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FILE NO. 200092 ' RESOLUTION NO.

[Accept and Expend Grant Retroactive ~ United States Department of Health and Human '
Services National Institutes of Health - Magee-Womens Research Institute and Foundation - .|

Leadership and Operations Center (LOC): Microbicide Trials Network - $134,610]

Resolution retroactiyely authorizing the Department of Public Health to accept anﬂ

expend a grant in the amount of $134,610 from the United States Department of Health"

and Human Services National Institutes of Healfh through the Magee-Womens

Research( Institute and Foundation for participation in a program, entitled “Leyade,rs‘hip _' o

* and Operations Center (LOC): Microbicide Trials Network,” for the period of
~ December 1, 2019, through November 30, 2020. |

WHEREAS, The United States Department of Health and Human Services National ‘

[nstitutes of Health, through Magee-Womens Research Institute and Foundation (MWRIF) as-'f '

a pass- throug'h entity, has agreed to fund the San Francisco Department of Public Health
(DPH) in the amount of $134,610 for partlmpatlon in a program, entitled * Leadership and 1
Operatlons Center (LOC): Microbicide Trials Network ” for the period of December 1 2019, - ‘
through November 30, 2020 and ' 1

WHEREAS, The purpose of the grant is to develop safe and efﬂcaCIous HIV preventlon " '
strategies; and ”

WHEREAS, Grant funds \{vill be used for the development, implementation and
operation of the protocol and - " | |

WHEREAS, Grant funds will be used to develop and establish study—specmc worklng

. groups as needed to achieve the axm of the study; and

WHEREAS, Grant funds will be used to monitor parﬁc‘ipant safety through the Protocol »

Safety Review Team, maintaining high data quality, adhering to the proposed project

schedule, and facilitating decision making With-in the protocol team; and

Mayor Breed; Supervisor Mandelman : : .
EOARD OF SUPERVISORS . Page 1
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WHEREAS, Grant funds will be used for analysis and manuscript nreparation to ensure

timely publication of results and dissemination of findings from the study; and
WHEREAS, The grant does not require an Annual Salary Ordinance Amendment; anﬁ.i‘;
| WHEREAS, A request for retroactive épproval is being sought because DPH received .‘ o

- the full award agreement on November 28, 2019, for a project start date of December 1, 201‘9;_ :

and

WHEREAS The grant budget mcludes a provision for indirect costs in the amount of ‘

) $26 922; now, therefore, be it

RESOLVED That DPH is hereby authorized to retroactively accept and expend a grant .

in the amount of $134,610 from the MWRIF: and, be it

FURTHER RESOLVED, That DPH is hereby authorized to retroactively accept é'n'd ‘. : ;'
expend the grant funds pdursuant to Administrative Codé, Section 10.170-1; and, be it '

FURTHER RESOLVED, That the Director of Health is authorized to enter into the
Agreement on behalf of the City. |

Mayor Breed; Supervisor Mandelman

'BOARD OF SUPERVISORS : . . Page?

3

2698




—_

-
(@]

11
12
13
14

15

16
17
18

19
20
21

- 22
23

24
25

Recommended:

W/
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Dr. Grant Colfax

Dlrector of Health

- Department of Public Health
- BOARD OF SUPERVISORS

Approved / ) (/L_C//"‘/)

Approved: VA
. | )g‘ Controller
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File Number: 200049 .
(Provided by Clerk of Board of Supervisors)

Grant Resolution Information Form
(Effective July 2011)

" Purpose: Accompanies proposed Board of Supervisors resolutions authorizing a Department to accept and
expend grant funds.

- The following describes the grant referred to in thé accompanying resolution:
1. Grant Title: Leadership and Operations Center (LOC): Microbicide Trials Network

2. Department: San Francisco Department of Public Health
Center for Public Health Research

3. Contact Person: Albert Liu, MD . Telephone: 415-437-7408

4. Grant Approval Status (check one): | . |
[X] Approved by funding agéncy 4 [] th.yet approved.

5. Amount of .Grvant Funding Approved or Applied for: $134,610

Ba. Matching Funds Required: $0
b. Source(s) of matching funds (if applicable):

7a. Grant Source Agency: National Institutes of Health (NIH)
b. Grant Pass-Through Agency (if applicable): Magee-Womens Research Institute and Foundation

8. Proposed Grant Project Summary: As protocol chair of MTN-028, Dr. Liu will provide overall leadership and
guidance to the protocol team throughout the development, implementation, and operation of the protocol. He '
will develop and manage the study by establishing and maintaining conference calls and meetings. He will
coordinate the establishment of study-specific working groups as needed to achieve the aims of the study. He
will also be responsible for monitoring participant safety through the Protocol Safety Review Team, maintaining
high data quality, adhering to the proposed project schedule, and facilitating decision making within the _
Protocol Team. Dr. Liu will oversee analysis and manuscript preparation to ensure timely publication of results
and dissemination of findings from the study. He will also act as a liaison regarding this protocol with key
leadership and operational groups within the MTN and DAIDS.

9. Grant Project Schedule, as allowed in approval documents, or-as proposed:
Start-Date: 12/01/2019 End-Date: 11/30/2020
10a. Amount budgeted for contractual services: $0

b. Will contractual services be put out to bid? No

¢. If so, will contract services help to further the goals of the Department's Local Business Enterprise (LBE)
requirements?

d. Is this likely to be a one-time or ongoing request for contracting out?
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11a. Does the budget include indirect costs? [X] Yes [ No

b1. If yes, how much? $26,922
'b2. How was the amount calculated? 25% of total salaries and frlnges

c¢1. If no, why are indirect costs not included?

[ ] Not allowed by granting agency -~ []1To maximize use of grant funds on direct services
[ ] Other (please explain):

c2. If no indirect costs are included, what would have been the indirect costs?

12. Any other sugnlflcant grant requirements ar comments:
The grant does not require an ASO amendment and partially reimburses the department for one existing

position: one Senior Physician Specialist, (Job Class 2232) at 0.40 FTE for 12 months for the period from
December 01, 2019 through November 30, 2020.

We respectfully req uest for approval to accept and expend these funds retroactive to December 01, 2019. The
Department received the letter of funding allocation on November 28, 2019,

Existing grant but need én Accept and Expend Resolution as the award is more than 100K.

fund/dept/auth: 11580/162646/10001
project/activity: 10034011/0001
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“*Disability Access Checkhst***(Depaﬁment must forward a copy of all completed Grant Information
Forms to the Maycr s Office uf Disability)

13 This Grant is intended for activities at (check all that apply)

[X] Existing Site(s) [ 1 Existing Structure(s) -+ [] Existing Program(s) or Service(s)
[ ] Rehabilitated Site(s) [ ] Rehabilitated Structure(s) [ 1 New Program(s) or Service(s)
[ ] New Site(s) [ 1 New Structure(s) : :

14. The Departmental ADA Coordinator or the Mayor’s Office on Disability have reviewed the proposal and
concluded that the project as proposed will be in compliance with the Americans with Disabilities Act and all
other Federal, State and local disability rights laws and regulations and will allow the full inclusion of persons
with disabilities. These requirements include, but are not limited to:

1. Having staff trained in how to provide reasonable modifications in policies, practices and procedures;
2, Having auxiliary aids and services available in a timely manner in order to ensure communication access;

3. Ensuring that any service areas and related facilities open to the public are architecturally accessible and
have been inspected and approved by the DPW Access Compliance Officer or the Mayor s Office on
Disability Compliance Officers. :

If such access would be technically infeasible, this is described in the comments section below:

Comments:

Departmental ADA Coordinator or Mayor's Office of Disability Reviewer:

Toni Rucker, PhD

(Name)

DPH ADA Coordinator

(Title)

Date Reviewed: !2") 2 - (7 o /2_, M

(Signature Required})

‘Department Head or Designee Apprqval of Grant Information Form: .

Dr. Grant Colfax

(Name)-
Director of Health

(I;iaﬂ:e) Reviewed: / %f////‘? : | W

(Signature Reql?eff)
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DocuSign Envelope ID: 8614OOB2-5ACG—4BAC-94BQ-239F523DCCC7

FDP Cost Reﬂmbua’eemem Subawerd

Federal Awarding Agency: iNatlonaHnstltutes of Health (NIH) I ‘

Pass-Through Entity (PTE): - ) ' Subreclplent

gi\/lageeWomens Research Institute & Foundation {|i San Franclsco Dept of Pubhc Health

PTE PI:| Sharon Hillier, PhD _

SoPtorAbertty ]

" IPTE Federal Award No:[UM1 Al068633 T | subaward No: o549

Project Tit‘eiﬁeadefship and Operations Center (| (LOC) Mlcroblcide Trials Network o |

Subaward Period of Performance (Budget Period):

10.

~ The final statemant of costs shall constitute Subrecuplent‘s final financial report.

st [201/2018 ] End|14/30020 . |  [AmountFunded This Action (USD): $ftsepr000 - ]
Estimated Project Peﬂod if 1ncrementally fundady : ; : . qErTe— ; e
Start - 1. End: E [ . |Incrementally Estimated Total (USF)). ${ . : f
Terms d@nd Conditions

1. PTE hereby awards 4 cost reimbursable subaward {as determined by 2 GFR 200.330), to Subrecipient. The Statement of Work

and budget for this Subaward are as shown in Attachment 5, In its performance of Subaward work, Subrecipient shall be an
. independent entity and not an employes or agent of PTE.

2. Subrecipient shall submit involces not more often than monthly and not less frequently than quarterly for allowable costs
incurred, Upon the receipt of proper invoices, the PTE agrees to process payments in accordance with this Subaward and 2
CFR 200.305. All invoices shall be submitted using Subreciplenfs standard invoice, but at a minimum shall include current and
cumulative costs (including cost sharing), breakdown by major cost category, Subaward number, and cemf cation, as required in
2 CFR 200.415(a). Involces that do not reference PTE Subaward number shall be st lo_Subregipignt, Invoices and
questions concerning invoice receipt or payments shall be directed to the pary's | Fmanmal ) |Contact, shown in
Attachment 3A.

3.

ment of gumulative costs mcu'rred including cost shating, matked "FINAL" must be submitted 1o PTE's n
é Financial [Contact, as shown in Attachment 3A, not later than 60 days after the } Budget Penod gnddate__ | .

All payments shall be considered provisional and are subject to adjustrment within the total estlmated cost in the event such
adjustment is necessary as a result of an adverse audit finding against the Subrecipient.

Matters concernmg the technical performance of this Subaward shall be directed to the appropriate party’s Principal Investugator
as shown in Attachments 3A and 3B, Technical reports are required as shown in Attachment 4.

Matters concemlng the request or negotiation of any changes in the terms, conditions, or amounts cited in this Subaward, and
any changes requiring prior approval, shall be directed to the PTE's Wministratcve | Contact and the Subrecipient's
FAdministrative. . . }Contact shown in Attachments 3A and 3B, Any such change made to this Subaward redquires the
written approval of each party s Authorized Officlal as shown In Attachments 3A and 3B,

The PTE may issue hon-substantive changes to the Period of Performance and budget [ Bilateraily. . .. . Unilateral
modification shall be considered valid 14 days after receipt unless otherwise indicated by Subrec pient when sent to
Subrecipient's [ Administrative = {Contact, as shown in Attachment 3B.

Each party shall be responsible for xts negllgent acts or omissions and the negligent acts or omissions of its employees. officers, .
or directors, to the extent allowed by law.

Either party may. terminate this Subaward with 30 days written notice. PTE notice shall be directed o the

Admmlstratnve . iContact, and Subrecipient notice shall be directed to the Administrative ;
Contact as shown in Atachments 3A and 3B. PTE shall pay Subrecipient for termination costs as allowable under Uniform
Guidance, 2 CFR 200, or 45 CFR Part 75 Appendix IX, as applicable.

By signing this Subaward, including the attachments hereto which are hereby incorporated by reference, Subrec;plent cerfifies
that it will perform the Statement of Work in accordance with the tetms and conditions of this Subaward and the applicable terms
of the Federal Award, Including the approptiate Research Terms and Conditions {"RTCs") of the Federal Awarding Agency, as
referenced Ih Attachment 2, The parties further agree that they intend this subaward to comply with all applicable laws,
regulations, and requirerments.

By an Authorized Ofﬂclal/m’f tha PTE:

Autherzed Official of the Subrecipient

i’eLe«

Title:

.!

SaswsbaceH2 12/03/19

Name:

Yoel‘Sadovsky, Mp * | | Tomés J. Aragén, MD,DIPH | Date

Executive Director

Director, Population Health Division (PHD) } '

FDP OGT 2018
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DocuSign Envelope 1D: 861 400B2-5AC6-4BAC-84RA-239F 523DCCCT

Subaward Number;

Attachment 1

Certifications and Assurances ' i9649

Certification Regarding Lobbymg (2 CFR 200.450)

By signing this Subaward, the Subrecipient Authorized Official cerlifies, to the best of his/her knowledge and belief, that
no Federal appropriated funds have been paid or will be paid, by or on behalf of the Subrecipient, to any person for
influencing or attempting to influence an officer or employee of any agency, a Member of Congress, an officer .

or employee of Congress, or an employee of a Member of Congress in connection with the awarding of any

Federal contract, tha making of any Federal grant, the making of any Federal loan, the entering into of any

cooperative agreement, and the extension, continuation, renewal, amendment, or modification of any Federal

contract, grant, loan, or cooperative agreement in accordance with 2 CFR 200.450,

If any funds other than Federal appropriated funds have been paid or will be paid to any person for influencing or
intending to influence an officer or employee.of any agency, a Member of Congress, an officer or employee of Congress,

~ oran employee of a Member of Congress in connection with this Federal contract, grant, loan, or cooperative agreement,
the Subrecipient shall complete and submit Standard Form -LLL, "Disclosure Form to Report Lobbying,” to the PTE.

This certification is a material representation of fact upon which reliance was placed when this transaction was made

or entered into. Submission of this certification is a prerequisite for making or entering into this transaction imposed by 31
U.S.C. 1352, Any person who fails to file the required certification shall ba subject to a civil penalty of not less than
$10,000 and not more than $100 000 for each such failure.

Debarment, Suspension, and Other Responsibility Matters (2 CFR 200. 213 and 2 CFR 180}

By signing this Subaward, the Subrecipient Authorized Official certifies, to the best of his/her knowledge and belief that
neither the Subrecipient nor its principals are presently debarred, suspended, proposed for debarment, declared
ineligible or voluntarily excluded from participation in this transaction by any federal department or agency, m
accordance with 2 CFR 200.213 and 2 CFR 180. .

Audit and Access to Records

Per 2 CFR 200.501- 200.521, Subreciplent certifies that it will provide notice of any adverse findings which impact this
Subaward and will provide access to records as required by parts 2 CFR 200.336, 200.337, and 200.201 as applicable.
If Subrecipient is not subject to the Single Audit Act, then Subrecipient will provide notice of the completion of any
required audits and prowde access to such audits upon request. _

Program for Enhancement of Contractor Employee Protectlons {41 US.C 4712) :

Subrecipient is hereby natified that they are required to: inform their employees working an any federal award that they
are subject to the whistleblower rights and remedies of the program; inform their employees in writing of employee
whistleblower protections under 41 U.8.C §4712 in the predominant native language of the workforce and mc!ude such
requirements in any agreement made w1th a subgconiractor or subgrantes,

The Subrecipient shall require that the language of the cettifications above in this Attachment 1 he inbluded in the award
documents for all subawards at all tiers (including subcontracts, subgrants, and contracts under grants, loans, and
cooperative agreements) and that all subrecipients shall certify and disclose accordingly.

Use of Name

Neither party shall use the other party s name, trademarks, or other logos ih any publicity, advettising, or news release
without the prior written approval of an authorized representative of that party. The parties agree that each party may use
factual information regarding the existence and purpose of the relationship that is the subject of this Subaward for
legitimate business purposes, to satlsfy any reporting and funding obligations, or as required by applicable law or
regulation without written permission from the ather party. In any such statement, the relat|onsh|p of the parties shall be
accurately and appropriately described.
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DocuSign Envelope ID: 861400B2-56AC6-4BAC-94B0-239F523DCCC7

Attachment 2 - Subaward Number
Federal Award Terms and Conditions L96;49A ' a
Reguired Data ‘Ellements ' ’ Awarding Agency Institute (If Applicablé)
s : E National Institute of Allergy and Infectious Diseases
The data elements required by Uniform . e A - A
Guidance are incorporated|in the attached Federal Award. | Federal Award Issue Date FAIN CFDA No.
' FliMene fUM1AI068633  [03.855
 This Subaward Is: o CFDA Title _
™. 1 e . { Allergy and Infectious Diseases Research
Research & Development l Subject to FFATA = ' “Ksy Personnel Per NOA

E

General Terms and Conditions -
By slgning this Subaward, Subrecipient agrees to the following: :

1. To abide by the conditions on activitles and restrictions on expenditure of federél funds in appropriations acts that are
applicable to this Subaward to the extent those restrictions are pertinent. This includes any recent lagislation noted on the Federal

Awarding Agency's webslte:
} hitp://grants.nih. gov/grants/policy/nihgps/nihgps.pdf - ' B o
2. 2CFR 200

3. The Federal Awarding Agency's grants policy guidance, including addenda in effect as of the beginning date of the period of
performance or as amended found at: ' :

| htipy/grants.nih. gov/poligy/otices-him

4. Research Terms and Conditions, Including any Federal Awarding Agency's Specific Requirements found at:

§ httpsy/www.nisf.gov/awardsimanagingirc,sp ___|except for the following :

a. No-cost extensions require the written approval of the PTE. Any requests for a no-cost extenslon shall be directed to the
{Adminisirative ] Contact shown in Attachment 3A, not less than 30 days prior to the desired effective date of the requested
Ghange. .

b. Any payment mechanisms and financial reporting requirements described In the applicable Federal Awarding Agency Terms and

- Conditiens and Agency-Specific Requirements are replaced with Terms and Conditions (1) through (4) of this Subaward; and
¢. Any prior approvals are to be sought from the PTE and not the Federal Awarding Agency.
d. Title to equipment as defined in 2 CFR 200.33 that is purchased or fabricated with research funds or Subrecipient cost sharing funds,
as direct costs of the project or program, shali vest in the Subrecipient subject to the conditions specified in 2 CFR 200.313,
e. Prior approval must be sought for a change in Subrecipient Pl or change in Key Personnel (defined as listed on the NOA).

5. Treatment of program income: [Additve |

8pecial Terms and Conditions:

Data Sharing and Access: . )

Subrecipient agrees to comply with the Federal Awarding Agency's data sharing and/or access requirements as reflected in the NOA
or the Federal Awarding Agency's standard terms and conditions as referencad in General Terms arid Conditions 14 above.
{Provided upon request { is a Data Management and/or Sharing Plan that incorporates additional requirements as submitted to
et the Federal Awarding Agency. :

Data Rights: N

Subrecipient grants to PTE the right to use data created in the performance of this Subaward sclegr for the purpose of and only to the
-extent required to meet PTE's obligations to the Federal Government under its PTE Federal Award.

Copyrights: .

| Subreciplent Grants” * to PTE ‘an irrevocable, royalty-free, non-transferable, non-exclusive right and license to use,
reproduice, malke derivative works, display, and perform publicly any copyrights or copyrighted material (including any computer
software and its documentation and/or databases) first developed and delivered under this Subaward solely for the purpose of and
only to the extent required to mest PTE's obligations to the Federal Government under its PTE Federal Award,

Subrecipient grants to PTE the right to use any written progress reports and deliverables created under this Subaward solely for the
purpose of and only to the extent required to meet PTE's obligations to the Federal Goverhment under its Federal Award.

Promoting Objectivity in Research (COI):

Subrecipient must designate herein which entity's Financlal Conflicts of Interest policy (COI) will apply: | Subrecipient |

If applying its own GOl policy, by execution of this Subaward, Subrecinient certifies that its policy complies with the reguirements of
the relévant Federal Awarding Agency as identified herein:m]:H - 42 CFR Part 50 SubpartF =~ ] o ,

Subrecipient shall report any financial conflict of interest to PTE's Administrative Representative or COI contact, as designated on
Attachment 3A. Any financial conflicts of interest identified shall, when applicable, subsequently be reported to Federal Awarding
%gertggya %Lg:lh report shall be made before expenditure of funds authorized in this Subaward and within 45 days of any subsequently
identifie . ’

2705



DocuSign Envelope ID: 861400B2-5AC6-4BAC-94R0-238F523DCCC7

. Work Involving Human or Vertebrate Animais (Select Applicable Options) .
[%J No Human or Vertebrate Animals

This section left intenticnally blank.

Human Subjects Data (Select One) | Not Applicable

This section left intentionally blank

This section left intentionally blank -

. Additional Terms

The MTN Data Management/Sharing Plan can be found at:
Data Management/Sharing Plan can be found at: .
hitps:/minstopshiv.org/manual-operational-procedures

Sectipn 19: Data Access, Public Release and Cbmmunications
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DocusSign Envelope ID: 861400B2-6AC6-4BAC-04B8-239F523DCCCT

Subaward Number:

Attachment 3A - Fooas }
Pass-Through Entity (PTE) Contacts &
PTE Information
Entity Name: § Magee-Womens Research lnstltute & Foundatlon - l
Legal Address: 13339 Ward Street
Plﬁsburgh, PA 15213
Website: f mwrit.org B
PTE Contacts .
Central Email: E l
Principal Investigator Name: %Sharon Hillier, PhD ‘ } - |
Email: | hlSi@mwri mages.edu T Telephone Number: 1412-641-6435 '}
Administrative Coritact Name:EQh%W,' R@ha@é o | ‘ f
Email: | .qri.charqs@mwri:r}\agee.edd .' | Telephone Number: [412-641-8983 B
COI Contact email (if different to above): g' = B ‘ o } ,
Financial Contact Name: Ei(im Comer : | l
Email: 'Ecbmekj@mw}i magee.edu a ] Telephone Number: E412 641-61 59 l
Email mVOlceS" ) Yes O No  Invoice email (if different): | mwrinvoices@mwri.magee.edu R
Authorized Official Name fYoel}Sadoygky! MD T e | l
Emall: [ ysadovsky@muwri,magee.edu | Telephone Number: f41.2-'641'—24675' N

Pl Address:

Mageé—Womens Research Institute
204 Craft Ave
Pittsburgh, PA 15213

Administrative Address:

Magee-Wornens Researéh Institute and Foundation
3339 Ward Strest
Pittsburgh, PA 15213

Invoice Address:

Attn: Kim Comer
204 Craft Ave
- Pittsburgh, PA 15213
invoices should be emailed if possible ag indicated above
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DocuSign Envelope 1D: 861400B2-5AC6-4BAC-94Pa-239F523DCCCT

A‘E&a@hmeﬁ% SB . Subaward Number:
‘ Subrecipient Contacts 59649 I
Subrecipient Information for FFATA reporting
Entity's DUNS Name: E ~ City and County of San Francisco i
EIN NO-: E94-_GOOO4'17 . ] Institution Type: E ocal vaemm_ga_nt o l
. _— Currently registered in SAM.gov: Yes ‘Q No
DUNS: E 17336 } g i '
103717 Exempt from reporting executive compensatlon:@ Yes@ No (it no, complete 3Bpg2)
Parent DUNS: [105717335 | i This section for U.S, Entities: Zip Code Look-up ‘
Place of Performance Address: f Congressional District:} 12 | ZipCodetd: [ 94102-6045 .
25 Van Ness Ave, SF, CA 94102
Subrecipient Contacts =~ -
Central Email: E ' ]
Websife: E www.sfdph.org -
Principal Investigator Name: | Dr. Albert Liu
Email: E albert.liu@sfdph.org Telephone Number: | 415.437-7408
Administrative Contact Name: L_ Saﬁd‘ Shaikh ‘ )
Email: Esajid.shaikh@sfdph.gprg_ Telephone Number: 74157_2'5}51_;:,12

Financial Contact Name: | Sajid Shaikh

Email: | sajid.shaikh@sfdph.org

Telephone Nurnber: ]

415.255-3512

Invoice/Payment Email: ! David.Anabu@sfdph.org

Authorized Official Name: | Tomas Aragon

J Telephone Number:

415-787-2583

i f '
Email; tomas. aragon@sfdph.org
 Legal Address: '

‘25 Van Ness Ave, SF, CA 94102

Administrative Address:

1380 Howard St, 4th Fl, SF, CA 94102

Payment Address:

1380 Howard St, 4th FI,;'SF, CA 84102
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DocuSign Envelope |D: 86140082-6AC6-4BAC-94B9-239F523DCCC7

Subaward Number:
Attachment 3B-2 [5640 ]
Highest Compensated Officers e -

Subrecipient:
Institution Name: § San Francisco Dept of Public Health - I ' o ' N
Pl Name: §Dr. Abert Llu . L T ‘ 3

Highest Compensated Gfﬁc@rs

The names and total compensation of the five most highly compensated offlcers of the entity(ies) must be listed if
the entity in the preceding fiscal year received 80 percent or more of its annual gross revenues in
Federal awards; and $25,000,000 of more in annual gross revenues from Federal awards; and the public does
not have access to this information about the compensation of the senior executives of the entity through
periodic reports filed under section. 13(a) or 15(d) of the Securities Exchange Act of 1934 (15 U.S.C. §§

78m(a), 780(d)) or section 6104 of the Internal Revenue Code of 1986. See FFATA § 2(b)(1)  Internal Revenue
Code of 1986.

Officer 1 Name: | Ry

Officer 1 Compensation: |

Officer2 Name: |

SN S SN NN [ S

Officer 2 Compensation: | T . -

Officer 3 Name: | | o

Officer 3 Compensation: |

Officer 4 Name: |

l

1

| , |

Officer 4 Compensation: |~ L ' T ]
|

Officer 5 Name: |

Officer 5 Compensation: I e | e |
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DocuSign Envelope ID: 861400B2-5AC6-4BAC-94R0-239F523DCCCT7

Subaward Number:

Attachment 4 _ o649 ]
Reporting and Prior Approval Terms -

Subrecipient agrees to submit the following reports (PTE contacts are identified in Attachment 3A).
Technical Reports:

g Monthly technical/progress repoits will be submitted to the PTE’s{ Adminisirafive Contact_ |within{15___]days of
L=l of the end of the month.

Quarterly technical/progress reports will be submitted within 30 days after the end of each project quarter to
the PTE's | Administrative Contact 1.

@ Annual technical / progress reports will be submitted within[90___| days prior to the end of each budget period

=4 {0 the PTE's | Administrative Contact |, Such report shall also include a detailed budget for the next Budget Period,
updated other support for key personnel, certification of appropriate education in the conduct of human subject
research of any new key personnel, and annual IRB or IACUC approval, if applicable.

I%7] A Final technicaliprogress report will be submitted to the PTE’s [ Bringipal investigator | within[60__ Jdays of the -
end of the Pro;ect Period or after termination of this award, whichever comes first. ‘

@ Technical/progress reports on the project as may be required by PTE's| Administrative Contact [in order for the PTE
-1 to satisfy its reporting obligations to the Federal Awarding Agency.

Prior Approvals:

Carryover: ,

S — . Carryover instructions and requirements are as
{ Carcyover Is restricted for this subaward by the: . l{ Federal Awarding Agency | stated by the Federal Awarding Agency
l guidance or as shown befow.

Submit carryover requests fo ihef; Administrative Contact
Other Reports: .

: In accordance with 37 CFR 401.14, Subrecipient agrees to notify both the Federal Awardmg Agency via iEdison
“«~! and PTE's | Principal Investigator | within 60 days after Subrecipient’s inventor discloses invention(s) in writing
to Subrecipient’s personnel responsible for patent matters. The Subrecipient will submit a final invention report .
using Federal Awarding Agency specific forms to the PTE's | Administrative Contact | within 60 days of the end
of the Project Petiod to he Included as part of the PTE's final invention report to the Federal Awarding Agency.

A negative report is requlred [No . ]

! Property lnventory Report (only when requited by Federal Awardmg Agency), specific requirements below.

Additional Technical and Reporting Requirements:
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. Subaward Number

Attachment 5 9649

Statement of Worl, Cost Sharing, Indirects & Budget

Statement of Work

(@)Betow (ttached, ||
If award Is FFATA elIglble and SOW exceeds 4000 characters, include a Subrec.'/plent Fedeml Award iject Description

As Protocol Chair of MTN-038, Dr. Liu will provide overall leadership and guidance to the protocol |
team throughout the development, implementation, and operation of the protocol. He will establish |
and maintain conference calls and meetings to develop and manage the study and coordinate the |
establishment of study=specific working groups as needed to achieve the aims of the study. He
will also be responsible for monitoring participant safety through the Protocol Safety Review
Team, maintaining high data quality, adhenng to the proposed project schedule, and facilitating
decision making within the Protocol Team. Dr. Liu will oversee analysis and manuscript
preparation to ensure timely publication of results and dissemination of findings from the study.
He will also act as a liaison regarding this protocol with key leadership and operational groups
within the MTN and DAIDS. Dr. Liu is being provided additionai support to compiete pnmary
manuscripts for MTN 036 and MTN-038 prior to the end of the grant period.

Eudgetlnformation '
Indirect Information Indirect Cost Rate (IDC) Applied {25 _ v Costhharing 'No |
Rate Type: Eothér (-add in biquhgk) [ §25% of Pefsoﬁnel (ﬁosts [ | if Yes, include Amo'unt:$§:—iijj
Budgef Details ~ O Below, @ Attached,!—z;‘;pages‘ | |
Budget Totals
Oirect Costs $[T07omm00 |
Indirect Costs $E2§.,922_-PQ, 1

Total Costs  §{13461000 - |

All amounts are in United States Doflars
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* ORGANIZATIONAL DUNS:  |1937173380000 Enter name of Organization:

*Budget Type: [ Project Subaward/Consartium

- A, Senior/Key Person

§ Check Form for Errors j | Save ]
RESEARCH & RELATED BUDGET - Budget Period 1

A%Ws‘uwm 5

- OMB Number: 4040-0001
Expiration Date: 10/31/2019

City & ﬁounty of SF - Dept of Public Health ‘ ]

‘Budget Period: 1 * Start Date {1, 01 /2019| * End Date:

* Requested * Fringe

* Funds

Prefix * First Middle * Last Suffix Base Salary (5} Cal. " Acad. Sum. Salary ($) Benefits ($) Reguested ($)
| [a1bezt Liu ! | 192,300.00| 4.80} : 76,920.00] 30,769.00i 107, 685.00]
* Project Role: (Consortium PI I
T il : 4 : ‘ = —] Total Funds requested for all Senior
Additional Senior Key Persons: | | E Add Aitachment? (_Delete Attachmentf i View Altachme:t Key Persons'in the attached file l
Total Senior/iKey Person L 107,.688. 00]
F_B. Other Personnel
— .
—&  * Number of . . * Fringe *Funds
N> Personnel - * Project Role Benefits (5) Requested ($)
i Post Doctoral Associates | | T o |
i Graduate Students A |' | 1l |
) ! Undergraduate Students ! | { I j
[ | Secretarial/Clerical ! & L ]
1 7] ’ | J
S — ’ .
] i Total Number Other Personnel Total Other Personnel r J
Total Salary, Wages and Fringe Benefits {A+B) [ 107,688 .og}

Loooaezgﬂesz-uava—ovav-govg-zaooﬂga 1@ edojeaug ubignoo(g



C. Equipment Description

List items and dellar amount for each item exceeding $5,000
Equipment Hem

* Funds Requested ‘($)

(

— | , ]

Additional Equipment: ‘J i Add Attachment ] l Delele Aftachment H ViewAﬁachmént.[

Total funds requested for all equipmeﬁt fisted In the attached file
Totzl Equipment

D. Travel

I

13

|

l

Funds Reguested ($)

1. Domestic Travel Costs ( Incl. Canada, Mexico and U.S. Possessions)
2. Foreign Travel Costs ’

Total Travel Cost

E. Participant/Trainee Support Costs

Funds Requested (§)

4. Tuifion/Fees/Health Insurance

2. Stipends
N3, Travel
~J
-+ 4, Subsistence
™ ;

H

"5, Other | ' }

[:j Number of Parﬁcipamsz ratnees Total Farﬁcipaﬁrl’l‘ rainee Support Costs

£0000ETS6E ofy6-OVEP-90YS-28007198 1l 8dojAug ubignooq



vLLZ

F. Other Direct Costs

Funds Reguested ($}

o
a

Materials and Supplies

»

Publication Costs
Consultant Services

ADP/Computer Services

Alterations and Renovations

Subawards/Consortium/Contractual Costs -
Equipment or Facility Rental/lUser Fees

|
=

!

.l

I - - I Y

L
[

L
B
I
|

=
2
-

|
B

|

l
]

|

|
]

Total Other Direct Costs

Funds Requested' $

G. Direct Costs

H. Indirect Costs

Total Direct Costs (A thru F) l 107, 688.00|

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) * Funds Reqdested [£3]
: 1 .
125% of Total Persomnel Cost | ES.OO l | 107,688.00J 26,822.00
Total indirect Costs | " 26,922.00]

Cognizant Federal Agency

(Agency Name, POC Name, and

]

3
o

PQC Phone Number)

|. Total Direct and I[ndiu'ect Costs

Funds Reguested {$}

Total Direct and indirect Institutional Costs (G + H} | _134,610.00]

Funds Reguested {$)

J. Fee

K. Total Costs and Fee

| J

Funds Requesisd {$)

L. * Budget Justification

 Total Costs and Fee {1 + J) ( . 134,610.00]

(Only attach one file.) s

3[  Add Attachment | [ Delete Attachment ]L View Attachment k

L3DDUETSH6ET L ab6-OVEF-90VS-2800¥ 198 :al adojeauz ubisnooq



Stie

RESEARCH & RELATED BUDGET - Cumulative Budget

Section A, Seniov/Key Person

Section B, Other Personnel

Total Nuhber Other Personnel

Total Salary, Wages and Fringe Benefits {A+E)

Section C,' Equipment

Section D, Travel

1. Domestic

2. Foreign

Secfion E, #articipantlTraﬁnee Support Costs
Tuft_ion/FeeslHealth Insurance '

Stipends

. Travel

1.

2

3

4, Subsistence
5. Other

[

., Number of Participants/Trainees
Section F, Other Direct Costs

- 4. Miaferials and Supplies

2, Publication Costs

3. Consultant Services

4. ADP/Corriputer Services

5. Subawards/Consortium/Contractual Costs
6. Equipment or Facility Rental/User Fees

7. Alterations and Renovations

Other 1 ’

.~ Other2

10, Other 3

Section G, Direct Costs (A thru F)

@ @

.Section H, Indirect Costs

Sectlon |, Total Birect and Indirect Cosﬁ {G + H)
Section J, Fee o
Section I, Total Costs and Fee ([ + J)

Totals ($}

l

i07,688.00

l

- |

|

107,688.00;

S

107, 688.00]

26,922.00]

. 134, 610.00|

]

,_.Mm_h_?

134, 610.00)|

10D03€ET8-46E¢-vaV6-0VEY-90VS-Z2800¥ .98 -] edojeauz ubignoog
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Subaward Number:
L9649 | |

Attachment 6
Notice of Award (MOA) and any additional documents

g’% The following pages include the NOA and if applicable any additional documentation referenced
pee throughout this Subaward.

‘ Not incorporating the NOA or any additional documentation ta this Subaward.
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Abnchwnd b

Nofice of Award -
& Multi-Component Research Project Co-op Agreements Federal Award Date:  11/19/2019

Department of Health and Human Services ' : ‘ s o
W5 é National Institutes of Health : o

NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES

o‘“‘wm,

Grant Mumber: 5UM1AI068633-14
FAIN: UM1AI068633 :

Principal Inwestigator(s)
Sharon L, Hillier, PHD

Project Titﬂe:lLeadership and Qperations Center (LOC): Microbicide Trials Network

Yoel Sadovsky

DIR., OF GRANTS & CONTRACTS
MAGEE-WOMEN'S RES INST/FDN
OFFICE OF RESEARCH ADMIN
3339 WARD STREET
PITTSBURGH, PA 152133180

Award e-mailed to: mwrifnih@mwri.magee.edu

Period Of Performance:
Budget Period: 12/01/2019 -1 1/30/2020
Pro_{ect Period: 06/29/2006 - 11/30/2020

Dear Business Official:

The National Institutes of Health hereby awards a grant in the amount of $6,862,220 (see "Award
Calculation” in Section { and “Terms and Gonditions” in Section lll) to MAGEE-WOMEN'S RES
INST AND FOUNDATION in support of the above referenced project. This award is pursuarnt t6
the authority of 42 USC 241 31 USC 8305 42 CFR 52 and is subject to the requirements of this -
statute and regulation and of other referenced, incorporated or. attached terms and conditions.

Acgeptance of this award including the “Terms and Conditions” is acknowledged by the grantee
when funds are drawn down or otherwise obtained from the grant payment system.

Each publication, press release, or other document about research supported by an NIH award
‘must include an acknowledgment of NIH award support and a disclaimer such as "Research
reporied in this publication was supported by the National Institute Of Allergy And Infectious’
Diseases of the National Institutes of Health under Award Number UM1AI0B8633. The content is
solely the responsibility of the authors and does not necessarily represent the official views of
the National Institutes of Health.” Prior to lssumg @ press release concerning the outcome of this
research, please notify the NIH awardmg IC in advance to allow for coordination.

Award reciplents must promote objectivity in research by establishing standards that provide a
reasonable expectation that the design, conduct and repdrting of research funded under NIH
awards will be free from bias resulting fram an Investigator's Financial Conflict of Interest (FCOI),
in accordance with the 2011 revised regulation at 42 CFR Part 50 Subpart F. The Institution
shall submit all FCOI reports to the NIH through the eRA Commons FCOI Module. The regulation
does not apply to Phase | Small Business Innovative Research (SBIR) and Small Busmess
Technology Transfer (STTR) awards. Consult the NIH website

hitp://grants.nih. qcv/qrams/nohcv/cm/ for a link to the regulation and additional important
information.

If you have any questions about this award, please contact the individual(s) referenced in Section
V. : '

Sincerely yours,
' Page-1

NI NGAR | V:—:rsnoﬁ‘ a8 foeehos 226]1 FIMtFenera(eci on, PIHE016 12:00.32 AM
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Ann W, Devine
Grants Management Officer
NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES

Additional information follows

} Page:2
R [ WAL 271 8 ted 18



DocuSign Enve!opé ID: 861400B2-5AC6-4BAC-94B9-239F523DCCC7

SECTION | - AWARD L .A — 5UNM1AI068632-14

Award Calculation (U8, Dollars}

$736,003

Salaries and Wages

Fringe Benefits .$184,001
Personne! Costs (Subtotal) $920,004
Consultant Services $130,393
Materials & Supplies $16,908
Travel $322,759
Other $693,759
Subawards/Consortium/Contractual Costs’ $3,918,106
Federal Direct Costs $6,001,927
Federal F&A Costs $1,229,454
Approved Budget $7,231,381
Total Amount of Federal Funds Obligated (Federal Share) $7,231,381
Less Unobligated Balance ' - $569,161
TOTAL FEDERAL AWARD AMOUNT $6,662,220
AMOUNT OF THIS ACTION (FEDERAL SHARE) $6,662,220

SUMMARY TOTALS FOR ALL YEARS
YR THIS AWARD CUMULATIVE TOTALS
14 $6.662.220 . $6,662,220

Fiscal Information:

CFDA Name: Allergy and lnfectxous Dlseases Research
CFDA Number: - 83.855

EIN: : 1251462312A1
‘Document Number: UAI0BB833B

PMS Account Type: P (Subaccount)

Fiscal Year: 2020

IC CAN 2020

HD 8014710 -1 $3,000,000
Al 8017492 $600,000
Al 8029655 $2,023,351 |
Al 8472297 $1,038,869

NIH Administrative Data: .
PCC: A22C / OC: 41029/ Released: ADEVINE 11/18/2019
‘Award Processed: 11/19/2019 12:03:32 AM

SECTION 1i - PAYMENT/HOTLINE INFORMATION — 5UM1AI088633-14.

For payment and HHS Office of Inspector General Hotline information, see the NIH Home Page
. at httes://orants il govigrants/policy/ewardconditions. him .

SECTION il — TERMS AND CONDITIONS — 5UM1AI068633-14

This award is based on the apphcatlon submitted to, and as approved by, NIH on the above-titled
project and is subject to the terms and conditions mcorporated either directly or by reference in
the following:

g

20

The grant program legislation and program regulation cited in this Notice of Award.
Conditions an activities and expenditure of funds in other statutory requirements, such as
those included in appropria’nons acts.

45 CFR Part 75,

National Policy Requirements and all other requirements described in the NIH Grants

o JUGA R : Vorsion; .

Page-3
1,2)26/2018 2:22.00 PMi Generaled on {1/19/2019 42.05:52 AM
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Policy Stateme.. , including addenda in effect as of the begint....4 date of the budget
period.

e. Federal Award Performance Goals: As requnred by the periodic report in the RPPR or in
the final progress repott when applicable.

f.  This award notice, INCLUDING THE TERMS AND CONDITIONS CITED BELOW,

(See NIH Home Page at idtp://grants. nib.govigrantsipolicy/awardsonditions. hitm for certain
references cited above.)

Research and Development (R&D) All awards issued by the Natlonal Institutes of Health (NiH)
meet the definition of "“Research and Development” at 45 CFR Part§ 75.2. As such, auditees
should identify NiH awards as part of the R&D cluster on the Schedule of Expendltures of Federal
Awards (SEFA). The auditor should test NIH awards for compliance as instructed in Part V,

. Clusters of Programs. NiH recognizes that some awards may have another classificatioh for
purposes of indirect costs. The auditor is not required to report the disconnect (i.e., the award is

- classified as R&D for Federal Audit Requirement purposes but non-research for indirect cost rate
purposes), unless the auditee is charging Indirect costs at a rate other than the rate(s) specified in
the award document(s).

Carry over of an Unobligated balance into the next budget period requnres Grants Management
Officer prior approval.

This award is subject to the requirements of 2 CFR Part 25 for instituﬁons to receive a Dun &
Bradstrest Universal Numbering System (DUNS) number and maintain an active registration in
the System for Award Management (SAM). Should a consortium/subaward be issued under this
aWard a DUNS requirement must be included. See

hiip: //mants nih. aovigranis/policy/awardconditions.him for the full NIH award term 1mp!ementlng
this requnrement and other additional information.

This award has besn assigned the Federal Award Identification Number (FAIN) UM1AIO68633.
- Recipients must document the assigned FAIN on each consortnum/subaward issued under thns
. award.

This award is not subject to the Transparency Act subaward and execu‘tive compensatioﬁ
reporting requirement of 2 CFR Part 170.

In accordance with P.L. 110-161, compliance with the NIH Public Access Policy is now
mandatory. For more information, see NOT-OD-08-033.and the Public Access website:
http:.//publicaccess.nih.aov/.

" This award provides support for one or more clinical trials. By law {Title VHI, Section 801 of Public
Law 110-85), the "responsible party” must register "applicable clinical trials” on the .
ClinicalTrials.qov Protoco} Registration System Information Website. NIH encourages registration
of all trials whether required under the law or not. For more information, see
hitp://gremts.nih. aov/Chmcal Trials fdaae/

This award provides support for one or more NIH defined Phase il Clinical Trials. The NIH Policy

for research supported as an NIH Phase 11l Clinical Trial has been amended in Section I1.B. of the
. NIH Guidelines on the Inclusion of Women and Minorities as Subjects in Clinical Research -

Amended Qctober 2001 (see

it ffarants.nih, aov/qrants/funqu/women mm/uuxdehnes amended 10 2001.him).

A description of plans to conduct analyses, as appropriate, by sex/gender and racial/sthnic
groups must be included in clinical trial protocols. Cumulative subject accrual and progress in
conducting subset analyses must be reported to NIH in the annual Progress Reports. Final -
- analyses of sex/gender and racial/ethnic differences must be reported in the required Final
PrOQress Report or Competitive Renewal Apphoatlons {or Contract Renewals/Extensions) as
. stated in Section 11.B. of the Guidelines.
This award represents the final year of the competitive segment for this grant. See the NIH
Grants Policy Statement Section 8.6 Closeout for complete closeout requirements at:
hitp:/grants.iih. govly ron{q/nohcv/mohcv hitn#gns.

Page-4
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A final expenditure Federal Financial Repott (FFR) (SF 425) must be submitied through the eRA

- Commons (Commons) within 120 days of the period of performance end date; see the NIH
Grants Policy Statement Section 8.6.1 Financial Reports, _
hito://grants. nih.gov/grants/palicy/policy. htrm#gps, Tor additional information on this submission
requirement. The final FFR must indicate the exact balance of unobligated funds and may not
reflect any unliquidated obligations. There must be no discrepancles hetween the final FFR
expenditure data and the Payment Management System's (PMS) quarterly cash transaction data.
A final quartetly federat cash fransaction report is not required for awards in PMS B subaccounts
(i.e., awards to foreign entities and to Federal agencies). NIH will close the awards using the last
recorded cash drawdown level in PMS for awards that do not require a final FFR on expenditures
or quarterly federal cash transaction reporting. It is impartant to note that for financial closeout, if
a grantee fails to submit a required final expenditure FFR, NIH will close the grant using the last

~ recorded cash drawdown level. If the grantee submits a finat expenditure FFR but does hot
reconcile any discrepancies between expenditures reported on the final expenditure FFR and the
last cash report to PMS, NIH will close the award at the lower amount. This could be consndered
a debt or result in disaliowed costs.

A Final Invention Statement and Certification form (HHS 568), (not applicable to training,
construction, conference or cancer education grants) must be submitted within 120 days of the
expiration date. The HHS 568 form may be downloaded at: hito/qrants.nih.govigrants/forms. htm.
This paragraph does not apply to Training grants, Fellowships, and certain other programs-—i.e.,

- activity codes C08, D42, D43, D71, DP7, G07, GOS8, G11, K12, K16, K30, P09, P40, P41, P51,
R13, R25, R28, R30, R90, RL5 RL9 810 814 815, U13 U4, U41 42, U45 UCs, UC7 UR2
X01, X02.

Unless an application for competitive renewal is submitted, a Final Research Performance
Progress Report (Final RPPR) must also be submitted within 120 days of the period of
- performance end date. If.a competitive renewal application is submitted prior to that date, then an

Interim RPPR must be submitted by that date as well. Instructions for preparing an Interim or
Final RPPR are at: hitps:/granis.nih.govigrantsirppr/ropr_instruction_guide.pdf. Any other
specific requirements set forth in the terms and conditions of the award must also be addressed

- in the Intetim or Final RPPR. Note that data reported within Section | of the Inferim and Final
RPPR forms will be made pubiic and should be written.for a lay person audience. .

NiH strongly encourages electronic submission of the final invention statement through the
Closeout feature in the Commons, but will accept an email or hard copy submission as Indicated
below.

* Email: The final invention statamen‘t may be e-mailed as PDF attachments to:
NiHClogeouiCenter@mail.nih.gov.

Hard copy: Paper submissions of the final invention statement may be faxed to the NIH Division
of Central Grants Processing, Grants Closeout Center, at 301-480-2304, or mailed to:

National Instifutes of Health
Office of Extramural Research
Division of Central Grants Processing
Grants Closeout Center
8705 Rackledge Drive
Suite 5018, MSC 7986 .
. Bethesda, MD 20892-7986 (for regular or U.S. Postal Service Express mail)
Bethesda, MD 20817 (for other courier/express deliveries only)

NOTE: If this is the final year of a competitive segment due to the fransfer of the grant to another
institution, then a Final RPPR is not required. However, a final expenditure FFR is required and
should be submitted electronically as noted above. If not already submitted,.the Final Invention
Statement is required and should be sent directly to the assigned Grants Management Specialist.

Thxs award is funded by the following list of institutes. Any papers pubhshed under the auspices
of this award must cite the funding support of all institutes.

Page-5-
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| Eunice Kennedy Shnvb. Natlonal lnsﬂtute Of Child Health & Human chvelopment (NXCHD)
National Institute Of Allergy And Infectious Diseases (NIAID)

In accordance with the regulatory requirements provided at 45 CFR 75.113 and Appendix Xl fo
45 CFR Patt 75, recipients that have currently active Federal grants, cooperative agreements,
and procurement contracts with cumulative total value greater than $10,000,000 must report and
maintain information in the System for Award Management (SAM) about civil, criminal, and
administrative proceedings in connection with the-award or performance of a Federal award that
reached final disposition within the most recent five-year petiod. The tecipient must also make
semiannual disclosures regarding such proceedings. Proceedings information will be made
publicly available in the designated integrity and performance system (currently the Federal -
Awardee Performance and Integrity Information System (FAPIIS)). Full reporting requirements
and procedures are found in Appendix Xil fo 45 CFR Part 75. This term does not apply to NIH
fellowships.

Treatment of Program lncome:

Additional Costs

SECTION IV — Al Special Terms and Conditions ~ SUNI1AI088633-14

Clinical Trial Indicator: Yes
This award supports one or more NiH-defined Clinical Trlals See the NIH Grants Policy Statement
Sec‘non 1.2 for NIH definition of Clinical Trial.

This Notice of Award includes a cumulative amount of $2,023, 351 Total Costs awarded for
Protocol Funding.

ek

This noncompetetive award reflects a portion of the funding amount an'uclpated for FY 20. An
adjustment upward | lS anticipated,

REX

This award provides funds in the amount of $2,023,351 Total Costs (51,914,373 Direct Costs and
$108,978 F&A Costs) for Protocol Funds (PF). These funds provide support for the period
12/01/18 - 11/30/20. Funds are provided for PF as requested by Yos! Sadovsky / Magee-
Women's Research Institution and Foundation on 10/01/2019,

The unobligated balance stated in the Notice of Award, $569,161, represents a portion of the
unobligated balance reported on the 12 year FFR This amount is now available for PF for your
expenditure,

Protocol Funds (PF): The LOC has chosen to distribute Network Protocol Funds (PF) directly to
the Clinical Trial Unit (CTU) and/or Clinical Research Sites (CRS) affifiated with the Network The
LOC is required to:

Establish a consortium agreement or nonmonetary agreement with each CRS affiliated with the
Network.

Establish a consortium agreement or nonmonetary agreement with the Clinical Trial Unit (CTU)
affiliated with the CRS. Agreements with the CTU must state whether the PF will be provided
directly to the CRS by the LOC or whether the funds will be provided directly to the CTU for CRS
use. In either case, the CTU will have the primary responsibliity-for all PF accounting. The
agreement must include the purpose, amount of funds, and time frame for the LOC to provide PF

- to each CRS associated with the specific CTU. When PF support is provided to the CRS, the
amount and purpose must be provided to the CRS's CTU at the same time.

The annual PF distribution plan must be submitied to your NIAID/DAIDS NLG Program Officer
- and Grants Management Specialist for NIAID approval prior to implementing.

Page-6
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Summary of Requirements:

@ Ensure executed nonmonetary agreement(s) and/or consortium agreement(s) are in
place prior to funding of PF.

o Include the CTU on all commumcattons regarding protocol funding.

o Ensure the consortium agreement(s) with the CRS indicates that they must provide at
minimum quartetly information on actual grant expenditure to either the CTU (if the CRS
is affiliated with a CTU) or the Network (if strictly a protocol specific site not affiliated with
aCTU).

s For protocol specn‘" G sites not affifiated with a CTU, the LOC must keep records of actual
expenditures, and ensure GCP and HSP training is completed for all personnel, and that
time and effort Is accounted for in the progress report.

o For protocol specific sites not affillated with a GTU, the LOC will report all actual protocol
fund expenses to NIAID annually.

= For all CTU/CRS disbursements during the -14 budget period the LOC will report actual
expenses for all protocol funds disbursed during the -14 budget period to NIAID
by March 31, 2020,

o LOC will verify invoices/participant enrollment agamst SDMC data.

fkd

This award authorizes the use of the Protocol Implementation Funds (PIF) to purchase Clinical
Trial Insurance required by South Africa. This is in accordance with the request

dated 09/20/2019 from Sara Arvay, Magee-Women's Research Institute and Foundation.. These
funds are restricted per protocol as noted below and may not be used for another purpose without
NIAID award agency approval. ‘

o MTN 042 - $3,197

This award authorizes the use of the Protocol Implementation Funds (PIF) to purchase Clinical
Trial lhsurance required by Uganda. This Is in accordance with the request dated 11/05/2019
from Sara Arvay, Magee-Women’s Research Institute and Foundation. These funds are

. restricted per protocol as noted below and may not be used for another purpose without NIAID
award agency approval,

o MTN 042 - $20,340

“This award authorizes the use of the Protocol Implementation Funds (PIF) to purchase Clinical
Trial Insurance required by Peru, This Is in accordance with the request dated 11/04/2019
from Sara Arvay, Magee-Women's Research Institute and Foundation, These funds are
restricted per protocol as noted below and may not be used for another purpose Wzthout NIAID
award agency approval

= MTN 035 - $506

Rikwe

Funds may vary in future years depending on NIAID sclentific priorities, availability, network

needs and the ability of the Network fo coordinate an appropriate study participant base with
which to conduct the research proposed with the clinleal trial units and sites. 1f the volume of
research activities changes in a given year, NIAID/NIH reserves the right to renegotiate effort and
funds upward or downward for the given year. ‘

i

This award is issued as a Cooperative Agreement, and a$ such, substantial NIH scientific and

. programmatic involvementis anticipated ih the performance of the activity. This award is subject
to the Terms and Conditions of Award as set forth in Section VI: Award Administration
Information of RFA Al-12-008, Leadership Group for a Clinical Research Network on Microbicides
to Prevent HIV Infection (UM1) release date 01/27/2012 which are hereby incorporated by

"o
e
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reference as special terms and conditions of this award. This RFA may be accessed at:
lsﬁpc Havants.nih, JOV/QFaHh/C!U(dE/ﬁa“f les/REA-AL-12-008,himt

_This award is subject to the Clinical Terms of Award included in Monitoring of Clinical Trials and

. Studies - NIAID (see NIH Guide for Grants and Contracts, July 8, 2002, NOT Al-02-032). These -
terms and conditions are hereby incorporated by reference, and can be accessed via the |
following World Wide Web address: htp:/www.nisid.nih.govinen/odifclinterm.adf. All
submissions required by the NIAID Clinical Terms of Award must be forwarded electronically or
by mail to the responsible NIAID Program Official identified on this Notice of Grant Award.

ek

In addition to the NIAID Clinical Terms of Award and all NIH clinical research policies, awardees
must comply with the applicable DAIDS Clinical Research Policies and Standard Procedures
Documents for all new studies. All clinical trial protocols must be reviewed and approved by the
DAIDS Prevention Science Review Commitiee prior to implementation.

Hh%

Grantees may contact tﬁe appropﬁate NIAID DAIDS staff with quesﬁons regarding these policies
and standard procedures. For general questions, the aSS|gned Network Leadership Group
Program Ofﬂcer (NLG PO) should be contacted.

deed

Laboratories performing testing in suppott of clinical trials funded and/or sponsored by NIAID -
DAIDS must comply with the Policy on Requirements for DAIDS. Funded and /or Sponsored
Laboratories in Clinical Trials (Refer to: hitps:/vww . niaid nih.gov/ressarchfdaids-clinical
research-laboratory-specimens-management. - The purpose of this pelicy is o safeguard
participants enrolled in clinical trials and to ensure the reliabllity and validity of all laboratory
measurements taken to determine eligibility, identify and manage adverse events, and assess
outcomes during the course of the clinical trial. Grantees may contact the appropriate NIAID
DAIDS staff with questions regarding this policy and associated appendices (Appendix 1-DAIDS

- Requirements for U.S. Laboratoties, Appendix 2- DAIDS Requirements for Non-U.S. ‘
Laboratories, Appendix 3-DAIDS Good Clinical Laboratory Practices (GCLP) Standards For
general questions, the assigned NLG PO should be contacted.

el

The Network Leadership Group (NLG) comprised of the Principal Investigators of the three linked -
MTN Network awards (LOC, L.C, SDMC) is responsible for ensuring that the Networks major
structural components are capable of carrying out their respective responsibilities and operate in
a well-coordinated fashion. The Network bylaws, policies and operating procedures for all
aspects of Network activitles must be in concert with NIH, NIAID and DAIDS policies.

xkk

' Addltlon or deletion of major research protocols will reqmre review and recommendations made
by the SWG, followed by NIAID DAIDS approval. A major research protocol or trial is currently
defined as $5 000,000 total costs in any given year of its implementation or more than
$20,000,000 total costs for all years. This includes the costs at the LOC, LC, and SDMC, as well
as the sites. When a major research protocol concludes early o is cancelled any planned future -
fundlng for that protocol will be adjusted accordingly.

CLINICAL TRIAL INSURANCE: Clinical trial insurance requires prior approval and must be
requested on a per protocol basis. No funds may be authorized to provide clinical trial insurance
unless specmcaﬂy indicated on a revised Notice of Award.

Ak

Wiritten approval must be obtained for any changes in personnel or any change in the level of
effort for the following individual (s):
Jared Baeten ’

R

The grantee (and sub recipient for data management activities) will continue to demonstrate
progress in the implementation of the Medidata RAVE clinical trials data management system
(CTDMS). ‘

Page-8
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Ao

The grantee will continue to demonstrate improvement in guality systems management and
improved adherence to good clinical data managsment practices (GCDMP) in response to site
audit findings from September 2013, The DAIDS may conduct follow up site audit visii, at a date '
to be determined, to assess level of compliance.

The grantee will ensure that the data management systems are compatible with other Networks
and the NIAID Clinical Research Management System (CRMS) in order to ensure seamless
transfer and sharing of data and information. This includes implementation of data recongiliation
and monitoring procedures established by NIAID/DAIDS to ensure data quality and mtegrlty

wRN

The awardee institution must coordmate with the NIAID Office of Communications and the
approprlate Program Officer any media communications which describe projects or programs
funded in whole or in part with Federal money.

Fedek

The Research Performance Progress Report (RPPR), Section G.9 (Foreign component), includes
. reporting requirements for all research performed outside of the United States. Research
conducted at the following sote(s) must be reported in your RPPR:

University. of Manitoba, Canada

Kenyatta National Hospital, Kenya

Wits Health Consortiu (Pty), South Africa

University of Cape Town, South Africa

Univeristy of Zimbabwe, Zimbabwe

Blantyre Health Research and Training Trust, Malawi

Associcacion Civil Impacta Salud y Educacion Jr., Peru

University of KwaZulu-Natal-CAPRISA- eThekwmu Ciinical Research Site, South Africa
Emavundleni (EMA) CRS, South Africa

Chiang Mai University HIV Prevention CRS, Thanand

Makerere U. John Hopkins U. Research Collaboration / MUJHU Care Ltd CRS, Uganda
Seke South CRS, Zimbabwe .

Zengeza CRS, Zimbabwe

Spilhaus CRS, Zimbabwe

2 '@ & & © 2 &2 @ & © & O O

Fhk

This award reflects current Federal policies regarding Facilities & Administrative (F&A) Costs for
foreign grantees including forelgn sub-awardees, and domestic awards with foreign sub-
awardees. Please see: Chapter 16 Grants to Foreign Organizations, International Organizations,
and Domestic Grants with Foreigh Components, Section 16.6 "Allowable and Unallowable Cost”
of the NIH Grants Policy Statement effective October 1, 2017.

wddh

This award méy include collaborations with and/or between foreign organizations, Please be
advised that short term travel visa expenses are an.allowable expense on thls grant, if justified as
critical and necessary for the conduct of the project.

E2

This Notice of Award (NoA) includes funds for activity with the following:

University of Pittsburgh

Albert Einsteln College of Medlcme

Family Hezlth Internationa! (FHI 360)
Hekteon Institute for Medical Research
Kenyatta National Hospital, Kenya

Johns Hopkins University

Population Council

Research Foundation for Mental Hygiene
San Francisco Department of Public Health
-RTl Intemational

@ ® © o @& 2 O ® & 9
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University of Pennsylvania

University of Alabama at Birmingham’

University of Washington

Wits Health Consortium, South Africa

University of Cape Towh, South Africa

University of Zimbabwe, mebabwe

University of Malawi

University of Miami :

University of Manitoba, Canada

Blantyre Health Research and Training Trust, Malawi

Associcacion Civil Impacta Salud y Educacion Jr., Peru

University of KwaZulu-Natal-CAPRISA- eThekwml Chmcal Research Site, South Africa
Emavundleni (EMA) CRS, South Africa

Chiang Mai University HIV Prevention CRS, Thaxland

Makerere U. John Hopkins U. Research Callaboration / MUJHU Care Ltd CRS, Uganda
Seke South CRS, Zimbabwe

Zengeza CRS, Zimbabwe

Spilhaus CRS, Zimbabwe

¥ ® ® © o ® € & & © & © & e ©®o B © 6

R

No funds in this award shall be used to pay the salary of an individual at a rate per year in excess
of the amounts reflécted in the following NIH Guide Notice:
hitps:-flurants.nih.aovigrants/ouide/notice-files/NOT-0D-18-137 himk. Therefore this award is
issued at the committed level but reflects a'rebudgeting of $452 from the Personnel category in
the RTI Subaiard to the Other Direct Cost category in the RTI Subaward budget.

EhE

The no-cost extension provision of the NIH Standard Terms and Condltlons of Award has been
removed from this award,

STAFF CONTACTS

The Grants Management Specialist is responsible for the negotiation, award and administration of
this project and for interpretation of Grants Administration policies and provisions. The Program
Official is responsible for the scientific, programmatic and technical aspects of this project. These

. individuals work together in overall project administration. Prior approval requests (signed by an
Authorized Organizational Representative) should be submitted in writing to the Grants
Management Speoialist. Requests may be made via e-mail.

Grants Management Specialist; Jason A. Lundgren
Email: lundgrenj@mail.nih.gov Phone: 240-669-2973 Fax: 301-493- 0597

' Program Official: Roberta J. Black

Email: rblack@niaid.nih.gov Phone: 301-496-8199
- SPREADSHEET SUMMARY

GRANT NUMBER: 5UM1AI068633-14

INSTITUTION: MAGEE-WOMEN'S RES INST AND FOUNDATION -

‘Budget ’ : - Year 14

Salaries and Wages ' $736,003
Fringe Benefils $184,001
Personnel Costs (Subtotal) : ] $920,004
Consultant Services - ’ $130,393
Materials 8 Supplies - o $16,906
Travel S . $322,769
Other — 1$693,759
Subawards/Consortium/Contractual Costs | $3,918,106
. ' Page-10
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TOTAL FEDERAL DC $8,001,927
TOTAL FEDERAL F&A $1,228 454
TOTAL COST $6.662,220
Facilities and Administrative Costs Year 14

F&A Cost Rate 1 ‘ 59%

F&A Cost Base 1 $2,083,821
F&A Costs 1 $1,229,454

Page-11
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San Francisco Department of Public Health
MTN 028 Protocol
BUDGET AND JUSTIFICATION
(December 1, 2019 — November 30, 2020)

1. Budget Jqstification

a. SFDPH Personnel
b. SFDPH Mandatory Fringe Benefits (@ 40 0%)

4.80 Cal Months Principal Investigator: Liu, Albert MD
Annual Salary = $192,300 X .40 FTE X 12 mos = $76,920
Mandatory Fringe Benefits (@40%) = $30,768 - $107,688

As protocol chair of MTN-028, Dr. Liu will provide overall leadership and guidance to the protocol team
throughout the development, implementation, and operation of the protocol. He will establish and maintain
conference calls and meetings to develop and manage the study, and coordinate the establishment of study-
specific working groups as needed to achieve the aims of the study. He will also be responsible for monitoring
participant safety through the Protocol Safety Review Team, maintaining high data quality, adhering to the
proposed project schedule, and facilitating decision making within the Protocol Team. Dr. Liu will oversee
analysis and manuscript preparation to ensure timely publication of resuits and dissemination of findings from
the study. He will also act as a liaison regarding this protocol with key leadership and operational groups
within the MTN and DAIDS.

Total SFDPH Salaries and Wages $76,920

Total SFDPH Mandatory Fringe Benefits $30,768

Total SFDPH Personnel $107,688
c. SFDPH Consultant Costs. | : | $0
d. S'FDPH Equipment | $0
e. SFDPH Supplies h | | $0 -
. SFDPH Travel | )
d. SFDPH Other Expenses ' $0
h. Total Direct Costs . ‘ $107,688
i. F &A@ 25.00% (Total Personnel) | $26,922
k. Total Direct Costs (for next budget period) $134,610
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SA‘N FRANCISCO DEPARTMENT OF PUBLIC HEALTH

Center for Public Health Research

2729

Dept/Div: Leadership and Operation Center: Microblcide Trials Network
Fund Group: 2S/CHS/GNC 12/01/19-11/30/20
Index Code: HCHIVRSRCHGR
Grant Code: HCAO8B6
Grant Detail: 20
40.00% .
CATEGORY/LINE ITEM Annual | Annual | Total Annual| % OF | % OF | Monthly Salary { FrinBen} Total
Salary | Frin Ben | SalfFrin Ben| TIME FTE Rate Mth | Budget| Budget | Budgat
A, PERSONNEL
1. Senlor Physician Speclalist
2232 5 A jam 192,300 76,920 268,220 40.00%} 0.4000 | 16,026 12 76,920 | 30,768 | 107,688
2 COLA
(4%)
3 STEP Increases
(6%)
TOTAL SALARY/FRINGE 192,300 76,920 269,220 | 40.00% | 0.4000 18,025 12 76,920 30,768 107,688
00101 SALARIES 76,920
00103 FRNG BN 30,768
SUB TOTAL 107!688
C. TRAVEL
1. Local Travel (02301) i)
2, Out-of-Jurisdiction Travel (02101) 1]
Sub Total TRAVEL 0
D, EQUIPMENT
1. Computer {06064) 0
Sub Total EQUIPMENT 0
E. MATERIALS AND SUPPLIES
1. Office suppiies {04851)
2, Non-inventoried equipmt (04921} 0
3, Clinlcal supplies (04431} 0
4, Laboratory supplles (04431) 1]
Sub Total SUPPLIES 0
F. CONTRACTUAL SERVICES {02789}
1. PHFE 0
Sub Total CONTRACTS 0
G, OTHER
1. Rent 4}
2, Photocopler maint {02931) 1]
3. Repro srve {In House){03551) ]
4. Print/Slide srve (Outslde)(03552) 0
5. Promotion and advertising{03599) 0
8. Client Stipends {02733) 0
7. Albert Liu Salary per Service Agreement 0
Sub TOTAL OTHER 0
TOTAL DIRECT COST 107,608
BUDGET SUMMARY
A, SALARIES 76,920
B, MANDATORY FRINGE 30,768
C. TRAVEL 0
D. EQUIPMENT 0
E. MATERIALS AND SUPPLIES 0
F. CONTRACT/MOU 0
G. OTHER 0
DIRECT COSTS 107,688
H. INDIREGT COST (25% of total salarles) 26,922
TOTAL BUDGET . 134,610
AWARD 434,610
SURPLI{DEFICIT) ;0




City and County of San Fran co : .epartmeht of Public Health

London N. Breed , _ Dr. Grant Colfax
Mayor o Director of Health
TO: Angela Calvillo, Clerk of the Board of Supervisors
FROM: Dr. Grant Colfax |
Director of Health
DATE:  1216/2019
SUBJECT:  Grant Accept and Expend

GRANT TITLE:  Accept and Expend Grant - Leadership and Operations
Center (LOC) Microbicide Trials Network- $134,610

Attached please find the original and 1 copy of each of the following:

Xl  Proposed grant resolution, original signed by Departmeht‘

. Grant information form,lincluding disability checklist -

| Budget and Budget Justification

[] Grant application: Not Applicable. No applicatio_h éubmitted.
Agréement | Award Letter |

] Other (Explain):

Special Timeline ReqUiremehts:
Departmental representative to receive a copy of the adopted resolution:

Name: Gregory Wéng o Phone; 554-2868
- Interoffice Mail Address: Dept. of Publlc Health, Fiscal Unit, 101 Grove St #106
Certified copy required Yes [ ] ' ' No[X] -

(415) 554—260.0 ' 101 G§Q7V§ gtreet : San Francisco, CA 94102-4593



OFFICE OF THE MAYOR
SAN FRANCISCO

TO: Angela Calvillo, Clerk of the Board of Superwsors

FROM: Sophia Kittler

RE: Accept and Expend Grant - Retroactive - Leadershlp and Operations
, Center (LOC): Microbicide Trials Network - $134,610

DATE: Tuesday, January 28, 2020

Resolution retroactively authorizing the Department of Public Health to accept
and expend a grant in the amount of $134,610 from the Magee-Womens Research
Institute and Foundation (MWRIF) for participation in a program, entitled
“Leadership and Operations Center (LOC): Microbicide Trials Network ” for the
period of December 1, 2019, through November 30, 2020.

Please note that Supervisor Mandelman is a co-sponsor of this legislation.

Should you have any questions, please contact Sophia Kittler at 415-554-6153.

1 DR, CARLTON B. GOODLETT PLACE, Room 200
SAN FRANCISCO, CALIFORNIA 94102-4681
TELEPHONE: (415) 554-6141
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