uic.edu

®  Clinic/Hospital research services billing: scottken@uic.edu

" Contract Review: awards@ic.edu

23
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Questions/Discussion
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Next Meeting

Wednesday, November 28th from 1-2pm

opic:
Subawards and
Sub-recipient monitoring

25
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