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 Understand and review the business of clinical trials
 Develop fair and appropriate budgets

 Understand both straightforward and under-recognized cost
 Developing a system for effective cost recovery

Present tips and tools for successfully negotiating your budget

Objectives and Goals for Forum and Panel Discussion
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* Managing the Program

What do we mean by “The Business of Clinical Trials”

e Hiring/Firing

« Training and Certification, equipment maintenance, supplies

 Developing a performance portfolio
« Managing the Clinical Trials

* Performing feasibility assessments

 Matching participation to interest

* Recruitment

 Recognizing and managing lack of success (no activity does not equal no cost)
« Managing the Money

: (4 )—((
— EONORECRR R



First things First...Know Your Cost
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* [Indirect Cost

« Money paid to the institution for basic infrastructure cost
« Patient Care Cost
« Budgeted ltems paid for services rendered (x-ray, labs, etc)
* Personnel time
« PI, RC, Pharmacist, Administrative support to conduct the study visits
 Poorly defined but often extensive, between patient demands on the team
« Study Start-Up Cost
* Invoice ltems
« Study Close out
« FDA audits, document storage
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Feasibility Questionnaire

IRB Preparation

Budget/Contract Preparation
Personnel Rates:

PI: $250/hr eCRF Training
RC: $90/hr

Admin: $80/hr Site Initiation Visit
RA: $50/hr

Source Document Development

CHRU FEE
Pharmacy Start Up Fee

Subtotal start Up Cost
Institutional Indirects (30%)

Total

4
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UAB Cystic Fibrosis Program Start-up Fees

40

40 20

16

$770
$5600

$7200

$610
$1220
$1940

$1500
$950

$19,790
$5,937
$25,727
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(’ Invoiceable Items

v Know what your Invoiceables items are and plan ahead!!!

Procedures that MIGHT happen Procedures that Will Happen

Screen Fails Monitoring Visits

Pregnancy Test Archiving, Data Storage

Unscheduled Visits Pharmacy Dispensing Fees

Travel, Overnight Stays Close out Fees

Adverse Events Conference Calls

Creating Source Documentation

Dry loe Develop your Pl and RC
Amendments, Renewal Fees time for these Invoiceables
IND safety Reports and be prepared!!!

Document Retrieval (after close out)
FDA Audit




(’ Go into the Negotiation Prepared!
' g’ Use the Tools you have: Remember!

A CRO/Sponsor will never offer the
amount of compensation your deserve,
only the amount you negotiate!!!

* Synopsis, study schedule, study design

* Subject Selection
 Population, Inclusion/Exclusion
 Study Drug

 Study procedures and guidelines

« Evaluations by visits

 Adverse event reporting

+ Data Collection
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Negotiation Considerations

P

& Study Visits

* Before the Visit

» Prescreening, Recruitment, prep time,
* During the Visit

 Study Activities, lab processing, shipping, dry Ice, complicated medical history review
o After the Visit

 Data entry, queries

 Processing Specimens/Shipping
* Invoicing and reconciliation




For Example....

Qldentify the length of each visit
QlIdentify the test that are billable

JAre there both Tech/Professional
costs associated with the test

LCentral Lab vs Local Lab
Review all footnotes, may find hidden cos

Determine personnel time

Protocol eICE-ID-10

Confidential

APPENDIX 1. SCHEDULE OF EVENTS

VISIT 1
SCREENING/
BASELINE

@ayl)

VISIT 2

(Week 13)*

VISIT 3

(Week 26)"

VISIT 4

(Week 39)*

VISIT S/
FINAL
STUDY VISIT
(Week 52)*

EARLY
WITHDRAWA
L VISIT

Review study/ obtain Inform

X

ord Demographics Data

Record Medical History

Record most recent respiratory
microbiology culture

Concomitant Medications
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Confirm Eligibility
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Adverse Event

g
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Administer study instruments®:

1.CFRSD

2.CFQ-R

3. TAQ-CF

4 HADS

5 MOS-SSS

A A A A A

K A

K A

KA A

6.Global Assessment of
Protocol Burden

Complete Physical Exam

g

A A A

K| WA A A

Abbreviated Physical Exam

Vital signs, height, weight

Oximetry

Spirometry

KM A A

AL

eI

KM A

LIRS

Blood for Repository?

Randomization

Early Intervention group training

Review standard approach to
exacerbation management

VA A A | A

Pulmonary Signs and Symptoms
Evaluation

a +7 days

b Subject questionnaires sho

© For subjects r:
de

adimnistered at the start of each study visit.
Zed to the Early Intervention arm, training includes use of AM2 monitor for both spirometry an
ation of data transmission, and providing sub_]ects with AM?2 monitor and data transmission equipment. Baseline for
2 monitor for both spirometry and CFRSD will be performed at this study visit.
'Only if specific consent has been given. For subjects whose baseline visit has occurred prior to the date of IRB Approval of
Protocol Amendment 1, a baseline specimen for the clinical biorepository can be collected at a subsequent visit provided the
subject is not exacerbating (is in a clinically stable state).

Version # 3.0

Version Date: 30Jan 2012

Page 56 of 67




Study Procedures with Time Costs

Piease use the Schedule of Events below to estimate the staff time to compiete the visit.

For Example....

Procedures that are typically charged with a set procedure cost (and not based on time) are not included in this list and the procedure cost should be entered on the Site Standard Costs tab.

Acute Vist | AcuteVist w/out
elCE-ID-10 Vist 1 Vist 2 Vsit3 Vist 4 Vist5 |w/blooddran| blood draw Acute FU Visit
Pre-screening (Medical Record Review) X
Informed consent and assent X
Demographics/CF Disgnosis X
Medical History X
Sgns and Symptoms (Baselne and AEs) SoC soC SoC Soc soc socC SocC soc
Concomiant Medicaions Review SOC soC SOC SOC SoC SOC SoC soC
Admnstration of CFRSD X X X X X X X X
Adminstration of CFQ-R TAQ,HADS,MOS X X X X X
Adminstration of Treatment Burden X
Physical Exam (PI) SOC SoC
Abbreviated Physical Exam soc SocC SoC socC SoC SOC
Vial Signs SOC soC SOC SOC soC SOC SOC soC
Weght and Height soc soc soC soc soc SoC soc soc
Oximetry X X X X X X X X
Randomeze X
Eary ntervention traning X
Review exacerbaion management X
Visit Prep and Follow-up X X X X X X X X

Key: Only procedures done for research purposeswill berembursed.
X Procedure should be included in the estimate for staff time asthis procedure is being performed for research only.

SOC  Procedure is performed as part of standard of care. Do not include s part of estmae for staff time.

M Only need to perform for haif of subjects
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TIPS:

QUse this as a worksheet!!!!

LAllows you to identify SOC

dYou may find things in the protocol not listed
on the schedule of events

WEvery visit should include Pl time

dinclude RC prep time

QInclude data entry and query resolution
dDon’t shortchange yourself



Now your Ready to Negotiate!!
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How do we come to an agreement?

Negotiation process steps
1. Follow the same process for every study
2. You must know how far you can lower your charges without losing money
3. You should understand the concept of fair market value
4. Establish a site specific checklist for all aspects of the process
5. Know when to walk away, even if temporarily

5) (B
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“Let us Never negotiate our of fear,
but let us never fear to negotiate”

-John F. Kennedy
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Fair Market Value

“w

What is Fair Market Value?

* Average cost/charge of a procedure across all markets

* May be based on previously negotiated amounts from other trials at your site or
an aggregate of other sites

A sponsor may determine the lowest negotiated amount for an item and apply it
across all sites.

* Fair market value must be addressed per site (i.e. past performance) and per
market
* As well as per disease
* And in response to protocol specifications (in patient vs outpatient)
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(’ Billing and Reconciliation
ﬁi

You Negotiated the Contract
and
You Did the Work

SO
COLLECT THE MONEY




(’ Business of Clinical Trials Trivia
\\ ﬁ@

What is the average percentage of the Budget that research sites do not

O

Source: Quintiles, SCRS (2016), Tufts CSDD




Billing and Reconciliation
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While we wait for Oncore....

Develop a system for tracking all charges and events

Submit invoices for all of these items according to the time schedule outlined in
the contract

Reconcile the payments with invoices on a periodic basis

Do not close the grant until you are assured you have received all payments
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Kaowledge that sl charge yoer world

UBMEDIUINE COA/UAB Pulmonary Clinical Research Center 0 of Alobn

Filemaker, billing program designed by Isabel Virella-Lowell, MD




LB MEDICINE

Saowieage that wil chenge your warld

Infta) Submission
Date Protoool Recelved
Date IRB protoocol cubmitied

Date Protoool Approved by IRB

Study Information

l=fe]e]e
oo B oo | swiec f imoics

Children's
o of Alobamao

b . v _

@ Interventional @) Observational

= Subject

Filemaker, billing program designed by Isabel Virella-Lowell, MD



Subject Information Form
LB MEDICINE
Caonledge that wil dange your world B . . . . of Alobama

STUDY D SPONSOR D

Study Name Sponcor

svesec 10 (D

Filemaker, billing program designed by Isabel Virella-Lowell, MD




Wednesday, June 28, 2017 at 12:20:06 PM Eastern Daylight Time

Subject: Invoice #014 | COA/UAB PULMONARY CLINICAL RESEARCH CENTER

From: Isabel Lowell INVOICE

To: smith, john

cc: hhathorne@peds.uab.edu , tirby@peds.uab.edu, thyrzajohnson@uabmc.edu, GOA/UAB PULMONARY GLINIGAL
miriammiles@uabmc.edu RESEARGH GENTER

Attachments: Invoice 014.pdf

Please review attached invoice and remit payment by due date. Invoice #: 014

Thank you, DATE: 6/28/2017 Attn: Miriam Miles

UAB

UAB/COA Pulmonary Clinical Research Center TS 1600 7th Avenue South, LHT 752H
Birmingham, AL 35233
Sponsor ID: 1010

Payment in full is due by 7/28/2017

BILL TO:

TS

123 research drive
Birmingham, AL 35233

USA
ITEM QTY UNIT PRICE AMOUNT
Budget Preparation 1 8,240 $8,240.00
IRB Preparation and Submission 1 4,640 $4,640.00
Lab Set Up Fee 1 1,300 $1,300.00
Site Initiation Visit 1 1,140 $1,140.00
Subtotal $15320.00

Indirect Costs $4596.00

TOTAL $19916.00
Filemaker, billing program designed by Isabel Virella-Lowell, MD



Example Budget Tool

Site Standard Cost

MAEwv-d i Site Budget Tool-4 ©-
Insert Page Layout Formulas Data Review &+ Share A
cut - = e e AutoSum ¥
S X cu Calibri (Body) + 11 v A~ Av = = _||®- S50 Wrap Text Currency v .. S O/v 4¢mm, EmX, N Z Autosum A?v
Copy . # d » S5 L ] [3] Fin v z
Paste B I U~ S v AL = $ 21 % | 5 [[ 2] %8 jonal  Format Note Insert  Delete  Format S¢
Format alim) 1= — W FO T Eormatting as Table & Cclear ~ Filter
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1 Study: /ABCD-001
2 Completion Instructions to the Site:
3 Site Name: Only enter data into the green fields.
4 |Sito Number:
5 Do NOT over-write other data fields.
6 Prepared By:
7
& Institutional Overhead Rate (IDC): [ o
9
10 |15 IDC charged on 1R3 fees for this study? (Enter NA if IRB fees will not be charged for this study)
1
12 |Personnel Rates
13 [principal Investigator - Ploase ontor staff porsonnel ratos (salary plus fringe bensfits calculated into an hourly rato).
14 |Research Coordinator
15 Assistant

16 [Other Staff 1 (enter title i appiicable)
17 [Other Staff 2 (enter tile f applicable)

Procedure Name
20 Here Proc #2 Name here [ [} [} [} 0 0 [ [
21 [Procedure Cost - -

23 | ot

4 » | Instructions Site Standard Costs | Study Phase Costs | Subject Costs | Schedule of Events | Summary Budget = TDNCC Setup |+

Ready




Example Budget Tool

Study Phase Cost
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Insert Page Layout Formulas Data

@ Site Budget Tool-4

, Hou Calibri (Body) +| 11+ A A~ Custom | e 7y Bad Good Neutral L I Autosum - Ag-
Copy = E3 & > ] B8 [3] Fin~ z
Paste 0 ormar | LBLLZ | U [5(EH A $ v % O % % Conations o [ ] Input L Note msert Dleto Format | g0 sona
E35 . fc  =SUM(W8:W9)
A ‘ 8 < o E F G H 1 ) K M N o P Q R s T u v w x Y z

1 study: ABCD-001 Completion Instructions to the Site:
2 Budget for Site: o Only enter data into the green fields in Sections 1 and 2 (section 2 is to the right of section 1).
3 Do NOT over-write other data fields.
4 SECTION1: SECTION 2:
5 Estimated Hours per Unit FTE Costs per Unit Total FTE Cost Per Unit Institutional Fees

Payment Type Activity with FTE Cost Unit Milestone #of | Principal | Research | Administr| Other |Other Staff| Principal | Research [ Administr| Other | Other | Subtotal | IDC | Total with| Total for Fee Description Unit Milestone #of | FeeCost| IDC |Total with| Total for

Units Coordinat| ative | Staff1 | 2(enter ative | Staff1 | Staff2 IDCper | Study Milestones IDCper | Study
or or | Assistant | (enter | titleif or Assistant | (enter | (enter Unit Unit
title if titlef | titleif
plicable plicable | applicabl

6 ) ) )
7 [start-up Start-Up
8 Study Meetings Site Start-up 1 183 Fee: Initial Review (IDC charged) Start-Up 1 s -
9 1R3 & GCRC Submission & Set-Up Site Start-up 1 - 1R Fee: Initial Review (No IDC) Start-Up 1 N/A
10 Budget & Contract Site Start-up 1 - Start- Up Supplies (Office Supplies, Mailings) Start-Up 1 s -
1 Source Document Site Start-up 1 Facility start-up / Admin Start-Up Fee Start-Up 1 S
2 List Other Fee s
13 [study y
1 Study Conference Calls call 4 1R3 Fee: Annual Renewal (IDC Charged) Annual Renewal [ s -
15 Preparation of Annual IRB Renewal Submission ‘Annual Renewal 1 1R3 Fee: Annual Renewal (No IDC) Annual Renewal 1 N/A
16 Preparation of IR Submission for Protocol Amendment dment 0 RS Fee: Amendment (IDC Charged) Amendment ] s -
17 SAE Reporting & Follow-Up SAE 0 - - 1R3 Fee: Amendment (No IDC) ‘Amendment [ N/A
18 Initiation Visit Visit 1 List Other Fee -
19 Interim Monitoring Visit Visit 3 List Other Fee
20 Batc! Shipment Shipment 5 - List Other Fee
21 - - List Other Fee
2 List Other Fee
2 List Other Fee
24 |Closeout Closeout
23 Preparation of IR Closeout Study Close 1 s s s s s s s s s - 1R Fee: Close-out (IDC Charged) Study Close 1 s s - |s s
26 Site Closeout Visit Visit 1 S S S S B S S S S IR8 Fee: Close-out (No IDC) Study Close 1 S NA_|S S
27 $ S S S S S S S S Archival Fee Study Close 1 S S S S
2
2
30
31 Start-Up & Closeout Totals

Payment Type Unit Milestone #of | Subtotal | IDC | Total with
2 Units I
33 [Start-Up Il 1 - - -
34 start-U 1 - - -
35 IRB Fee: Initial Review P
36 [Closeout Study Close = B 5 5
37 Fees 1 - - -
38 IRB Fee: IRB Closeout 1 - - -
39
40
4
2
43
4
45
46

4 b Instructions | Site Standard Costs | Study Phase Costs = Subject Costs | Schedule of Events =~ Summary Budget =~ TDNCC Setup = +
- — + 100%

Ready




Example Budget Tool

Subject Cost

DE w6 ~ A site Budget Tool-4 Q [©)

Insert  Page Layo Formulas Data  Review  View &+ Share

¥ cu Calibri(Body) +| 11+ A= Av = =9 Wrap Text Number . E. o Je 60%-Accents  [605-Accenta 60%- Accents | XTI Z Auosum Ay-
Copy P = &« 822 [&) Fil v z
Pote o comar | LB L] U IYJ[EH 9 $ 7% 3 [[% $8  comuona romat Accentd Cumency(0]  Percent met DoleeFomat oo Ss
D35 .“W' fx =SUM(D25:D34)
A 8 c D [ P G H [ ) K L ™ N o P a R s T u v w x Y z " a8 ac ) A A G
1 ABCD-001 Completion Instructions to the Site:
2 o Only ente i 1and 3. (section 1and2)
3 | Planned # Subjects: o] Do NOT over-write other data fields.
4
5 SECTION 1: COST OF STAFF TIME
6 FTE Costs per Visit “Total FTE Cost Per Visit ﬂ
Visic Principal | Research |Administrati] Other Staff | Other Saff | Principal | Research |Administrat] Other Saff | Other Staff | Principal | Research | Administrat] Other Staff | Other Staff | Principal | Research | Administrati Other Staff | Other Staff | Subtotal |  1DC |[Total with i
fenter | 2(enter Lenter | 2(enter Aenter | 2(enter fenter | 2(enter
it | titeif wtlelf | titeif ttieif | titeit it | titeif
7 applicable) | applicable) applicable) | applicable) applicable) | applicable) applicable) | applicable)
8
9 [visit - - - - -
10 [visit - - - - -
11 [visit - - - - -
12 |visit B B - - -
13 |visit B - - - -
14 |Visit - - - - -
15 [visit - - - - -
16 [visit - - - - -
17 [visit - - -
18 [Visit 10 - B - -
19 [ToTaL = = = 5 5 5 5 5
2
21 SECTION 2: COST OF PROCEDURES
2 Costof: Cost per Visit
Visit Procedure | Proc 2 O o g g g g g 0| Procedure | Proci2 o o g g g g O g Subtotal | IDC
23 Name Here | Name here Name Here | Name here
2%
25 [visit1 1 1 1 - B
26 [visit 1 - -
27 [visit 1 - - - -
28 [visit 1 - B - -
29 [visit 1 - - B - - -
30 [visit - - - - - - -
31 [visit - - - - - - -
32 [visit - - - - - - -
33 [visit - - - - - - -
35 [ToTaL 10 5 10 0 0 o o o o o - - - - B - - - - - - - -
36
37 SECTION 3: COST OF SUBJECT PAYMENT SECTION 4: SUMMARY OF SUBJECT COST
38 Total FTE Cost Per Visit Total Procedure Cost Per Visit Totals
Visit Estimated | Subject | Subject | Total Vsit | Subtotal | IDC | Totalwith | Subtotal | 10C | Towalwith | Total | Subtotal | Totalioc | Totalby
ym Reim- || Subject ioc ¢ [ subject visie®
3 Visit(Hours)]  Time | bursement | Payment Payment
0
a1 [visit1 2 50 - 50 Visit 1 - - - - 50 50 - 50
42 [visit2 2 50 - 50 Visit2 - - - - - 50 50 - 50
43 [visit 2 50 - 50 visit - - - - - 50 50 - 50
24 [visit 2 50 - 50 - - 50 50 - 0
45 [visit 2 50 - 50 - - - 50 50 - 50
46 [vist - - - - - -
47 [vist - - - - - - -
48 [visit - - - - - - -
49 [visit - - - - - - -
50 [visit 10 - - B - - - B
51 [ToTaL s 2s0[s - 250 - - - - - - 250 250 - 250
52
53
sa
55
56
57
58

4 b | Instructions | Site Standard Costs | Study Phase Costs | _Subject Costs | Schedule of Events |~ Summary Budget = TDNCC Setup | +
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Example Budget Tool

Schedule of Events
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Insert  Pagelayout Formulas Data Review View

X cu Calibri(Body) /(11 +| As Av = = S S0 Wrap Text General . ’.

Paste B I U-~ & A

633 B fx
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Study Procedures with Time Costs.

ntand assent

Diagnosis
ht & height soc

1
2
3
4
5 [ABCD00L Visit] | Vist2 | Vis3 | Vista | Vists | Vist6 | Vist7 | Vists | Vists | vist1o
6
7
8
s

11 Limited ConMed Review soc
12 Limited AE ) x
13 Visit Prep and Follow-up X x

g8

It soc

4 b | Instructions | Site Standard Costs | Study Phase Costs | Subject Costs _ Schedule of Events | Summary Budget = TDNCC Setup | +
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Example Budget Tool

Summary Budget

ME v & ~
Insert  Page Layout

X cut

Formulas  Data

Review  View

Calibri (Body) +/ 11 v/ A= A = = D S50 Wrap Text Accounting N ﬁ o 60%- Accent3  [60% ~Accentd | 60% - Accents [T
Copy * P B3 P
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H33 : fic ='study Phase Costs'Iz23
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FORMATION ON THIS WORKSHEET. ALL VALUES AND TEXT ARE POPULATED FROM THE OTHER WORKSHEETS,

This summary worksheet il be attached to the Clinical Site Agreement a the final budget.

Winformation is overwritten on this worksheet, we cannot guarantee that thissummary will eflect your actual ite budget.

o

o

jonal Overhead Rate (IDC): o ]
10 1510 charged on 138 fees for this study? [ o |
11 Planned number of subjects: ——
2
Total Cost

13 _payment Type Milestone #units | costperunit | 1oc nit | Towalcost | subtotal
14 Study Start-Up Payment s -
15 [study Start-Up Payment 1[5 s
16 [iR8 Fee nitial Review 1 [s s
17 Study Management* -
18 e Tstody Conference Calls =)
19 |Preparation of Annual I3
2 Preparation of Amendment
2 SAE Reporting & Follow-Up s
2 initiation Vst Visic
) Vit st
2 Shipment
s
%
z
28 Fees st Other Fee
» stOther Fee
0 stOther Fee
a1 stOther Fee
2 stOther Fee
3 stOther Fee -
34 Subject Costs™® 250,06 5
35 s it complete
3 si sit complete
7 s sit complete
3 it sit complete
3 s it omplete
r si sit omplete
a si sit complete
2 si sit complete
“ s sit complete
“ [vst 10 Visit complte o
. 5
46 Final Study Payment Study Completion 1 S S
47 1R3 Fee: Close-out Study Completion 1 S B
45 Scroen Fallure 10000
. [visit s Vit complete T s som s om0 5000
50 [visicz Visit complete 1[5 om0 s so00 5000
51 o0 voices for Payment 5 5
52 1R8 IDC Charged) ite Invoice [ S S
53 75 (o100} te Invoice 1] WA s
54 1R8 (1DC Charged) ite Invoice 0 S S
55 1R3 Fe (Ne 15€) ite Invoice [] S N/A S
56 | L ite Invoice
57 10000
58 Notes
59| The number of Annual B renews
60 | ** The Subject Cost include subject paymentsfor vsit,
61 %7 I 1RB Fees are not isted,ste does not charge IRB fees for this study.
62 o r v
&
6
&
o
&
o
)
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Start-Up Timeline Tool

Site Start-Up Timeline Template

Protocol
Number:

Protocol
Title:

The table below includes tasks associated with study start up, typical turn-around time and target dates
for completion. The table also identifies the personnel responsible for completing the task. This tool

can be customized for your site specific requirements.

Target Target Actual
Task Personnel |Time Required Start Complete Completed
Date Date Date
Review budget L (S 3 — 5 hours
Manager
. Prep (10 hours)
IR}; p;e;;/;:(\)/;ew PIor RC Sponsor (2-5
Yy Sp days)
IRB submission RC 2-3 hours
. : Depends on
IRB review By Committee schedule
Peds IRB review | By Committee |Ad hoc 2 weeks
PRC-GCRC By Co ittee 3 weeks to get
review on schedule
PRC_GC.R N RC 2-3 hours
preparation
Contrac? r?wew/ By Tegal 4-6 weeks
negotiations
Obtain IRB Concurrent
approval Eke w/contract
.o Concurrent
Finalize contract PI/RC W/IRB approval
Investigator
Meeting PI/RC 1-2 days
Site Initiation Visit PI/RC 1 day
Enroll 1% Subject PI/RC 1 day

O



Panel Discussion

« Steven Rowe, MD, MSPH
Director, Gregory Fleming James Cystic Fibrosis Research Center
Co-Director, CCTS Children's Health Research Unit

« Mansoor Saleh, MD
Medical Director, UAB Clinical Trials Administration Office
Director, CCTS/CCC Phase | Clinical Trial Unit

» Mark Dransfield, MD

Department of Medicine Professor, Division of Pulmonary, Allergy, and
Critical Care, Director UAB Lung Health Center




Questions?

O 205.934.7442
e | © ccts@uab.edu
o X Pt é- @ www.uab.edu/ccts
"3 U /Miss. Tuskegee}/
\ PN W @ rcams -1924 8t Ave. South

@cctsnetwork
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Search: cctsnetwork

The Center for Clinical & Translational Science



