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1. Facilities Human 5. Storage Fee’s
Protection Program
(FHPP) Surcharge @ 6. Other

10% of total direct ¢ IRB Preparation
costs for human e Start-Up (non-
studies refundable)

« Advance (refundable)
2. BBRI Indirect Cost Rate « Patient Payments

@ 20% * Patient Travel &
Lodging
3. VA IRB Fee’s * VMU Costs

¢ Initial Review @
$1,500 7. Coming - VA Attorney.

¢ Modifications @ CRADA Review Fee
$500/ea.

¢ Annual Continuations
@ $500/ea.

4. Pharmacy Fee’s

IRB Tracking for Modifications/Continuations

pi_name proj submission|title irbapproved|track no

B,A., MD 0021] Continuation Review 8/1/2011 2011-070722
E,R, MD 0028| Continuation Review 5/2/2011 2011-040428
E,R, MD 0028 Modification 5/2/12011 2011-030349
F.A, MD 0009| Continuation Review| 7/20/2011 2011-060696
G,M., PhD 0017| Continuation Review 7/14/2011 |2011-060625
H,A, PhD 0002| Continuation Review 7/14/2011  {2011-060700
HW., PhD 0004 Modification 8/18/2011 [2011-080827
L,S., MD 0081| Continuation Review 7/14/2011  [2011-060609
L,B., MD 0074] Continuation Review| 5/2/2011 2011-040423
LA, MD 0028| Continuation Review 7/14/2011 [2011-060603
M,S., MD 0039 Modification 5/12/2011 2011-040514
M,C, PhD 0004| Continuation Review 5/18/2011 [2011-040425
M,F, MD 0040] Continuation Review 5/18/2011 [2011-040489
M,F, MD 0042| Continuation Review 7/14/2011 |2011-060616
S,S, MD, PhD 0025| Continuation Review 6/9/2011 2011-050586
S,S, MD, PhD 0047 Modification 6/6/2011 2011-050560
S,S, MD, PhD 0048 Modification 5/18/2011 [2011-040420
S,S, MD 0005 Modification 5/12/2011 2011-040463
S,D., MD 0014| Continuation Review 5/12/2011 [2011-040449




What is the IMPACT Process?

O Mechanism to reimburse the Medical
Center for ‘non-standard of care’ services
provided to research protocols
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QE 71010  CHESTXRAY  RC-PHYSICIAN FS PR 591GO (105) $2758  01/01/2006

&> 71010 CHEST X-RAY RC-PHYSICIAN FS PR 691GK (34) $27.76 01/01/2006
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A 71010  CHESTXRAY  RC-PHYSICIAN OPT PR B91GE (B3) $3583  01/01/2006
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@r... 71010  CHESTXRAY  RC-OPTFAC PRE31AL (55) $31339  01/01/2006

& 71010  CHESTXRAY  RC-OPTFAC PRES1 (43) $332:84  01/01/2006 v
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Inpatient Stay Data - Microsoft Internet Explorer
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The Budget Process

The Initial Offer To The Final
Approved CRADA Budget

“Thinking On A
Labor-Costing Basis”

Example #1

Drug X, Phase 11 CRADA Budget

Initial Proposed Budget &
Final Approved Budget




Sponsor Budget
1.This is the INITIAL Budget. It is the
Starting Point

2.Think Cost and Time When Initially
Reviewing the Budget

3. What Study Points will Need to be
Analyzed and the Cost to Perform These
Tasks or Procedures.

4. Allow For The Unexpected
5. Consider Costs Accrued by the Subject

Drug X Phase 2 Clinical Study Site Budget - COLLABORATOR INITIAL BUDGET

Weeks
Weeks |2, 4, 8, Premat
1, 3,13,/14,16,| Weeks | Long | Long ure
15 20 [12,24,36, Term | Term |Discont/Change| Early
Random-| Safety | Clinic | 48, and | Safety | Clinic |inuatio|in Rand|Escape
Screening| ization | Visits | Visits 60 Visit® | Visit* | n Visit [Tx Visity Visits

IComplete Medical Histor

Physical Exam

12-lead ECG*

[Six-minute Walk Test, Borg Dyspnea
Index

Blood Draws, UA, Lab Processing and
IAnalysis?

[Study Coordinator Fees (includes
lbelow)

Vital Signs, Patient Telephone
Contacts

AE/Concomitant Medication|
Assessmen

Dispense Study Drug & Assess|
Compliance,|

CRF Completion, Subjec
Management|

Informed Consent, Administer patien

questionnaires|

HO Functional Class, subject medicall
lassessment for clinical worsening

[Sub-total per Visit Cost?

tAdministrative Overhead Fees (25%)

[Total per Visit Cost?

[Total Cost per Evaluable Patient

[Total Subject for Full Study

Grant includes ECG at Screening and Weeks 4, 12, 16, 24, 36, 48, 60 and for up to 10 extension study visits

Includes all fees associated with and sample (central lab - clinic visits). Safety Visit labs are completed at central labs.
Payments will be quarterly and based on the completion of the CRFs for each visit visits are paid upon receipt of blinded invoice of assessments
lcompleted).

Assumes up to 10 visits during extension: 5 safety and 5 clinic visits.
Total Cost per Evaluable Patient includes all scheduled visits and a premature discontinuation visit. Change in Rando Ix Visit and Early Escape Visit will be in addition to the
tandard budget.

for screen failures will be provided based upon screening procedures completed.




Budget Discussions and Counters

O 1. Counter Back Offers to the Collaborator
with numbers that will work with/in your
Budget

O 2. Consider Cost per hour for Medical
History & Exams, Coordinator, Research
Assistant etc.

O 3. Make sure your overhead is correctly
stated in the Final Budget

O 4. Make sure Final Budget is a figure per
patient that makes sense and is enough to
cover costs

Budget Discussions and Counters

O 1. First Cost for Pl oversite, PE,& H&P
would need to increase approx. 33%

O 2. Study procedures would have to
increase by approx. 25% to 50%
depending on the procedure

O 3. Additional of Subject Stipend &
Administrative cost

O 4. The budget overhead would have to
increase from 25% to 30%

O 5. Changes in budget increased by 43%




[Complete Medical History

eeks
eeks 1,12, 4, 8,

13, 13, 15[14, 16, [12, 24,

eeks [Long [Long [Change

[ferm [Term |Premature [in Rand [Early
Random- [Safety  [20 Clinic[36, 48, [Safety [Clinic [Discontin- [Tx Visit [Escape
[Screening fization isits isits __jand 60 |Visit4 |Visit4 Juation Visit|5

isit 5

Physical Exam

Physician Supervision ( if more then just lab)

12-lead ECG1

ISix-minute Walk Test, Borg Dyspnea Index

Blood Draws, UA, Lab Processing and Analysis2

tudy Coordinator Fees*

HO Functional Class, subject medical assess. for
linical worsening

IAdverse Events Assessment

Patient Stipend

(Administrative cost

|Sub-total per Visit Cost3

Overhead Fees (30%)

[Total per Visit Cost3

[Total Cost per Evaluable Patient

[Total Subject for Full Study

Amendments, Renewals, etc

Start Up Fee

IRB Fees

Pharmacy Set Up & per Use

Regulatory Document
Completion/Submission

IRB Submission Fee ( Paid to IRB)

Amendments (cost/submission)

Amendments (site processing fee)

Amendments (site processing fee)

Amendments (site processing fee)

Monitoring Visits

IND Safety Reports

Close out Submission




Additional Pass-Through Costs

Additional Fees

e Storage Fees per year

¢ Pass Through fees to be paid by Invoice

« Travel expense reimbursement will be pre-approved and
paid on a case-by-case basis

* Hotels (reasonable rates for location) on a pre-

approved basis

« Diagnostic test (e.g., PFT, Labs, X-rays) will be
reimbursed on a preapproved basis

Exhibit #2
(Initial Budget Based on Forms)

Completed Case Report Form

Amount

Baseline Form

Surgery Form

1 Week Follow-up Form

3 Month Follow-up Form

6 Month Follow-up Form

12 Month Follow-up Form

Long-Term Follow-up Form— every 6
months following the 12 Month Follow-up
visit

6 Minute Walk Test Section — performed
at each required follow-up visit

CAMPHOR Quality of Life Form

Medication Form

Adverse Event Form

Adverse Event Update Form




Exhibit #2
(Final Budget Based on Forms)

Completed Case Report Form Amount

Baseline Form

Surgery Form

1 Week Follow-up Form

3 Month Follow-up Form

6 Month Follow-up Form

12 Month Follow-up Form

Long-Term Follow-up Form— every 6
months following the 12 Month Follow-up
visit

6 Minute Walk Test Section — performed | Included in Visits
at each required follow-up visit

CAMPHOR Quality of Life Form Included in Visits

Medication Form Included in Visits

Adverse Event Form

Adverse Event Update Form

Final Budget Approval

O 1. If the Collaborator counters back- Consider
explaining your decisions before accepting the

o

counter. For instance the amount of experience the
Pl and Coordinators have, location (CA, NY may be
higher), the economy.

2. Set up conference calls to explain your stance to
all decision makers.

3. When all fails and you are confident the
numbers are fair, have the Pl speak with the
Collaborator or the person actually approving the
budget.

4. Have a bottom line number in mind per visit in
case you have to move items around.




FINAL APPROVED BUDGET

Once budget has been approved

O 1. Signatures needed by the Collaborator
(or financial organization)

O 2. Signature by the PI

O 3. Ready for insertion into the CRADA

Budgeting For Industry Sponsored Studies

Q&A
Ken Hickman, Ron Waldorf, Wendy Hill

Brentwood Biomedical Research Institute
VA Greater Los Angeles Healthcare System




Contact Information:

O Kenneth Hickman, Ph.D., Executive Director
Brentwood Biomedical Research Institute
P.O. Box 25027
Los Angeles, CA 09925-0027
T: 310-312-1554, ext 218; E: Hickman@BrentwoodResearch.org

O Ron Waldorf, Contracts and Grants Officer
Brentwood Biomedical Research Institute
VA Greater Los Angeles Healthcare System
11301 Wilshire Boulevard, Building 114, Room 218
Los Angeles, CA 90073

T: 310-312-1554, ext 221; E: Waldorf@Brentwoodresearch.org

O Windy Hill, RN, NP, MSN, Study Coordinator
Brentwood Biomedical Research Institute
VA Greater Los Angeles Healthcare System
Pulmonary Arterial Hypertension Program, Cardiology 111-E
11301 Wilshire Blvd, Building 500
Los Angeles, CA 90073
T: 310-268-4314; E: wendy.hill@va.gov






