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Clinical Trials

Clinical Trial Agreements:
- Generally do not have end dates

- Allow UTHealth to retain remaining funds at the
end of a study

UTHealth has historically extended the end date to allow
the investigator to spend remaining funds
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Clinical Trials

s Studies Closed After August 1, 2016

+* Initiated by Clinical Research Finance and Administration
s Projects with Fund # 57001

¢ Close process is triggered by the study protocol closed in the IRB
system

+ CRF conducts full review of study and report to department with
balance transfer recommendations

s Department reviews and approves or modifies and approves closeout
and balance transfer
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Contract Residual Accounts

¢ Indirect Costs are deducted from the remaining total balance and
transferred to the indirect cost fund for further distribution

+* Direct Cost balances from clinical trials or other fixed fee awards
(Fund #57001) must be transferred to a residual balance account
after termination

¢ Contract Residual Accounts are specific to each individual Pl

*» Department Residual Accounts are projects accounts specific to
each individual department under the Chair’s name




Requested Account Closeout

1. All the work is complete
2. All funds have been received
3. All obligations have been met

4. All Encumbrances are cleared

- Encumbrances/Pre-encumbrances: Obligated funds that have not been

expensed




Automatic Account Closeout

1. All the work is complete

2. One year after study is closed with the IRB
3. All funds have been received

4. All obligations have been met

5. All encumbrances are cleared

- Encumbrances/Pre-encumbrances: Obligated funds that have not been expensed
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Account Closeout Process

1. Study team submits IRB closure report in Iris

CRFA team identifies all studies closed at the end of

N

month
CRFA team extends spend date on fms account
CRFA team performs account analysis

Department signs off on direct cost split, or revises

S L S

CRFA team performs journal entries to move funds




IRB Status and FMS Spend Date

Study Status 4| IRE Number IRB Expiration Date Study Title Study Alias Principal Investigator Sponsor
The American Burn Association’s Randomized Controlled Evaluation of Hemofiltration in Adult Burn Patients with Septic shoCk and aclte rEnal Failure
Compl HSC-MS-10-0692 03/31/2014 - - . —
RESCUE Trial Finkel, Kevin American Burn Association
Project Project Agency Grants Information Project Chartfield Endowment Grant Assurances Miscellaneous Mote
UT Project Information
SetlD: UTH
Project: 0003447 Attributes
*Description: CLOSED Trail in Burns to Imprv *Status: [l closed [ E-verify

Budget Checking Control Dates

Spending Begin Date: 06/09/2011 Budget End Date: 0773120165 Change Spending Begin Date or Budget End Date

Project Dates
Official Start Date: 06/08/2011 ] End Date (Term): 09/29/2014 |5
Budget Begin Date (Billing): [06/09%2011 | Current Budget Period End Date |09/2%/2014  |[5]

Project Budget Amounts

Grant Award A

unt: $0.00 Total Amount: %25, 000.000 Billing Authorized Amt: $0.00

2. 03.17 Project closed. DC transferred to residual 0011201, final IDC eamed. -JV

Multicenter Trails in Burns to Improve Combat Casualties | 25K for start up cost budgeted on 332887/88 - ds

8/22/11; Per Beatriz Efron, Karen M. is completing an amendment to extend. MKS 12/12/13; Ext'd 12/19/13-
Wl Funds west with T Funds collected Budoet date extended to spend - PRC 12021 AlA08in-KC &M G9/15

ol Save 2% Return to Search =] Notify % Add & Include History Correct History
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Level of Review

CRF'’s full review includes:
— Enrollment/percent completed stats
— Revenue earned/received

— Document revenue earned not received, not
Invoiced

— Calculate/analyze expenses incurred/not posted
(salaries, patient care, patient stipends, IRB fees

only)
— Recommended balance transfer split
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Clinical Trial Closeout Summary

and Approval Form

“*CRF analyst provides a full financial review of the

research project

“*DMO has option to recoup department funds expensed

but not charged to the project

“*Once approved- Analyst will close the project to a

residual account
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DATE REVIEW COMPLETE_ 202102017]  FINAME (LAST, FIRST M[Hebert, Adelaide
DEFARTMEMT MAME Dermatology

CHARTFIELD STRING STUDY SPOMNSOR Chiltern

au CRO MAME [IF APFLICAE

OEFT # 25280000

FUND IFE # HS5C-MS5-15-0002

FROJECT 0010g64] IRECLOSE OATE TI212015

FROGRANM CODO STUDY MICERNANME IMPETIGO 2

FMSSTARTDAT|  3ME/2015] DATE OF LAST PATIEMT Y 512712015 |

FIS EMO OATE 22212017

FIAS SPEMD OAT] 202202017  DEFT ORMO (LAST, FIRST)| Lorenz, Brenda |
EMAEH L AEA T SHAALA A

#PATIEMTS #PATIEMTS #PATIEMTS * EMROLLMEMT
COMTRACTED ENMROLLED OFRCFFPEDMWD ACHIEVED
20 B 3 25.0%
“Suharlaf plurarslied.

FREYEAMIE AEXPEASE SUATALARY
Tatal Contracted Revenue £ 9%.290.00 Budgeted Expenzes & 2 enrollment [ i i i iz
Ezt. Revenue Earned % 3315600 Actual Expenses Posted 214,101 87
Rievenue Feceived $ 3491028 Direct Expenses not posted FEEE R
FRewvenue EarnediMot Receivgd § -

Fercent of Fevenue Received Fha-mai
Bl ANCE FEARAMIAG £ TRANSEER

FI RESIDUAL ACCOUNT DEPARTMENT RESIDUAL ACCC

TOTAL % 20,208.22 au au

DIRECT #% 16.006_41 DEPT # 25230000 DEPT #

INOIREC™ # 4,501.92 FURD FURD
FROJECT noing2e FROJECT

PROGRAM CODE PROGRAM CO
DEBIT AMOUMT $7.3I7EE3 DEEIT AMOUN] $8.627 78

If the department would like bo request a different split, enter a justification and the revized
requested split below. Obtain Department Chair and &z=sociate Dean's signatures. IF one or both do not approwve |

abowe zplit will be processed.
ceemamount [ ] oceemamoon]___ ]

S R

APPRGYAL S

OMO0 opted not to obtain Plsigna 36202017 See attached email. Jazol7
Frincipal Investigator Signature Date Department ORO Signature Date
Fevized Spit [ Acpeenad [ rést Apzrima Fevized Spit [Jappevad [ ok Approved

Diepartment Chair Signature Dlake Azsociate Dean Signature Diate




FEYEALE FE TN

| Budgeted Est. Earned Received ned, Not Received|
FPer Patient & StartUp -
Amount Per Completed P, F 3Avz200 3472.00
Mumber Ptz Completed 20,00 500
Total Per Completed Patient 4 73,440.00 B 4+ 19,26000 3
Start Up Fees $  E.500.00 £E,500.00 #  E.500.00 S
Screen Fail and Early Term F 40000 ¥ 215428 215428
Total Automatic 4 85,940.00 LEEE $ 2851428 %

FPaid upon Invoicelone time
IRE - Initial $  ZE00.00 2,500.00 260000
SV Staff Time 130000 1,300.00 1,300.00
Diocument Fetention $ 120000 1,200.00 1,200.00
Training $  EROOO0 ER0.00 ER0.00
Aduertising 4 E.500.00 B4E.00 B4E.00

$ 1236000 $E,396.00 #  E.336.00 3
Faid upn invoicelper patient
IRE - Amend!Continue

§ - ¥ - "3 - §
TOTALS F 98,290.00 B FEEE

Aeyonue Mores
Bazed onreview of revenue, we were paid for revenue earned per patient.

EXPEASE ETA8
* Enrolled Budgeted Expenzed Mot Expensed
Pl S alaryFringe 2505 t 247125 3 + 247125
Study Personnel SalarydFringe 226080 3 - 3 2.260.50
Fatient Care % - % 43500 % [995.00)
Fatient Stipend $50 1 4 visits o & prs o« $3200 for 2w § 1,900.00 % - % 1,900.00
% .
Cither MEC % - % -
TOTAL OIRECT + TENTE % 449500 % E,E3E.75
TOTAL INDIRECT @ 305 2,.289.53 ;] 2A5.A0 ;] 1,491.03
TOTAL EXPEMSES + 992128 $ 129350 % 8,E27.78

Tokal expenszes = $14,101.87 But the majority of the expenses are not related to the study and occured
after the study ended with the exception of patient care costs. Mo patient care costs were budgeted but
thiey did cceur when the study was active.




	Clinical Trial Account Close Out
	Clinical Trials
	Clinical Trials
	Contract Residual Accounts
	Requested Account Closeout
	Automatic Account Closeout
	Account Closeout Process
	IRB Status and FMS Spend Date
	Level of Review 
	Clinical Trial Closeout Summary and Approval Form 
	Slide Number 11
	Slide Number 12

