
City and County of San Francisco
1 Dr . Carlton B Groodlett Place Room 316
 San Francisco, CA  94102

Re: Subaward No GMO230401 and PO0000002962 between UT Southwestern Medical Center and
City and County of San Francisco under a National Institutes of Health (NIH)/ National Institute On
 Drug Abuse Grant No. 5UG1DA020024-18

UT Southwestern PI:  Madhukar Trivedi, MD
City and County of San Francisco PI:  Phillip Coffin, M.D., M.I.A.

Dear Subrecipient:
On behalf of UT Southwestern, Sponsored Programs Administration is pleased to welcome you as a
subrecipient and collaborator on the above referenced sponsored project.  UT Southwestern is
responsible for the programmatic and financial monitoring of UT Southwestern sponsored award
subrecipients.

In addition to the proposed contract, this welcome package provides important information and
documentation that is critical to the successful administration and fiscal management of your subaward.
The documents enclosed are:

 The proposed contract between your institution and UT Southwestern, containing all relevant
budgetary, programmatic, administrative and financial information, terms and conditions, and
reporting requirements;

 Require monthly invoices and require that costs are supported by adequate documentation
such as vendor invoices, time and attendance records, approved purchase orders, receiving
documents, Percentage of Principal Investigator effort, Travel documentation (i.e. receipts,
travel itinerary), documentation expenses placed in maintenance and operations category.

A sample subrecipient invoice which your institution may use the sample as a template for
billing UT Southwestern for the reimbursement of project expenses.  If you opt to use this
template, please ensure that your invoices include the same information as provided in the
template.

At your earliest convenience, please duly execute the enclosed subaward and return
to the attention of the undersigned.  Questions of a technical or programmatic nature may

    be directed to the UT Southwestern principal investigator at madhukar.trivedi@utsouthwestern.edu

We look forward to working with you in facilitating a fruitful and productive collaboration.

Sincerely,

Kenneth J Chalk
Contracts Specialist Lead
Sponsored Programs Administration
Direct 214-648-0876
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National Institutes of Health (NIH)

The University of Texas Southwestern Medical Center City and County of San Francisco
Madhukar Trivedi, MD Phillip Coffin, M.D., M.I.A.

 5UG1DA020024-18 REVISED GMO230401 PO0000002962
NIDA Clinical Trials Network: Big South/West Node

04/01/2022 02/28/2023 50,881.00

04/01/2022 02/28/2025 86,968.00

Financial

Financial the final Budget Period end date.

Authorized Official
Authorized Official

Unilaterally

Authorized Official

Authorized OfficialAuthorized Official

Cheryl L. Anderson, CRA
Director, Pre-Award Administration

Grant Colfax, MD

Director of Health
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Attachment 1

Certification Regarding Lobbying

Debarment, Suspension, and Other Responsibility Matters

Audit and Access to Records

GMO230401 PO0000002962
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GMO230401 PO0000002962

in the attached Federal Award.

http://grants.nih.gov/policy/notices.htm

and 45 CFR Part 75.

http://grants.nih.gov/grants/policy/nihgps/nihgps.pdf

https://www.nsf.gov/awards/managing/rtc.jsp

Administrative

Additive

No additional requirements

Subrecipient Shall Grant

Subrecipient

NIH - 42 CFR Part 50 Subpart F
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Human Subjects Exempt

Vertebrate Animals

IRB Exempt and determination will be provided upon request

The PTE requires verification of IRB and/or IACUC approval be sent to the Administrative Contact as required above:

Subrecipient agrees that any non-exempt human and/or vertebrate animal research protocol conducted under this Subaward shall be reviewed and
approved by the appropriate Institutional Review Board (IRB) and/or its Institutional Animal Care and Use Committee (IACUC), as applicable and that
it will maintain current and duly approved research protocols for all periods of the Subaward involving human and/or vertebrate animal research.
Subrecipient certifies that the appropriate IRB and/or IACUC are in full compliance with applicable state and federal laws and regulations. The
Subrecipient certifies that any submitted IRB / IACUC approval represents a valid, approved protocol that is entirely consistent with the Project
associated with this Subaward. In no event shall Subrecipient invoice or be reimbursed for any human or vertebrate animals related expenses incurred
in a period where any applicable IRB / IACUC approval is not properly in place.

This section left intentionally blank

Not Applicable

NIH Terms and Conditions
The Clinical Trial Indicator in Section IV of the PTE’s NOA is stated as: No ?

Multiple PIs (MPI)
This subaward is not subject to an MPI Leadership Plan. ?

Certificate of Confidentiality:

The Parties agree that this research funded in whole or in part by the National Institutes of Health (“NIH”), is subject to NIH Policy
NOT-OD-17-109 (the “Policy”) and therefore is deemed under the Policy to be issued a Certificate of Confidentiality (“Certificate”)
should the conditions outlined within the Policy apply. Accordingly, the subrecipients who collect or receive identifiable, sensitive
information are is required to adhere to the Policy and protect the privacy of individuals who are subjects of such research in
accordance with the Policy and subsection 301(d) of the Public Health Service Act (the “PHS Act”).
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PTE Contact

GMO230401 PO0000002962

The University of Texas Southwestern Medical Center

5323 Harry Hines Blvd.
Dallas, TX 75390-9020

https://www.utsouthwestern.net/intranet/administration/sponsored-programs/

subawards@utsouthwestern.edu

Madhukar Trivedi, MD
madhukar.trivedi@utsouthwestern.edu 214-648-0188

Kenneth J Chalk
subawards@utsouthwestern.edu 214-648-0860

conflictofinterest@utsouthwestern.edu

Nell Cryer, Post Award Director
Postawardbilling@utsouthwestern.edu 214-648-0860

AccountsPayable@UTSouthwestern.edu

Cheryl L. Anderson, CRA,Director, Pre-Award Administration
subawards@utsouthwestern.edu 214-648-0860

5323 Harry Hines Blvd.
Dallas, TX 75390-9119

5323 Harry Hines Blvd.
Dallas, TX 75390-9020

UT Southwestern Medical Center
ATTN: Sponsored Programs Administration

5323 Harry Hines Blvd
Dallas, TX 75390-9020

Or EMAIL INVOICES TO: AccountsPayable@UTSouthwestern.edu
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Research Subaward Agreement
Contacts

Subaward Number:
GMO230401 PO0000002962

94-6000417

CITY & COUNTY OF SAN FRANCISCO

DCTNHRGU1K75

County Government

CA-12 94102-4505

25 Van Ness, Suite 500
San Francisco, CA 94102

Phillip Coffin, M.D., M.I.A.

phillip.coffin@sfdph.org (510) 407-2603

Eduardo Sida

eduardo.sida@sfdph.org 628-217-6322

Sajid Shaikh

sajid.shaikh@sfdph.org 415-255-3512
sajid.shaikh@sfdph.org

Greg Wagner

greg.wagner@sfdph.org 415-554-2900

101 Grove Street
San Francisco, CA 94103

1380 Howard Street, 4th Floor
San Francisco, CA 94103

1380 Howard Street, 4th Floor
San Francisco, CA 94103
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Attachment 3B
Highest Compensated Officers

Subrecipient

Highest Compensated Officers

GMO230401 PO0000002962

City and County of San Francisco

Phillip Coffin, M.D., M.I.A.
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Attachment 4 GMO230401 PO0000002962

Administrative Contact 15

Administrative Contact

60
Principal Investigator

Principal Investigator 60

Administrative Contact

Carryover is restricted for this subaward by the: Federal Awarding Agency

Submit carryover requests to the Administrative Contact .

Carryover instructions and requirements are as
stated by the Federal Awarding Agency

guidance or as shown below.

Administrative Contact

Administrative Contact

Require monthly invoices

Require that Subrecipient maintain record retention policies in accordance with 2 CFR
200.333 to ensure costs are supported by adequate documentation such as vendor invoices,
time and attendance records, approved purchase orders, receiving documents , Percentage
of Principal Investigator effort, Travel documentation (i.e. receipts, travel itinerary),
documentation expenses placed in maintenance and operations category.
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Attachment 5

Statement of Work

Subrecipient Federal Award Project Description

Indirect Information

GMO230401 PO0000002962

1

24.678

Modified Total Direct Costs

No

3

44,329.00

6,552.00

50,881.00
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City and County of San Francisco Department of Public Health (CCSF-DPH) Statement of Work (SOW)
CTN-0109: Randomized, placebo-controlled trial of injectable naltrexone and

monthly injectable buprenorphine for cocaine use disorder (CURB-2)
Big South/West Node

Yr18 Period of Performance: 04/01/2022  02/28/2023

Dr. Phillip Coffin, City and County of San Francisco Department of Public Health, will be the Site PI for the
Center for Substance Use and Health (CSUH), one of twelve study sites to conduct the CTN-0109 CURB-2
study. This is an 8-week, double-blind, randomized placebo-controlled trial to determine the efficacy of a
combination of extended-release naltrexone (XR-NTX) and extended-release buprenorphine (XR-BUP)
compared to placebo injections (PBO-Inj) for the treatment of cocaine use disorder (CUD). The primary
objective is to evaluate whether assignment of 8 weeks of outpatient XR-NTX + XR-BUP compared to PBO-Inj
reduces urine-verified cocaine use in study Weeks 5 through 8. The primary outcome measure is the
proportion of cocaine-negative urine drug screens (UDS) obtained during Weeks 5 through 8 as measured for
the XR-NTX + XR-BUP and PBO-Inj conditions. The secondary objective is to evaluate the effect of
assignment to 8 weeks of XR-NTX + XR-BUP compared to PBO-Inj on self-report days of cocaine use,
cocaine craving, safety, and treatment effectiveness. The secondary outcome measures are 1) Self-reported
days of cocaine use and cocaine craving effects (Visual Analog Scale (VAS)) during Weeks 0-8; 2) Measures
of adverse events during Weeks 0-8: number and severity of adverse events; number and outcomes (fatal/non-
fatal) of overdose events reported; 3) Measures of Treatment Effectiveness Assessment (TEA) at Week 8.

CSUH will competitively randomize participants into the study with a goal of 3-4 participants each month over
an estimated 17-month recruitment period. CSUH will dedicate staff time and resources to conduct of the study
with regular reporting to the Lead Team. Dr. Coffin will be responsible for oversight of all local scientific and
administrative processes and procedures required for implementation of this study at CSUH, including
development of site-specific standard operating procedures (SOPs) for study. He will assign the research staff
and assist with their training and supervision and will support the activities of the study physicians.
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  List PERSONNEL (Applicant organization only)
Use Cal, Acad, or Summer to Enter Months Devoted to Project

  Enter Dollar Amounts Requested (omit cents) for Salary Requested and Fringe Benefits

NAME
ROLE ON
PROJECT

Cal.
Mnths

Acad.
Mnths

Summer
Mnths

INST.BASE
SALARY

SALARY
REQUESTED

FRINGE
BENEFITS TOTAL

Coffin PD/PI 1.15 203,700 19,521 7,028 26,549

SUBTOTALS 19,521 7,028 26,549
CONSULTANT COSTS
none 0
EQUIPMENT (Itemize)
none

0
SUPPLIES (Itemize by category)

TRAVEL
none 0
INPATIENT CARE COSTS none 0
OUTPATIENT CARE COSTS none 0
ALTERATIONS AND RENOVATIONS (Itemize by category)
none 0
OTHER EXPENSES (Itemize by category)
Rent

17,780
CONSORTIUM/CONTRACTUAL COSTS DIRECT COSTS 0
SUBTOTAL DIRECT COSTS FOR INITIAL BUDGET PERIOD (Item 7a, Face Page) $ 44,329
CONSORTIUM/CONTRACTUAL COSTS FACILITIES AND ADMINISTRATIVE COSTS 0
TOTAL DIRECT COSTS FOR INITIAL BUDGET PERIOD $ 44,329
PHS 398 (Rev. 03/2020 Approved Through 02/28/2023) OMB No. 0925-0001

Page Form Page 4

Program Director/Principal Investigator (Last, First, Middle): CCSF-DPH: Coffin, Phillip O.

DETAILED BUDGET FOR INITIAL BUDGET PERIOD
DIRECT COSTS ONLY

FROM THROUGH

04/01/2022 02/28/2023
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City and County of San Francisco Dept of Public Health (CCSF-DPH)
 Budget Justification

CTN-0109: Randomized, placebo-controlled trial of injectable naltrexone
and monthly injectable buprenorphine for cocaine use disorder (CURB-2)

Western States Node
Yr18 Period of Performance 04/01/2022  02/28/2023

CTN-0109 CURB-2 CCSF-DPH: Total $50,881 ($44,329 Direct; $6,552 F&A)

CTN-0109 CURB-2 CCSF-DPH PERSONNEL Total $26,549 ($19,521 Salary; $7,028 Fringe)

Site Principal Investigator, Phillip O. Coffin, MD, MIA, FACP, FIDSA (1.15 calendar months)
Dr. Coffin will serve as the study site principal investigator (PI) for the Center for Substance Use and
Health (CSUH). He will be responsible for oversight of all local scientific and administrative processes
and procedures required for implementation of the CURB-2 study, including development of site-
specific standard operating procedures (SOPs) for study. He will assign the research staff and assist
with their training
salary here is based on the current NIH salary cap.

CTN-0109 CURB-2 CCSF-DPH OTHER EXPENSE: Total $17,780
CCSF-DPH requires rent expense calculated as (PHFE FTE + CCSF FTE) * Square Feet * # of months *
$1.93. For this budget (3.2 + 0.20) * 250 * 11 * $1.93 = $17,780

CTN-0109 CURB-2 CCSF-DPH F&A EXPENSE: Total $6,552
Direct is $44,329. MTDC is $26,549 (Salaries & Wages). CCSF-DPH F&A Rate is 24.678%. Total CCSF-
DPH  F&A requested is $6,552.
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PHS 398 (Rev. 03/2020 Approved Through 02/28/2023) OMB No. 0925-0001
Page Checklist Form Page

Program Director/Principal Investigator (Last, First, Middle): CCSF-DPH: Coffin, Phillip O.
CHECKLIST

TYPE OF APPLICATION (Check all that apply.)

  NEW application. (This application is being submitted to the PHS for the first time.)

  RESUBMISSION of application number:
(This application replaces a prior unfunded version of a new, renewal, or revision application.)

  RENEWAL of grant number:
(This application is to extend a funded grant beyond its current project period.)

  REVISION to grant number: UG1DA020024
(This application is for additional funds to supplement a currently funded grant.)

  CHANGE of program director/principal investigator.

Name of former program director/principal investigator:

  CHANGE of Grantee Institution.    Name of former institution:

  FOREIGN application   Domestic Grant with foreign involvement List Country(ies)
Involved:

INVENTIONS AND PATENTS (Renewal appl. only)   No   Yes

  Previously reported  Not previously reported
1.  PROGRAM INCOME (See instructions.)
All applications must indicate whether program income is anticipated during the period(s) for which grant support is request.  If program income is
anticipated, use the format below to reflect the amount and source(s).

Budget Period Anticipated Amount Source(s)

04/01/2022-02/28/2023 $0 n/a

2.  ASSURANCES/CERTIFICATIONS (See instructions.)
In signing the application Face Page, the authorized organizational representative agrees to comply with the policies, assurances and/or certifications
listed in the application instructions when applicable. Descriptions of individual assurances/certifications are provided in the NIH Grants Policy
Statement, Section 4: Public Policy Requirements, Objectives and Other Appropriation Mandates. If unable to certify compliance, where applicable,
provide an explanation and place it after this page.
3.  FACILITIES AND ADMINSTRATIVE COSTS (F&A)/ INDIRECT COSTS. See specific instructions.

HHS Agreement dated: No Facilities And Administrative Costs Requested.

HHS Agreement being negotiated with Regional Office.

No HHS Agreement, but rate established with Date

CALCULATION* (The entire grant application, including the Checklist, will be reproduced and provided to peer reviewers as confidential information.)

a.  Initial budget period: Amount of base  $ 26,549 x Rate applied 24.678 % = F&A costs      $ 6,552
b.  02 year Amount of base  $ x Rate applied % = F&A costs      $

c.  03 year Amount of base  $ x Rate applied % = F&A costs      $

d.  04 year Amount of base  $ x Rate applied % = F&A costs      $

e.  05 year Amount of base  $ x Rate applied % = F&A costs      $

TOTAL F&A Costs      $ 6,552
*Check appropriate box(es):

Salary and wages base Modified total direct cost base Other base (Explain)

Off-site, other special rate, or more than one rate involved (Explain)
Explanation (Attach separate sheet, if necessary.):

Salaries and Benefits
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