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FILE NO. 170104 RESOLUTION NO.

[Accept and Expend Grant - Public Health Foundation Enterprises, Inc. - Epidemiology and
|aboratory Capacity Gonorrhea Rapid Detection and Response Project- $598,052.66]

-Resoluﬁon retroactively authorizing the Department of Public Health to accept and
expend a grant in the amount of $598,052.66 from Public Health Fou}ndation
Enterprises, Inc., to participate in a program entitled Epidemiology and Laboratory
Capacity Gonorrhea Rapid Detection and Response Project for th‘e period of}

August 1, 2016, through July 31, 2017.

WHEREAS, Public Health Foundation Enterprises, Inc. is the recipient of a grant award
from Centers for Disease Control and Prevention supporting the Epidemiology and Laboratory
Capacity Gonorrhea Rapid Detection and Response Project grant; and

WHEREAS, With a portion of these funds, Public Health Foundation Enterprises, Inc.
has subcontracted with San Francisco Department of Public Health (DPH) in the amount

of $598,052.66 for the period of August 1, 2016, through July 31, 2017; and

WHEREAS, As a condition of receiving the grant funds, Public Health Foundation
Enterprises, Inc. requires the City to enter into an agreement (Agreement), a copy of which is
on file with the Clerk of the Board of Supervisors in File No. 170104; which is hereby declared
to be a part of this Resolution as if set forth fully herein; and | |
WHEREAS, The purpose of this project will support, expand, and accelerate efforts to
combat antibiotic-resistant Neisseria gonorrhoéae (ARG) in San Francisco by developing and
implementing protocols for rapid idenﬁfication and response to ARG cases, expanding
surveillance to additional clinic sites, populations including females and youth, and anatomic
sites of infection, and collaborating throughout the sﬁrrounding Bay Area region tc? provide

comprehensive rapid response to ARG cases; and
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WHEREAS, A request for retroactive approval is being sought because DPH did not
receive notification of the award until October 26, 2016, for a project start date of

August 1, 2016; and |

WHEREAS, The budget includes a provision for indirect costs in the amount

of _$99,866.13; now, therefore, be it

RESOLVED, That DPH is hereby retroactively au‘thérized to accept and expend a grant
in the amount of $598,052.66 from Public Heélth Foundation Enterprises, Inc.; and
FURTHER RESOLVED, That DPH is hereby authorized to retroactively accept and
expend the grant funds pursuant to San Francisco Administrative Code 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.
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RECOMMENDED:

=%

Barbara A. Gafcia’ MPA
Director of Health

Department Of Public Health
BOARD OF SUPERVISORS

APPROVEI;):/—/
@j{ Office of the Mayor

/

,ﬁv che pf the Eontroller
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File Number:
(Provided by Clerk of Board of Supervisors)

Grant Resolution Information Form
(Effective July 2011)

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

The following describes the grant referred to in the accompanying resolution:

1. Grant Title: Epidemiology and Laboratory Capacity (ELC) Gonorrhea (GC) Rapid Detection and
Response Project

2. Department: San Francisco Department of Public Health, Population Health Division,
Disease Prevention and Control Branch

3. Contact Person: | Susan Philip, MD, MPH Telephone: (628) 206-7638
4. Grant Approval Status (check one):

[X] Approved by funding agency ‘ ‘ [ 1 Not yet approved
5. Amount of Grant Funding Approved or Applied for: $598,052.66

6a. Matching Funds Required: N/A
b. Source(s) of matching funds (if applicable):N/A

7a. Grant Source Agency: Department of Health & Human Services, Centers for Disease Control and Prevention
b. Grant Pass-Through Agency (if applicable): Public Health Foundation Enterprises, Inc.

8. Proposed Grant Project Summary:

In 2013, CDC identified antibiotic-resistant Neisseria gonorrhoeae (ARG) as an urgent public health threat
requiring significant resources to detect and prevent cases in the United States. California (CA) and San
Francisco (SF) are areas of particular concern. In 2014, CA had the most gonorrhea (GC) cases of any state. In
2015, there were 54,307 GC cases, and from. 2011 to 2015 male cases ages 15-44 increased 113% and female
cases ages 15-44 increased 67%. Furthermore, SF has the highest GC case rate in CA; in 2015, 4266 reported
cases represented a 30% increase from 2014. In 2013, the SF case rate was 313.2/100,000, which exceeded the
case rate for the Los Angeles metropolitan statistical area (MSA), the New York MSA, the state of CA, and the
United States (US) as a whole. Prevention and control of GC are key responsibilities of state and local sexually
transmitted disease (STD) programs and rely on timely and effective antibiotic treatment. However, GC has
repeatedly developed resistance to antimicrobials including sulfonamides, penicillin, tetracyclines, and
fluoroquinolones. Data from the CDC Gonococcal Isolate Surveillance Project (GISP) have shown that decreased
antibiotic susceptibility to cephalosporins, the current mainstay of GC treatment, is more likely to be detected in
specimens from the Western US compared to other US regions, and from men who have sex with men (MSM)
compared to men who have sex with women (MSW). With large populations of MSM and high rates of GC, CA and
SF are critical jurisdictions to implement effective surveillance and control of ARG.

Given California’s increased epidemiologic risk for ARG, both the San Francisco Department of Public Health
(SFDPH) and California Department of Public Health (CDPH) have established efforts to prepare for and respond
to this public health threat. Our proposed California-San Francisco Rapid Detection and Response Project (CA-
SF GC RDR) will support, expand, and accelerate efforts to combat ARG in San Francisco, by 1) developing and
implementing protocols for rapid identification and response to ARG cases, 2) expanding surveillance to
additional clinic sites, populations including females and youth, and anatomic sites of infection, and 3)
collaborating throughout the surrounding Bay Area region to provide comprehensive rapid response to ARG
cases. Rigorous data collection and evaluation of novel methods for GC surveillance, laboratory testing, and
case investigation will inform preparedness for rapid ARG detection and response throughout California.

Rev: 08-2014 1



9. Grant Project Schedule, as allowed in approval documents, or as proposed:
Start-Date: August 1, 2016 End-Date: July 31, 2017
10a. Amount budgeted for contractual services: $25,000
b. Will contractual services be put out to bid? TBD

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

d. Is this likely to be a one-time or ongoing request for contracting out? TBD
11a. Does the budget include indirect costs? [X]Yes []1No

b1. If yes, how much? $99,866.13
b2. How was the amount calculated? 25% of Total Salaries and Fringes

c1. If no, why are indirect costs not included?

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

¢2. If no indirect costs are included, what would have been the indirect costs?
12. Any other significant grant requirements or comments:

We respectfully request approval to accept and expend these funds retroactive to August 1, 2016. The
Department received the notice of award on October 26, 2016.

GRANT CODE (Please include Grant Code and Detail in FAMIS): HCD141 - 1700

Rev: 08-2014



**Disability Access Chécklist***(Department must forward a copy of all completed Grant Information Forms to the
Mayor’s Office of Disability) :

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

[X] Existing Site(s) ~ [X] Existing Structure(s) [X] Existing Program(s) or Service(s)
[ ] Rehabilitated Site(s) [ ] Rehabilitated Structure(s) [ ] New Program(s) or Service(s)
[ ] New Site(s) [ 1 New Structure(s)p

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 ali other Federal, State and
local disability rights [aws 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:
Y
s Matthew Valdez

(Name)

EEQ Programs Manager, Office of Equal Emplovment Opportunity and Cultural Competency
(Tltle)

Date Reviewed: \ \/ O / [ & ' /) /g(//é/;/p//
(Signature Required)

Department Head or Designee Approval of Grant Information Form:

%A Barbara A. Garcia, MPA
& (Name)

Director of Health
(Title)

Da.te Reviewed: \(/{66/ (([] /ﬁtkég(&ﬁ

’ (Signature Requized)

Rev: 08-2014



Employee

Expanditure Type ID

Public Health Foundation Enterprises
K8. AR-Gonorrhea: Rapid Detect and Resp Cap

Contract Term: 08/01/2016-07/31/2017

Revisad  Months

Total %  Total%  Position
budgeted budgeted Budgeted

Original
Budget

Epidemiologist
T80 Q
Health Worker

Microblologist
TBD .0
Total Salarles
FB- Accrued Vacation
Fringe Benefits at 31.1%
Total Personnel

Equipment
Equipment- ncubator
Equipment- Freszer-MDL
i Camera for
Total Equipment

Traval
TC - Travet In State

TC- Out of State (Rapid Detection and Response Capacity Meeting)

TC- Out of State
TC- Out of State
TC- Out of State

(Peer to Peer Travel)
(Infectious Disease Week)
(American Socisty for Microbiology)

Total Travel

Other Costs.
Office Supplies
Lab Supplies
Staff Development Training
Computers
CalREDIE/HIS Project Support
American Society of Microbiology
Notebook/Tablet
MiFi
Wireless Service
CAPTC-DIS Training Center Support
Backgraund Check

Total Other Costs.

Consortium/Contractual Cost
Office Suppliss
Office Furniture
A3 Thinking Training

IT Surveillance Systems Interoperability

Shipping

Database Development (EMERGE group}

Indirect for Contractual
Staff Development Training
Epidemiologist 11

Microblofogist
TBD
Health Worker 11}
TBD
Administrative Assistant
TBD
Total Consortium/Contractual Cost

FA - Indirect

Total Budget

100% 12 $
100% 12 $
100% 12 $
$
$
$
$
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$

$
$

Proposal/Approval Budget §
Differance $

81,528.00
57,456.00

68,388.00,
207,372.60
7,083.82
66,975.66

282,331.48 -

13,780.00
24,855.00

7,700.00
46,344.00

19,560.00
9,564.00
28,692.00
4,782.00
3,658,00
66,256.00

9,000.00
66,121.00
600.00
10,100.00
12,000.00
800,00
7,898.00
300,00
1,800.00
50,000.00
180.00
158,800.00

15,000.00
2,000.00
50,000,00
20,000.00
115,000.00
18,000.00
114,615.00
1,000.00

130,745.00
119,413.00
170,601.00

37,700.00
794,074.00

67,846.50

67,846.50

1,415,651.98

1,415,651.98
{0.00)

SFDPH
SFDPH
SFDPH
SFDPH
SFOPH
Emerge Group
SFOPH

{Hard Coded)
{Hard Coded)
(Hard Ceded)

(Hard Coded)

SFDPH

SFDPH

SFDPH

SFDPH



ELC GC RAPID DETECTION AND RESPONSE
AuGUST 1, 2016 TO JULY 31, 2017

BUDGET JUSTIFICATION
SALARIES AND FRINGES

Principal Investigator - S. Philip

$9,128 biweekly x 26.1 pay periods = $238,241 x .03 effort = No Salary Requested

This position serves as the Principal Investigator for the designated local jurisdiction for this
project and wilf collaborate with the California Department of Public Health and other
projeét PI's to ensure that the Project meets ail the funding requirements. Dr. Philip is the
San Francisco Department of Public Health Population Health Division Disease Prevention
and Control Branch Director. She has over 8 years of experience in STD and HIV clinical care,
epidemiology, and evaluation. She served previously as the Director for the SFDPH STD
Prevention and Control Services Section and continues in her role as the City STD Controller.
Key units/staff in DPC include San Francisco City Clinic, the Public Health Laboratory, and all
SFDPH DIS staff. in both the STD Section and DPC Branch, quantitative and qualitative data
are extensively used for evaluation and quality assurance of programs and activities, and
shared with organizational and community partners.

Co-Principal Investigator - T. Aragon

$9,141 biweekly x 26.1 pay periods = $238,580 x .01 effort = No Salary Request

This position is the Co-PI for this project and will work with the other PI's to ensure that the
Project meets all funding requirements, follows the standardized protocols and procedures
and adheres to CDC’s Data Security and Confidentiality Guidelines. They may participate in
conference calls and/or attend mandatory project meetings. As the Director of the
Population Health Division, this position has overall oversight and responsibility for all grants
awarded to the Division and for the Program’s compliance with funding requirements.

San Francisco Public Health Laboratory Director - G. Masinde

$5,991 biweekly x 26.1 pay periods = $156,365 x .01 effort = No Salary Request

This position provides Public Health Laboratory oversight and supervision as well as ensures
compliance for this project. This position will work with the PI's and coordinator to ensure
that all related laboratory testing follows the standardized protocols and procedures. He
may participate in conference calls and/or attend mandatory project meetings.

Page 1 of 7

$399,464.53



ELC GC RAPID DETECTION AND RESPONSE
AuGUST 1, 2016 TO JULY 31, 2017

BUDGET JUSTIFICATION

HW IV - M. Lee

$3,199 biweekly x 26.1 pay periods = $83,494 x .10 effort = No Salary Requested

This position is responsible for coordinating the STD Screening Program, which includes
oversight of GC screening and treatment needs at San Francisco City Clinic, private providers,
and community-based health providers. The STD Screening Program has established
relationships with community based health providers (e.g., 3" Street Youth Center and
Clinic) to facilitate the integration and expansion of STD screening into their practices;
provides STD training and technical assistance to private providers and health clinics in the
City; and performs facility visitations to screening sites as needed.

1.0 FTE - 2802 EPIi - TBD

$3,455 biweekly x 13,05 pay periods = $45,087.75 x 1.00 FTE, plus 45% fringe $65,372.50
This position will provide epidemiological support for data collection and data management,
including verifying, analyzing, interpreting, and summarizing data reports for this project.
This position has a Masters Degree in Public Health and 4+ years experience in epidemiology
and surveillance activities. They will be responsible for data management, analysis and
dissemination, generation of program reports; providing technical assistance to participating
health providersj providing epidemiological support for the staff performing interviews,
partner services, and quality assurance of these data; cleaning, formatting, and transmitting
data to CDPH and CDC within agreed upon timelines; and for dissemination of findings to
appropriate stakeholders. They will also be responsible for responding to requests from the
funder for data as well as participate on project conference calls and attend required project
meetings as needed.

0.20 FTE - Epi It - T. Nguyen

$4,197 biweekly x 26.1 pay periods = $109,594 x 0.20 FTE, plus 45% fringe $31,767.09
This position will oversee all project activities to ensure compliance as well as performing QA

of data reported through the various data collection streams and implement and adhere to

protocol agreement for project activities.

0.20 FTE - Epi Il - R. Kohn

$4,197 biweekly x 26.1 pay periods = $109,594 x 0.20 FTE, plus 45% fringe $31,767.09
This position will ensure implementation and quality assurance of data entry, data collection

and data cleaning as well as oversee and maintain the electronic database and data system

for this project.

Page 2 of 7



ELC GC RAPID DETECTION AND RESPONSE
AuGUST 1, 2016 TO JULY 31, 2017

BUDGET JUSTIFICATION

0.40 FTE - 2802 Epi | - M. Mahersi (TBD start date)

$2,706 biweekly x 26.1 pay periods = $70,627 x 0.40 FTE, plus 45% fringe $40,963.43
This position will be responsible for data management, analysis and dissemination,

generation of program reports; providing technical assistance to participating health

providers; providing epidemiological support for the staff performing interviews, partner

services, and qualitative data collection, including quality assurance of these data; cleaning,

formatting, and transmitting data to CDPH and CDC within agreed upon timelines; and for

dissemination of findings to appropriate stakeholders. They will also be responsible for

responding to requests from the funder for data as well as participate on project conference

calls and attend required project meetings.

HW IV - R. Shaw

$3,199 biweekly x 26.1 pay periods = $83,494 x .10 effort = No Salary Requested

This position is wil! be responsible for overseeing the field staff which will conduct the case
investigations, including case reviews and monitoring of staff for this project:

Sr. Microbiologist - J. Carlson

$4,375 biweekly x 26.1 pay periods = $114,188 x .10 effort = No Salary Requested

This position provides supervision for the project microbiologist and ensures compliance for
this project. This position is responsible for oversight of receiving and processing the project
lab specimens, assisting lab staff with specimens, performing quality control testing of these
tests and data-entry of results.

1.0 FTE - 2462 Microbiologist - TBD

Microbiologist - $3,155 biweekly x 20.66 pay periods = $65,196.55 x 1.00 FTE, plus 45%

fringe $94,535.29
Under general supervision, conducts bacteriologic, parasitologic, serologic and related

‘laboratory tests and examinations; and performs related duties as required. Requires

responsibility for: performing scientific tests and investigations according to instructions and

established methods and procedures; keeping complete and accurate records and

submitting accurate reports on the results of investigations.

Page 3 of 7




ELC GC RAPID DETECTION AND RESPONSE
AuGUST 1, 2016 TO JULY 31, 2017

BUDGET JUSTIFICATION
2.0 FTE - 2587 Health Worker Il - TBD

Health Worker Ill - $2,254 x 20.66 pay periods = $46,572.11 x 2.00 FTE, plus 45% fringe
These positions will provide case investigation, including provider-reported case and
treatment information and partner follow-up for this project. One position will be located at
SFCC as part of the STD Clinic Partner Services Team and provides case management and
partner services (PS) for newly diagnosed gonorrhea cases with reduced susceptibility;
conducts case investigations of sexual and social contacts of gonorrhea cases with reduced
susceptibility; performs phlebotomy for syphilis and/or HIV partners and sexual network
contacts; makes and verifies completion of referrals; performs follow up for patients who do
not return for their test results or who are infected with gonorrhea and need treatment; and
performs data entry in the STD database. One position will be initially trained at SFCC with
the Partner Services Team, but will eventually embedded at the 3rd Street Youth Center and
Clinic in order to develop and implement PS protocols and best practices for youth. This
embedded DIS will interview patients diagnosed with gonorrhea per established protocols;
counsel and motivate patients to seek and notify partners, either directly or with Health
Department assistance; perform on-site and field follow up of gonorrhea cases, contacts-for
referral to prevention, mental health and social services, as needed; document activities and
entering data into the ISCHTR database as appropriate in a timely, accurate and
comprehensive fashion per established protocols; and perform HIV and STD screening that
may include collecting urine, rectal and pharyngeal specimens and drawing blood. These
activities may be performed in the field, at health fairs and in other settings and may be held
in the evening, nights or on weekends.

Page 4 of 7
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ELC GC RAPID DETECTION AND RESPONSE
AuGUST 1, 2016 TO JULY 31, 2017

BUDGET JUSTIFICATION

TRAVEL $19,456.00
Local Mileage - 2 HWIil, monthly & 4 ELC SF Staff to Richmond x 4 times $1,500.00

Per the K8 FOA, section v. Funding Strategy, funds are requested to attend the required
annual ELC K8: Threat of Antibiotic-Resistant gonorrhea: Rapid Detection & Response
Capacity grantee meeting. Location TBD, but fikely at CDC in Atlanta, GA.

For 3 SFDPH staff:

3 staff x $1,076.40 out-of-state airfare = $3,229

3 staff x $45 car rental x 5 days = $675

3 staff x $150 lodging x 4 nights = $1,800

3 staff x $15 parking x 5 days = $225

3 staff x $71 per diem x 5 days = $1,065

3 staff x $60 gas per travel = $180 $7,174.00
Travel to STD Conference {PHL Director/Epi) ‘ $4,782.00
Travel to Passport to Partner Services Training S6,000.007
OTHER COSTS o $79,266.00

Funds are being requested to purchase general office supplies on behalf of the SFDPH
contractor for staff to carry out daily activities of the program. Office supplies include pens,
copy papers, toners, binders, folders, stapler etc. $2,666.00

Funds are being requested to purchase office furniture $2,000.00
Funds are being requested for an IT consultant to explore options for interoperability

between the Integrated STD Electronic Data System or ISCHTR (SFDPH STD Program
Database) and CalREDIE (State Database) $25,000.00

Page 5 of 7



ELC GC RAPID DETECTION AND RESPONSE
AuGUST 1, 2016 TO JULY 31, 2017

BUDGET JUSTIFICATION

Funds are being requested by SFDPH for packaging and shipping of specimens per the
protocols to the appropriate Antibiotic-Resistant Lab Network (ARLN) laboratory for
confirmatory agar dilution and molecular characterization, such as whole genome
sequencing. Funds are also being requested for packaging and shipping of samples of
isolates to CDPH MDL for additional testing. Lastly, funds are being requested for courier
service to properly transport specimens from testing facilities to SFDPH Lab.

228 courier deliveries, including dry ice at $200 = $45,600

$45,600.00
Funds are being requested for staff development $4,000.00
INDIRECT COSTS . » $99,866.13
Indirect Costs = 25% of total salaries and fringes -
TOTAL BUDGET $598,052.66

Page 6 of 7



SALARIES AND FRINGES
TRAVEL

OTHER COSTS
INDIRECT COSTS

TOTAL BUDGET

ELC GC RAPID DETECTION AND RESPONSE |
AuGUST 1, 2016 TO JULY 31, 2017

BUDGET SUMMARY
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$399,464.53
$19,456.00
$79,266.00
$99,866.13

$598,052.66




12801 Crossroads Parkway South, Sulte 200 City of Industry, CA91746  P: B00.201.7320 F:562.692.6950 www.phfe.org

Public Health
Foundation

Ente rlarises
A 5D {e} 3 Nonprofit Organisation

[SUBCONTRACT/SUBAWARD] AGREEMENT BETWEEN
PUBLIC HEALTH FOUNDATION ENTERPRISES, INC.

AND

San Francisca Department of Public
Health

This {Subcontract/Sub-Award] Agreement (this "Agreement"} is made and entered into as of
August 1, 2016 by and between PUBLIC HEALTH FOUNDATION ENTERPRISES, INC,, a

501(c}{3) California nonprofit corporation (hereinafter referred to as “PHFE"}, and the pary

identified in Section 1 below {hereinafter be referred to as “Subcontractor/Subawardee”.

RECITALS

A PHFE has been granted an award by DHHS-CDC {the
~ "Funding_Agency"), under contract number SNUOCK000410-03 and {the "Funding_Award

CFDA# 93.323 -

Apreement") under which PHFE and Its subcontractors and subawardees will

Provide services as outlined in Exhibit A. '

B. Subcontractor/Subawardee has gxpertise in the areas as
outlined in Exhibit A Scope of Work, which expertise can assist PHFE to perform its obligations
under the Funding Award Agreement; and -

C. PHFE desires to engage the services of Subcontractor/Subawardee to assist PHFE in the
performance of certain of its obligations under the Funding Award Agreement as set forth herein.

AGREEMENT
1 IDENTITIES OF PARTIES.

SUBCONTRACTOR/SUBAWARDEE:  Please complete:
Legal Name of Subcontractor/Subawardee:  San Francisco Department of Public Health

DBA of Suhcontractor/Subawardee: San Francisco Depariment of Public Health
Type of Entity: Sole Proprietorship Partnership
Corporation Limited Liability Company

State of Organization {if an entity): California



Address: 25 Van Ness Avenue, Suite 500

City/State/Zip: San Francisco, CA 94102

Business Telephone: _628-206-7617

Social Security or Employer Identification Number:

License Number and Expiration Date, if any:

Email Address: Susan.Philip@sfdph.org

Name of Princigal Investigator/Project Coordinator: Susan Philip MD, MPH

Phone Number of Principal Investigator/Project Coordinator; 628-206-7638

Is Subcontractor/Subawardee required to file a Single Audit with the Federal Government?
{Required for parties who receive Federal funds in the aggregate amount of $500,000 or
more):  Please complete:

X Yes No
If yes, has Subcontractor/Subawardee filed the required Single Audit?
X Yes No

{If yes, submit copy to PHFE prior to signing this Agreement)
http://sfcontroller.org/sites/default/files/F__inetpub_wwwroot_fac_collect_auditReports_01669182.pdf
PHFE:
. Public Health Foundation Enterprises, Inc.
12801 Crossroads Parkway South, Suite 200
City of Industry, CA, 91746-3505
Main Telephone Number (562) 699-7320
Program Name: K&: AR Gonorrhea Rapid Detect and Resp Cap
Program/CID #: 0187.4004

Contracts Manager Name: Rochelie MclLaurin

Contracts Manager Email Address; RMclaurin@phfe.org.
Program Director Name: Cheryl Starling Telephone Number: 916.324.0336
Program Director Email: Cheryl.Starling@cdph.ca.gov




2 SCOPE OF SERVICES.

(2) Services, Subcontractor/Subawardee shall perform the services, duties and
obligations set forth in the Statement of Work ("SOW") attached as Exhibit A hereto, which is
made a part hereof and incorporated herein by reference (the "Services"). The Services relate to
Sections Exhibit C and n/a of the Funding Award Agreement. Subcontractor/Subawardee
shall perform the Services in accordance with the specifications, timetables and requirements set
forth in the SOW and this Agreement. PHFE may, in its discretion, provide to
Subcontractor/Subawardee a copy of the Funding Award Agreement or the relevant sections
thereof, If Subcontractor/Subawardee is provided with a copy of the Funding Award Agreement or
the relevant sections thereof, Subcontractor/Subawardee shafl carefully review them and shall
perform the Services in accordance with the specifications, timetables and requirements set forth
therein. .

{b) Location{s} of Services. Subcontractor/Subawardee shail perform the Services at
the following location{s):  Please complete: '

San Francisco City Clinic, 356-7th Street, SF, CA 94103

San Francisco Public Health Laboratory, 101 Grove Street, 4th Floor, SF, CA 94102

San Francisco Department of Public Health, 25 Van Ness Avenue, SF, CA 94102

{c) Subcontractor/Subawardee Principal Investigator/Project Coordinator.
Subcontractor/Subawardee shall appoint the Principal Investigator/Project Coordinater (the "PI"}
identified above to be primary point of contact with PHFE and the Funding Agency with respect to
the Services and to have primary responsibility within Subcontractor's/Subawardee’s organization
for the performance of the (technical or programmatic} aspects of the Services.
Subcontractor/Subawardee shall not replace or reassign the PI without PHFE's and the Funding
Agency's prior written approval.

{d) PHFE Project Director. The PHFE Project Director identified above shall be primarily
responsible on behalf of PHFE for the overall direction of the Services, including review and
approval of Subcontractor's/Subawardee’s performance of the Services. PHFE will notify
Subcontractor/Subawardee if PHFE replaces or reassigns such Project Director.

(e) Performance Reporting. If requested by PHFE or the Funding Agency,
Subcontractor/Subawardee shall submit a final technical or performance report, annual
performance report, and quarterly performance reports. The final report shall be due 30 days
after expiration or termination of this Agreement; annual reports and quarterly reports shall be
due 30 days after the reporting period. Subcontractor/Subawardee shall also provide any other
reports as may be requested by PHFE. Performance reports shall include a comparison of actual
accomplishments with goals and objectives established for the period, findings of the Pi, or both,
as requested by PHFE. Where possible, quantitative output data should be related to cost data for
computation of unit costs, Other pertinent information will include, when appropriate, the reasons
why established goals were not met and an analysis. Subcontractor/Subawardee shall immediately



notify PHFE of developments -that have a significant impact on the performance of the Services
hereunder and of any problems, delays, or adverse conditions that materially impair its ability to
meet the objectives of the Services, including providing a statement of the action taken or
contemplated and any assistance needed to resolve the situation.

3. . COMPLIANCE WITH FUNDINGAWARD AGREEMENT AND LAWS AND REGULATIONS; FLOW
DOWN PROVISIONS

(a) Compliance with Funding Contract. Subcontractor/Subawardee shall comply with,
and shall ensure that all of its personnel and lower-tier subcontractors comply with, all of the
rules, requirements and restrictions set forth in the Funding Award Agreement that are applicable
to Subcontractor/Subawardee and Subcontractor's/Subawardee’s activities.

(b) Flow Down Provisions. Without limiting the generality of Section 3{a) above,
Subcontractor/Subawardee shall comply with, and shall ensure that all of its personnel and lower-
tier subcontractors comply with, all of the flow-down provisions of the Funding Award Agreement
applicable to Subcontractor/Subawardee set forth in Exhibit C attached hereto or otherwise made
available to Subcontractor/Subawardee {including through links to website pages), which are made
a part hereof and Incorporated herein by reference (the "Flow Down _Provisions").
Subcontractor/Subawardee represents and warrants that it has carefully reviewed all of the Flow
Down Provisions and is able to comply with all of the Flow Down Provisions. In the event that the
requirements set forth in the Flow Down Provisions are greater than the requirements set forth in
this Agreement, or in the event of any conflict between the provisions of this Agreement and the
Flow Down Provisions, the Flow Down Provisions shall control and Subcontractor/Subawardee
shall comply with the requirements set forth in the Flow Down Provisions in accordance with
Section 2(a).

{) Laws and Regulations. Subcontractor/Subawardee shall also comply with all state
and federal statutes and regulations applicable to Subcontractor/Subawardee, the Services or the
"Funding Award Agreement, in performing its obligations under this Agreement. Without limiting
the generality of the foregoing, Subcontractor shall:

{i) unless exempt, comply with the requirements under 45 CFR Part 74, and
~ the Public Health Service Grants Policy Statement;

(i) unless exempt, comply with Executive Order 11246 entitled “Equal
Employment Opportunity” as amended by Executive Order 11375 and as supplemental in Dept. of
Labor regulations {41 CFR Part 60);

(i) comply with {and not violate) all statutes, laws, rules and regulations
relating to non- discrimination against any employees or applicants for employment, Including,
without limitation, Title VIl of the Civil Rights Act of 1964, The Americans with Disabilities Act
Amendments Act of 2008, and the California Fair Employment and Housing Act (if
Subcontractor/Subawardee is located within California), and shall take affirmative action to ensure



that all employment related decisions are made in conformance with all such statutes, laws, rules
and regulations; and

{iv) unless it is exempt from doing so, comply with 45 CFR Part 76, Appendix
B-Certification Regarding Debarment, Suspension, and Ineligibility, Voluntary Exclusion-Lower Tier
Covered Transactions.

{d) HIPAA Business Associate Agreement. If the Health Insurance Portability and
Accountability Act of 1996, as amended {"HIPAA") is applicable to the Services,
Subcontractor/Subawardee shall execute and deliver PHFE's standard Business Associate
Apreement as required by HIPAA,

(e) Lower-tier Subcontractors/Subawardees. Subcontractor/Subawardee shall

incorporate all of the terms and conditions of this Agreement into all lower-tier subcontracts that
Subcontractor/Subawardee may enter into in connection with this Agreement, and shall ensure
that all such lower-tier subcontractors/subawardees and their personnel comply with all of the
requirements of this Agreement applicable to Subcontractor/Subawardee, and all of the rules,
requirements and restrictions set forth in the Funding Award Agreement, including the Flow Down
Provisions, that are applicable to such lower-tier subcontractors’/subawardees’ activities,

4. PAYMENT FOR SERVICES

(a) Budget. The total compensation and reimbursements payable to
Subcontractor/Subawardee hereunder shali be as set forth in the detailed budget for the Services
attached hereto as Exhibit B {the "Budget"}, which is made a part hereof and incorporated herein
by reference, which Budget is as set forth in the Funding Award Agreement. The maximum
amount payable te Subcontractor/Subawardee hereunder shail not exceed the maximum amount
set forth in the Budget.

(b} Must Stay Within Budget Time Perigds. Subcontractor/Subawardee shall be
compensated only for Services actually performed by Subcontractor/Subawardee and within the
appropriate time period set forth in the Budget,

{c) Approval of Services by PHFE. All Services must be completed to the satisfaction of
PHFE in order to be entitled to payment hereunder. .

(d) Funds Available to PHFE. PHFE shall not be obligated to make payment under this
Agreement unless the corresponding funds are disbursed to PHFE under the Funding Award
Agreement. In the event that PHFE has made payment to Subcontractor/Subawardee under this
Agreement and PHFE subsequently does not receive from the Funding Agency for any reason the
corresponding payment for the Services performed by Subcontractor/Subawardee or expenses
incurred by Subcontractor/Subawardee, then Subcontractor/Subawardee shall refund such
payment to PHFE within ten {(10) days after written notice from PHFE.




(e} Billing of Expenses and Costs. All expenses and costs shall be billed in accordance
with the approved budget. Expenses incurred after the expiration or termination of this
Agreement shall be disallowed. Subcontractor/Subawardee shall submit its final invoice no later
than 30 days after the date of expiration of the term or termination of this Agreement,

{f Budget Modifications. The Budget may be modified only by written agreement of
PHFE and Subcontractor/Subawardee and the prior written approval of the Funding Agency.

5. INVOICING PROCEDURES

(a) Approval by Funding Agency. If required under the Funding Award Agreement,
Subcontractor/Subawardee must first submit all timesheets and invoices to the Funding Agency for
approval by the Funding Agency. After the Funding Agency has approved a timesheet and invoice
submitted by Subcontractor/Subawardee, Subcontractor/Subawardee shall submit the same to
PHFE.

{b) Address for Invoices. Subcontractor/Subawardee shall send all timesheets and
invoices to the attention of the PHFE Project Director at the address set forth in Section 1 above.

(c) Invoicing Period. All invoices shall be submitied not more frequently than monthly,
in arrears and must be submitted to PHFE within 30 days after the end of the applicable month or
within 15 days after approval by the Funding Agency {if applicable), whichever is later. All final
invoices must be received within 30 days of the expiration or termination of this Agreement or
within such earlier time period as PHFE may require. if any invoices are not submitted within such
time periods, Subcontractor/Subawardee waives {in PHFE's discretion) all rights to payment under
such invoices,

{d) Formatting and Requirements of Invoices. All invoices shall be submitted in the
form attached hereto as Exhibit D, as it may be modified by PHFE from time to time.

6, TERM AND TERMINATION

{a) Term. Unless earlier terminated as provided herein, the term of this Agreement
shail be from August 1, 2016 to July 31, 2017{the "Term").

(b) Termination Without Cause. Without cause, PHFE may terminate this Agreement
by giving 30 days prior written notice to Subcontractor/Subawardee of its intent to terminate this
Agreement without cause,

{c) Termination for Cause. With reasonable cause, either party may terminate this
Agreement effective immediately upon the giving of written notice of termination for cause,
Reasonable cause shall include:



i A material violation or breach of this Agreement by the other party which is
not cured within 15 days after written notice from the terminating party;

ik, Any act of the other party that exposes the terminating party to liability to
others for personal injury or property damage or any other harm, damage or injury; or

iil. If either party receives notice from the Funding Agency of the cancellation
or termination of, or reduction of funding under, the Funding Award Agreement affecting
the Services. '

(d} Termination for Lack of Funding. PHFE may terminate this Agreement if for any
reason the funding available under the Funding Award Agreement Is withdrawn, limited, or
impaired.

{e) Cessation Upon Termination. On the effective date of termination,
Subcontractor/Subawardee shall cease all further Services under this Agreement, and
Subcontractor/Subawardee shall cancel as many outstanding obligations as possible and not incur
any additional obligations.

f Payment After Termination. Subject to the terms and conditions set forth in this
Agreement, upon termination of this Agreement, provided, that PHFE has received the
corresponding funds from the Funding Agency under the Funding Award Agreement , PHFE shall
pay for any reasonable  non-cancellable  obligations  properly incurred by
Subcontractor/Subawardee under this Agreement and in accordance with the Budget prior to
termination, and shall pay any amounts due to Subcontractor/Subawardee and properly invoiced
under this Agreement for Services performed prior to termination; provided, that if PHFE has
terminated this Agreement for reasonable cause under Section 6{c} above, then PHFE shall have
the right to offset and deduct from any payments due to Subcontractor/Subawardee hereunder
any damages or losses incurred by PHFE as a result of such violation or breach.

(g} Return of Materials. Upon the expiration or termination of this Agreement,
Subcontractor/Subawardee shall immediately promptly return to PHFE all computers, cell phones,
smart phones, computer programs, files, documentation, user data, media, related material and
any and all other Confidential Information (as defined in below) of PHFE and all Work Product {as
defined below). PHFE shall have the right to withhold final payment to
Subcontractor/Subawardee until all such items are returned to PHFE.

{h) Surviving Provisions. The provisions of Sections 7 through 16, and any other
sections that by their nature should or are intended to survive the expiration or termination of this
Agreement shall survive and the parties shall continue to comply with the provisions of this
Agreement that survive, '

7. REPRESENTATIONS AND WARRANTIES. Subcontractor/Subawardee represents, warrants
and covenants to PHFE as follows:



{a) Licenses and Permits. Subcontractor/Subawardee maintains and shall maintain
during all relevant times under this Agreement all applicable federal, state and local business and
other licenses, including any professional licenses or certificates, industrial permits and/or licenses,
industry specific licenses, licenses required by the state{s) and/or locality(s) in which it does
business, fictitious business names, federal tax identification numbers, insurance, and anything
else required of Subcontractor/Subawardee as a business aperator.

(b) Qualifications and Performance, Subcontractor/Subawardee (i) has the experience
and skill to perform the Services hereunder, (i} shall perform the Services in a good and workman
like manner and in accordance with generally accepted professional standards and in an
expeditious and economical manner consistent with sound professional practices, and (ili} is
adequately financed to meet any financial obligation it may be required to incur hereunder.

{c) Not Debarred. Neither Subcontractor/Subawardee nor its principals or personnel
are presently, nor will any of them be during the term of this Agreement, debarred, suspended,
proposed for debarment, declared ineligible, or voluntarily excluded from participation in this
transaction by any federal depariment or funding agency.

8. INDEPENDENT CONTRACTOR STATUS

{a) independent Contractor. Nothing in this Agreement is intended to place the
parties in the relationship of employer-employee, partners, joint venturors, or in anything other
than an independent contractor relationship. It is the parties’ intention that
Subcontractor/Subawardee shall be an independent contractor and not PHFE's employee or agent,
and in conformity therewith, that Subcontractor/Subawardee shall retain sele and absolute
discretion and judgment in the manner and means of carrying out Subcontractor/Subawardee's
Services hereunder, Subcontractor/Subawardee is under the control of PHFE as to the results of
Subcontractor/Subawardee's Services only, and not &s to the means by which such results are
accomplished.

(b) No Power to Bind PHFE. Without limiting the generality of the foregoing
paragraph, this Agreement does not designate Subcontractor/Subawardee as the agent or legal
representative of PHFE for any purpose whatsoever. Subcontractor/Subawardee is not granted
any right or authority to assume or create any obligation or responsibility, or to make any promise
or commitment regarding any work, on behalf of or in the name of PHFE or to bind it in any
manner, or to make any contract or agreement an behalf of or in the name of PHFE, without the
prior written consent from PHFE management. No sales, invoices nor orders for goods or services
shall be valid and binding upon PHFE (whether as the provider or the recipient} unless and until
accepted by PHFE, at Its sole and absolute discretion, through its established channels. PHFE shall
not be liable for any obligation incurred by Subcontractor/Subawardee.

{c) No Withholding, Except for tax withholdings that are required by law, neither
federal, nor state, nor local income tax nor payroll taxes of any kind shall be withheld or paid by
PHFE on behalf of Subcontractor/Subawardee or the employees of Subcontractor/Subawardee.
Subcontractor/Subawardee and its personnel shall not be treated as employees or PHFE with




respect to the Services performed hereunder for federal or state tax purposes or for any other
purposes.

{d) No Employee Benefits, Nelther Subcontractor/Subawardee nor its persennel shall
be eligible for, and shall not participate in, any of PHFE's retirement, health, ar other fringe benefit
plans, "

(e) Workers' Compensation. No workers’ compensation insurance shall be obtained by
PHFE concerning Subcontractor/Subawardee or Subcontractor’s/Subawardee's personnel.,
Subcontractor/Subawardee shall comply with all workers’ compensation laws concerning
Subeontractor/Subawardee and its personnel.

(fl  Taxes. Subcontractor/Subawardee understands that Subcontractor/Subawardee is
responsible to pay, according to law, Subcontractor's/Subawardee’s income taxes. If
Subcontractor/Subawardee is not an entity, Subcontractor/Subawardee further understands that
Subcontractor/Subawardee may be liable for self-employment {social security) tax, to be paid by
Subcontractor/Subawardee according to law. Subcontractor/Subawardee shall be solely
responsible for the payment of all federal, state and local income taxes, social security taxes,
federal and state unemployment insurance and similar taxes and all other assessments, taxes,
contributions or sums payable with respect to Subcontractor/Subawardee or its employees as a
result of or in connection with the Services performed by Subcontractor/Subawardee hereunder.
Subcontractor/Subawardee represents and warrants and covenants that it shall report all income
earned as a result of this Agreement and pay all federal, state and local income and self-
employment taxes and other assessments required to be paid under applicable law.
Subcontractor/Subawardee agrees to defend, indemnify and hold PHFE harmless from any and all
claims made by federal, state and local texing suthorities on account of
Subcontractor's/Subawardee’s failure to pay any such federal, state or local income and self-
employment taxes or other assessments due as a result of Subcontractor's/Subawardee 's Services
hereunder.

{g) Sub-Tier Subcontractors/Subawardees.  Subcontractor/Subawardee shall have

control over the manner and means of Subcontractor/Subawardee's performance under this

Agreement. . However, PHFE is engaging Subcontractor/Subawardee for
Subcontractor's/Subawardee's unique skills, knowledge, abilities and other attributes,
Accordingly, Subcontractors/Subawardees may not use any lower-tier

subcontractors/subawardees in the performance of its services hereunder without PHFE's prior
written approval. Any lower-tier subcontractors/subawardees who are approved by PHFE must
execute all agreements and documents required by PHFE prior to performing any work.
Subcontractor/Subawardee shall ensure that all lower-tier subcontractors/subawardees comply
with all of the terms and provisions of this Agreement and shall be responsible and liable for all
acts and omissions of all lower-tier subcontractors/subawardees as if they were the acts or
omissions of Subcontractor/Subawardee.

9. ASSIGNMENT OF WORK PRODUCT.



{(a) Ownership of Work Product. Subcontractor/Subawardee agrees that, as between
PHFE and Subcontractor/Subawardee, all discoveries, ideas, inventions, and information that
Subcontractor/Subawardee may develop (either alone or in conjunction with others), information
or work product developed wholly or partially by Subcontractor/Subawardee as part of or related
fo Subcontractor's/subawardee’s retention by PHFE hereunder {including all intermediate and
partial versions thereof) or the performance of the services hereunder or which existence
, Subcontractor/Subawardee may discover while retained by PHFE, including any software,
platforms, all ideas, designs, marks, logos, and content relating thereto, whether or not subject to
patent, copyright or trademark or other intellectual property protections including without
limitation, any scripts, prototypes, other components {collectively the “Work Product”), shall be
the sole property of PHFE upon its creation and {in the case of copyrightable works) upon its
fixation in a tangible medium of expression.

(b) Assignment. Subcontractor/Subawardee hereby forever assigns to PHFE all right,
title and interest in any Work Product designed and/or developed by Subcontractor/Subawardee
or otherwise delivered to PHFE as part of or related to Subcontractor's/Subawardee’s retention
with PHFE. The Work Product shall be the sole property of PHFE, and all copyrightable and
patentable aspects of the Work Product are to be considered “works made for hire” within the
meaning of the Copyright Act of 1976, as amended {the “Act”}, of which PHFE is to be the "author”
within the meaning of such Act. All such copyrightable and patentable works, as well as all copies
of such works in whatever medium fixed or embodled, shall be owned exclusively by PHFE on their
creation, and Subcontractor/Subawardee hereby expressly disclaims any interest in any of them.
In the event (and to the extent} that any Work Product or any part or element of them, is found as
a matter of law not to be a “Work Made For Hire” within the meaning of the Act,
Subcontractor/Subawardee hereby assigns to PHFE the sole and exclusive right, title and interest in
and to all such works, and all copies of any of them, without further consideration, and, if such
assignment is invalid, Subcontractor/Subawardee hereby grants PHFE a non-exclusive, worldwide,
perpetual, fully paid-up, irrevocable, right and license to use, reproduce, make, sell, perform and
display {publicly or otherwise), and distribute, and modify and otherwise make derivative works of
Subcontractor/Subawardee’s Work Product and to authorize third parties to perform any or all of
the foregoing, including through multiple tiers of sublicenses,

(c) Moral Rights Waiver. For purposes of this subsection, “Moral Rights” means any
rights of paternity or integrity, any right to claim authorship of the Work Product, to object to any
distortion, mutilation or other modification of, or other derogatory action in relation to, the Work
Product, whether or not such would be prejudicial to Subcontractor's/Subawardee’s honor or
reputation, and any similar right, existing under judicial or statutory law of any country in the
world, or under any treaty, regardless whether or not such right is denominated or generally
referred to as a “Moral” right. Subcontractor/Subawardee hereby irrevocably transfers and
_assigns to PHFE any and all Moral Rights that Subcontractor/Subawardee may have in the Work
Product. Subcontractor/Subawardee also hereby forever waives and agrees never to assert any
and all Moral Rights it may have in the Work Product, even after termination of
Subcontractor's/Subawardee’s work on behalf of PHFE as part of or related to
Subcontractor's/Subawardee’s retention with PHFE,
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{d) No Liens. Subcontractor/Subawardee shall deliver all Wark Product to PHFE free
and clear of any and all claims, rights and encumbrances of third parties.

(e Assipnment Documents. Subcontractor/Subawardee will cooperate with PHFE,
with PHFE's approval and at PHFE's expense, in obtaining patent, copyright, trademark or other
statutory protections for the Work Product in each country in which one or more is sold,
distributed or licensed, and in taking any enforcement action, including any public or private
prosecution, to protect PHFE's intellectual property rights in or to the Work Product.
Subcontractor/Subawardee hereby grants PHFE the exclusive right, and appoints PHFE as attorney-
in-fact, to execute and prosecute in Subcontractor's/Subawardee’s name as author or inventor or
in PHFE's name as assignee, any application for registration or recordation of any copyright,
trademark, patent of other right in or to the Work Product, and to undertake any enforcement
action with respect to any Work Product.  With PHFE's approval and at PHFE's expense,
Subcontractor/Subawardee will execute such other documents of registration and recordation as.
may be necessary to perfect in PHFE, or protect, the rights assigned to PHFE hereunder in each
country in which PHFE reasonably determines {o be prudent.

(f} No Infringement. Subcontractor/Subawardee represents and warrants that any
Work Product delivered to PHFE hereunder will be developed by Subcontractor/Subawardee and
shall not infringe or violate any patents, copyrights, trademarks, trade secrets or other proprietary
rights of any third party.

{g) No Harmful Code. With respect to the website and any computer programs or
software code (“Software”} included in the Services hereunder, Subcontractor/Subawardee
represents and warrants that: (i} the Software and its media shall contain no compuier instructions
or inappropriate functions whose purpose or result is to disrupt, damage or interfere with PHFE's
or its affiliates' or their customers' use of or access to the Software or any of their data, programs
or computer or telecommunications facilities and (i} unless expressly authorized in writing by
PHFE, such Software shall not contzin any mechanism which electronically notifies
Subcontractor/Subawardee of any fact or event, nor contain any key, node lock, time-out, logic
bomb or other function, implemented by any means, which may restrict PHFE's or its affiliates’ or
customers' use of or access to the Software or any other programs, data or equipment.

{h) Rights of Funding Agency and Federal Government. All rights to the Work Product
assigned or granted to PHFE hereunder shall be subject to any rights of the Funding Agency under
the Funding Award Agreement and any rights of the United States Federal Government under
applicable laws and regulations.

1¢. PUBLICATIONS

(a) Right to Publish Works. - Subcontractor/Subawardee may, with PHFE's and the
Funding Agency's prior written consent, publish articles written by Subcontractor/Subawardee in
connection with the Services performed by Subcontractor/Subawardee hereunder.
Subcontractor/Subawardee shall submit all such articles for review by PHFE and the Funding
Agency at least 60 days prior to the proposed publication date.
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(b} Acknowledgment in Publications. On any publication approved by PHFE and the
Funding Agency as described above, Subcontractor/Subawardee shall place an acknowledgment of
federal government support, and shall include a disclaimer, as appropriate, as follows: “The
contents of this publication are solely the responsibility of the authors and do not necessarily
represent the official views of Public Health Foundation Enterprises, Inc. or [Name of Funding
Agency]”.

{c) Use of PHFE's or Funding Agency's Name, Subcontractor/Subawardee shall not use
in any manner PHFE's name, logo or trademarks without PHFE's prior written consent.
Subcontractor/Subawardee shall not use in any manner the Funding Agency’s name, logo or
trademarks without the Funding Agency's prior written consent.

i1. INDEMNIFICATION

{a) By Subcontractor/Subawardee.  Subcontractor/Subawardee hereby agrees to
indemnify, hold harmless and defend PHFE, its bhoard of trustees, officers, directors, agents,
contractors and employees from any and all ¢laims, causes of action, costs, demands, expenses
{including attorney's fees and costs), losses, damages, injuries, and liabilities arising from (i) any
accident, death, or injury whatsoever or however caused to any person or property arising out of
the intentional action or negligence of Subcontractor/Subawardee {or its agents, subcontractors or
employees), (i) Subcontractor's/Subawardee's (or its agents’, subcontractors’ or employees’)
violation of any federal, state or local law or regulation, (i} the breach by
Subcontractor/Subawardee (or its agents, subcontractors or employees) of any its representations,
warranties or agreements under this Agreement or (iv) any claims that the Work Product, or any
element thereof, infringes the intellectual, privacy or other rights of any party.

{b) By PHFE. PHFE hereby agrees to indemnify, hold harmless and defend
Subcontractor/Subawardee, its officers, directors, agents, contractors and employees from any
and all claims, causes of action, costs, demands, expenses (including attorney’s fees and costs),
losses, damages, injuries, and labilities arising from {i) any accident, death, or injury whatsoever or
however caused to any person or property arising out of the intentional action or negligence of
PHFE, (ii) PHFE's viclation of any federal, state or local law or regulation or {iii) the breach by PHFE
of any its representations, warranties or agreements under this Agreement.

12, INSURANCE

{a) Required Coverages. Subcontractor/Subawardee shall, unless otherwise agreed in
writing by PHFE, maintain: (i) Workers’ Compensation insurance, (ii) Professiona! Liability Insurance
and Commercial General Liability Insurance {including broad form contractual and automobile
liability coverage), with minimum limits of ONE MILLION DOLLARS {$1,000,000) combined single
{imit per occurrence, and (iii) Automobile Liability on each automaobile owned by him/her/it or
his/her/its agents, subcontractors/subawardees or employees, which is used at any time to carry
out Subcontractor’s/Subawardee’s duties hereunder, with minimum limits of $100,000 per person
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and $300,000 per occurrence for bodily injury. If higher or additional coverages are required
under the Flow Down Provisions, Subcontractor/Subawardee shall procure such coverages.

(b) Additional _Insureds. All such insurance shall provide that
Subcontractor's/Subawardee’s insurance is primary and not contributory, shall protect
Subcontractor/Subawardee, PHFE and the Funding Agency and their affiliates from claims for
personal injury (including bodily injury and death) and property damage which may arise from orin
connection with the performance of the Services hereunder, or from or out of any negligent act or
omission of Subcontractor/Subawardee, its officers, directors, agents or employees. All such
insurance shall be written by a responsible insurance company possessing B+ VI rating or better as
listed in the Best Guide, shall name PHFE and the Funding Agency as additional insureds for
Professional Liability, Commercial General Liability and Automobile Liability only, shall contain a
waiver of subrogation with respect to the additional insureds, shall be written on an occurrence
basis and shall provide that the coverage thereunder may not be reduced or canceled unless 30
days’ prior written notice thereof is furnished to PHFE and the Funding Agency. Certificates of
insurance containing such waiver of subrogation or copies of policies shall be furnished to PHFE
upon request,

13.  CONFIDENTIALITY

{a) Confidential Information.  Subcontractor/Subawardee agrees that during the
course of this Agreement, Subcontractor/Subawardee may be exposed to and become aware of
certain unique and confidential information and special knowledge (hereinafier "Confidential
Information") provided to or developed by PHFE. Said Confidential Information includes, but is not
limited to, the identity of actual and potential clients of PHFE, client lists, particular needs of each
client, the manner in which business is conducted with each client, addresses, telephone numbers,
and specific characteristics of clients; financlal information about PHFE and/or its clients; client
information reports; mailing labels; various sales and marketing information; sales report forms;
pricing information (such as price lists, quotation guides, previous or outstanding quotations, or
billing information); pending projects or proposals; business plans and projections, including new
product, facility or expansion plans; employee salaries; contracts and wage information; mailing
plans and programs; technical know-how; designs; products ordered; business methods;
processes; records; specifications; computer programs; accounting; and information disclosed to
PHFE by any third party which PHFE is obligated to treat as confidential and/or proprietary. This
Confidential Information derives independent actual or potential economic value from not being
generally known to the public or to other persons, who can obtain economic value from its
disclosure or use, is not readily available through any source other than PHFE and Is the subject of
reasonable efforts to maintain secrecy. Since Subcontractor/Subawardee may be exposed to and
become aware of said Confidential Information and, because of its unique and confidential nature,
the parties hereto desire to afford PHFE protection against its unauthorized use or its use in any
manner detrimental to PHFE. Therefore, Subcontractor/Subawardee shall not disclose in any
manner whatsoever any of the aforesaid Confidential Information, directly or indirectly, or use it in
any way whatsoever, either during this Agreement or at any time thereafter, except as required in
the course of Subcontractor's/Subawardee's work with PHFE or except as otherwise provided in
this Agreement, Further, Subcontractor/Subawardee shall develop and maintain procedures and
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take other reasonable steps in furtherance of PHFE's desire to maintain the confidentiality of its
Confidentizal Information.

(b} Funding Agency Confidentiality. Subcontractor/Subawardee shall also comply with
all confidentiality obligations imposed by the Funding Agency in the Funding Award Agreement or
otherwise,

{c) Return of Documents. All documents and other items which might be deemed the
subject of or related to Confidential Information of PHFE's business, whether prepared, conceived,
originated, discovered, or developed by Subcontractor/Subawardee, in whole or in part, or
otherwise caming into Subcontractor's/Subawardee 's possession, shall remain the exclusive
property of PHFE and shall not be copied or removed from the premises of PHFE without the
express written consent of PHFE. All such items, and any copies thereof, shall be immediately
returned to PHFE by Subcontractor/Subawardee upen request at any time and upon termination
of this Agreement.

14. NON-SOLICITATION OF EMPLOYEES

During the Term of this Agreement and for two years following the termination of this
Agreement, Subcontractor/Subawardee shall not induce, encourage, or advise any person who is
employed by or is engaged as an agent or independent contractor by PHFE to leave the
employment or engagement of PHFE or otherwise raid the employees of PHFE. Nothing contained
in this' paragraph shall constitute a waiver by PHFE of any rights it may have if
Subcontractor/Subawardee engages in actionable conduct after the two year period referred to
above.

15, RECORD RETENTION AND ACCESS TO RECORDS

Subcontractor/Subawardee shall grant to PHFE, the Funding Agency and the U.S. Comptroller
General and their respective authorized representatives upon demand, access to any books,
documents, papers and records of Subcontractor/Subawardee relating to this Agreement or the
Services for audit, examination, excerpt and transcription. Subcontractor/Subawardee shall retain
all such records for seven (7) years (or longer if required under PHFE’s record retention policy,
under the Funding Award Agreement or by law, including under Circular A-110, Subpart C, Post-
Award Reqguiremnents and FAR Subpart 4.7 Contractor Records Retention - 4,703 Palicy) after final
payment is made under this Agreement and all pending matters are closed, unless extended by an
audit, litigation, or other action involving the records, whichever is later.

i6. GENERAL TERMS

{a) Amendments. Amendments to this Agreement shall be in writing, sagned by the
party to be obligated by such amendment and attached to this Agreement.

(b} Governing Law; Venuae, This Agreement is entered into in Los Angeles County,
California. This Agreement shall be interpreted, construed and governed by, in accordance with
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and consistent with the laws of the State of California without giving effect to its conflicts of laws
principals. Such laws shall apply in all respects, including statutes of limitation, to any disputes or
cantroversies arising out of or pertaining to this Agreement. The sole, exclusive and proper venue
for any proceedings brought to interpret or enforce this Agreement or to obtain a declaration of
the rights of the parties hereunder shall be Los Angeles County, California. Each of the parties
hereto submits to the exclusive persenal jurisdiction of the courts located in Los Angeles County,
California and waives any defense of forum non conveniens.

{c) Eguitable Relief. in light of the irreparable harm to PHFE that a breach by
Subcontractor/Subawardee of Sections 9, 10, 13 and 14 of this Agreement would cause, in addition
to other remedies set forth in this Agreement and other relief for viclations of this Agreement,
PHFE shall be entitled to enjoin Subcontractor/Subawardee from any breach or threatened breach
of such Sections, to the extent permitted by law and without bond.

, (d) Binding Agreement.  All terms, conditions and covenants to be observed and
performed by the parties hereto shall be applicable to and binding upon their respective agents,
employees, heirs, executors, administrators, affiliates, subsidiaries, associates, employees,
successors and assigns.

(e) Captions. All captions {section headings) set forth herein are inserted only as a
matter of convenience and for reference, and shall not affect the interpretation of this Agreement.

{f} Counterparts. This Agreement may be executed in any number of counterparts,
each of which shall be deemed an original but all of which, when taken together, shall constitute
one and the same document.

{g) Additional Documents. The parties hereto each agree that they shall execute and,
if appropriate, acknowledge any and all additional and other documents, instruments and writings
which may be reasonably requested by the other party in order to fully carry out the intent and
purpose of this Agreement,

{h) Attorneys' Fees; Costs. In the event that any suit in law or equity, arbitration or
other formal proceeding is instituted by any party to enforce or interpret any part of this
Agreement, or to recover damages for breach thereof, the prevailing party shall, in addition to any
such other relief available to such party, be entitled to recover costs of suit incurred therein, and
to also recover as an element of such costs (but not as damages) reasonable attorneys' fees
incurred by such prevailing party.

(i) Entire_Agreement. This Agreement, and all documents referred to in it, or
incorporated in it, is an integrated document containing and expressing zll terms, covenants,
conditions, warranties and agreements of the parties relating to the subject matter hereof. No
other or prior agreements or understandings, written or oral, pertaining to the same shall be valid
or of any force or effect. ’
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() . Facsimile or Email Transmissions. A facsimile transmission or transmission by Email
of the executed signature page of this Agreement shall be accepted as, relied upon as, and
deemed 1o be, an original.

{k) Fair Interpretation. The language appearing in all parts of this Agreement shall be
construed, in all cases, according to its fair meaning in the English language, and nat strictly
construed for or against any party hereto. This Agreement has been prepared jointly by the
parties hereto after arms length negotiations and any uncertainty or ambiguity contained in this
Agreement, if any, shall not be interpreted or construed against any party, but according to its fair
meaning applying the applicable rules of interpretation and construction of contracts.

{1} No Waiver, No failure or delay by any party in exercising a right, power or remedy
under the Agreement shall operate as a waiver of any such right or other right, power or remedy.
No waiver of, or acquiescence in, any breach or default of any one or more of the terms, provisions
or conditions contained in this Agreement shall be deemed fo imply or constitute a waiver of any
other or succeeding or repeated breach or default hereunder. The consent or approval by any
party hereto to or of any act of the other party hereto requiring further consent or approval shall
not be deemed to waive or render Unnecessary any consent or approval to or of any subsequent
similar acts.

{m} Notices. Any notice, demand, consent or other communication required or
permitted to be given hereunder shall be made in the English language and shall be so given by
personal delivery, by (i) registered or certified (return receipt) or First Class United States Postal
Service mail, postage pre-paid, or {ii} recognized overnight national courier service, or (iii} facsimile
transmission confirmed by letter sent by First Class United States Postal Service mail, postage pre-
paid, or {iv} by emall confirmed by letter sent by First Class United States Postal Service mail,
postage pre-paid, addressed to the recipient of such notice at the following address or facsimile
number, as the case may be, or any other address or facsimile number or email address provided
by a party in the manner described hereinabove;

In the case of PHFE, addressed to:

Public Health Foundation Enterprises, Inc.
12801 Crossroads Parkway South, Suite 200
City of Industry, CA 91746-3505

Attention: Peter Dale, Director Contracts and
Grants

Facsimile: 562.692.6950

Email: PHFEContracts@phfe.org
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In the case of Subcontractor, addressed to:

San Francisco Depariment of Public Health
25 Van Ness Avenue, Suite 500

San Francisco, CA 84102

Attention:Lorna Garrido

Facsimile:__none

Email: Lorna.garrido@sfdph.org

Any such notice shall be deemed to have been received by the addressee, and
service thereof shall be deemed effective, five (5) days following deposit thereof with the
United States Postal Service, or upon actual receipt, whichever first occurs, unless the
address for delivery is not within one of the United States or its territories or possessions,
in which case service shall be effective seven (7) days following deposit, or upon actual
receipt, whichever first occurs.

{n}  Remedies Non-Exclusive. Except where otherwise expressly set forth herein, alt
remedies provided by this Agreement shall be deemed-to be cumulative and additional and not in
lieu of or exclusive of each other or of any other remedy available to the respective parties at law
or in equity.

{0) Severability. If any term, provision, condition or other portion of this Agreement is
determined to be invalid, veid or unenforceable by a forum of competent jurisdiction, the same
shall not affect any other term, provision, condition or other portion hereof, and the remainder of
this Agreement shall remain in full force and effect, as if such invalid, void or unenforceable term,
provision, condition or other portion of this Agreement did not appear herein.

{p) Limitation of Liahility. Except for a breach of sections 9 and 13 above and except to
the extent included in a party’s indemnification obligations under Section 11 above, in no event shall
any party be liable to the other for any indirect, special, incidental, punitive or consequential
damages, whether based on breach of contract, tort (including negligence), or otherwise, and
whether or not that party has been advised of the possibility of such damage.

{q) Non-Assignability. None of the parties shall assign, transfer, sell, encumber,
hypothecate, alienate or otherwise dispose of this Agreement, or any right, title or interest to or in
this Agreement, nor shall a party delegate any duty or obligation to be performed hereunder,
without the express written consent of the other party having been first obtained, except that any
party may assign this Agreement without the consent of the other party in the case of a
reorganization, merger, consolidation, or sale of all or substantialiy all of its assets so long as the
assignee expressly assumes all of the obligations of the assignor under this Agreement.
Natwithstanding the foregoing, PHFE may assign this Agreement to an affiliate of PHFE without the



consent of the other party. Any attempt to assign this Agreement other than as permitted above
shall be null and void. :

{r} Signing_Person. The individuals signing this Agreement on behalf of an entity
represents and warrants that he/she has authority to bind such entity to this Agreement.

[Signatures follow on next page)
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The undersigned have caused this Subcontract/Subaward Agreement to be executed as of the
date first set forth above:

PUBLIC HEALTH FOUNDATIO RPRISES, INC,

Director, Contracts and Grants

SUBCONTRACTOR/SUBAWARDEE

Name: TOMds 1. Aragon, /0/23/C,é

VD, UrPe

Sjg%a\ture:
s (AL

Print Name, Title [If any enﬁ/}
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EXHIBIT A
TO SUBCONTRACT/SUBAWARD AGREEMENT

Scope of Work (SOW)

Attached

20




I's C Epidemiology and Laboratory Capacity (ELC} —Building and Strengthening -
g _ Epidemiology, Laboratory and Health Information Systems Capacity 2016

L L)

ELC Project K&
Threat of Antibiotic-Resistant Gonorrhea: Rapid Detection and Response Capacity

Navigation
Click the name of a section below while holding the control key to jump to specific sections of this document.
- Awardee Jurisdiction

Strategy 1

Strategy 2

Strategy 3

Evaluation and Performance Measurement Strategy

Guidance

The following work plan will outline the awardee’s pians, milestones, and expected outcomes related to the
project described in attachment Antibiotic-Resistant Gonorrhea of the ELC 2016 Application. Please review this
guidance prior to completing this application.

If there are any questions or concerns while completing this application, please contact the ELC or Program POC
to address and resolve the issue.

When completing the form, it is important to note that this is a locked document and only specific form fields
and sections are editable. Please do not attempt to edit or alter sections of the form that are not available for
edit as it could delay and hinder the ability to review the application.

Spell Check: You can run a spelling check by clicking the button below.

Spell Check

Track Changes: You may use track changes with this document by clicking the buttons below.

Turn Track Changes On/Off Accept Al Changes

Document (D: ELC-2016-Antibiotic-Resistant Gonorchea 111131141113
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Awardee ]ﬁfisdictibn

Please select your Awardee jurisdiction.

States: Alabama through States: Missouri through West Wisconsin, Wyoming and Non-
Mississippi (Alphabetical) . Virginia (Alphabetical) State Applicants (By Type)
California Select One Select One
Project Approach

Problem Statement

In completing this section, reference the component projects ‘Problem Statement’ within the funding
oppartunity guidance and articulate its applicability and special considerations to the applicant jurisdiction.
Please iimit the response to this section to half a page - This section is unrestricted ta allow entry of additional
materiols beyond text {including graphics, pictures, etc.) as necessary.

In 2013, CDC identified antibiotic-resistant Neisseria gonorrhoeae {ARG) as an urgent public health
threat requiring significant resources to detect and prevent cases in the United States. California {CA)
and San Francisco (SF} are areas of particular concern. In 2014, CA had the most gonorrhea {GC) cases
of any state. In 2015, there were 54,307 GC cases, and from 2011 to 2015 male cases ages 15-44
increased 113% and female cases ages 15-44 increased 67%. Furthermore, SF has the highest GC case
rate in CA; in 2015, 4266 reported cases represented a 30% increase from 2014, In 2013, the SF case .
rate was 313.2/100,000, which exceeded the case rate for the Los Angeles metropolitan statistical area
(MSA), the New York MSA, the state of CA, and the United States (US) as a whole. Prevention and
control of GC are key responsibilities of state and local sexually transmitted disease (STD} programs and
rely on timely and effective antibiotic treatment. However, GC has repeatedly developed resistance to
antimicrobials including sulfonamides, penicillin, tetracyclines, and fluoroquinolones. Data from the
CDC Gonococcal Isolate Surveillance Project (GISP) have shown that decreased antibiotic susceptibility
to cephalosporins, the current mainstay of GC treatment, is more likely to be detected in specimens
from the Western US compared to other US regions, and from men who have sex with men {MSM)
compared to men who have sex with women (MSW). With large populations of MSM and high rates of
GC, CA and SF are critical jurisdictions to implement effective surveillance and control of ARG.
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Epidemiology and Laboratory Capacity (ELC} —Building and Strengthening
Epidemiology, Laboratory and Health information Systems Capacity 2016
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| 3 3
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Purpose

Describe in 2-3 sentences specifically how the application will address the project’s problem as described in the
camponent project’s ‘Problem Statement.’

Given California’s increased epidemiologic risk for ARG, both the San Francisco Department of Public Health
{SFDPH) and California Department of Public Health (CDPH) have established efforts to prepare for and respond
to this public health threat. Qur proposed California-San Francisco Rapid Detection and Response Project (CA-SF
- GC RDR) will support, expand, and accelerate efforts to combat ARG in San Francisco, by 1) developing and
implementing protocols for rapid identification and response to ARG cases, 2} expanding surveillance to
additional clinic sites, populations including females and youth, and anatomic sites of infection, and 3}
collaborating throughout the surrounding Bay Area region to provide comprehensive rapid response to ARG
cases. Rigorous data collection and evaluation of novel methods for GC surveillance, laboratery testing, and case
investigation will inform preparedness for rapid ARG detection and response throughout California.

Applicant Capacity

The below table provides some specific questions regarding gonorrhea morbidity and Public Health Lab capacity.
Following the table is a free-response section for you to provide more information about vour capacity.

Selection of a Local Health Jurisdiction

If your organization is not a local health department, San Francisco Depariment of Public Health
name the local health jurisdiction with whem you plan
to partner to implement programmatic activities:

Does the jurisdiction currently receive and Yes, at state and local levels
electronically/automatically processes electronic lab
reports (ELR)?

Presence of a Categorical STD Clinic {a clinic whose primary mission is to provide diagnosis, treatment,
counseling, and sex partner notification for STDs.)

Provide the name(s) and location(s) of categorical STD | San Francisco City Clinic
clinics that serve the selected jurisdiction. If you will

356 7' Street
perform activities in only a select number of STD
clinics, please denote the selected clinics: San Frandsc‘?' CA 94103
Does/do the categorical STD clinic(s) that you Yes, All
proposed to work with utilize electronic medical
records {EMR)?

If only some of the categorical STD clinics that you
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propose to work with utilize EMR, please indicate
which clinics use EMR and which do not:

Gonorrhea Morbidity

How many cases of gonorrhea (GC) were reported in
2015 in the selected local jurisdiction?

Female: 372

Male {Overall): 3829

-- Male (Men who have sex with men): 3067

-- Male (Men wha have sex with women only): 140
Non-Hispanic White: 1887

Non-Hispanic Black: 387

Hispanic: 631

Other races: 1352

How many cases of GC were reported in 2015 from the
categorical STD clinic(s) where you plan to implement
activities? Note: This program requires that at least
one categorical STD clinic must diagnose at least 200
GC cases per year.

Number; 750

Propartion of total GC céses reported in the selected
jurisdiction diagnosed by the categorical clinic(s):
18.50%

How many cases of GC from the selected |ocal
jurisdiction were cultured and tested for antibiotic
susceptibility in 2015?

Number; 273

Proportion of total GC cases reported in the selected
jurisdiction {i.e., not limited to the categorical clinics
above): 6.40%

taboratory Capacity

Please provide the name and location of the
stateflocal public health laboratory that will be
performing antibiotic susceptibility testing for the

Name: San Francisco Public Health Laboratory

Location: 101 Grove Street, Room 419

project San Francisco, CA 94102
Does the selected public health lab currently culture Yes
GC specimens for antibiotic susceptibility testing or
diagnostic purpases?
if the selected public health lab currently cultures GC, | Agar dilution:
please provide information on how many specimens Disc diffusion:
the lab cultured and tested for antibiotic susceptibility
E-testing: 73

in 2015 by test type.
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Other:

['If the selected public heaith lab currently cultures GC, | Mean time (days): 3
| please provide information on the mean time and ‘ Range {high side, in days): 15
| range (in days) between specimen collection and the

' results being returned to the provider.  Range (low side, in days): 1

Address the jurisdiction’s current capacity to successfully implement the proposed strategies and activities
{including describing staff and other infrastructure already in place that you will build upon) to meet project
period outcomes. Please limit the response to this section to 1 page - This section is unrestricted to alfow entry
of additional moterials beyond text (including graphics, pictures, etc.) as necessary.

The SF Department of Public Health (SFDPH) Population Health Division (PHD) is a longtime leader in
STD prevention, and contains the premier categorical STD clinic in CA, San Francisco City Clinic (SFCC).
SFCC has been a CDC GISP site for 30 years; for the first half of 2015, 203 cases of gonococcal urethritis
were diagnosed at SFCC, 126 of which were submitted to the regional GISP laboratory via SFDPH Public
Health Laboratory {PHL), itself a state-of-the-art microbiology laboratory with demonstrated excellence
in both standard and innovative GC testing, including being among the first to utilize GC NAAT.
Sequence analysis of SFCC GC specimens at PHL in 2008 demonstrated the presence of two previously
undescribed penA alleles associated with elevated cephalosporin MICs. PHL imiplemented Etest in 2011
to provide susceptibility data 2-3 weeks before GISP results were available on specimens from four
public health clinics across CA (including SFCC). Susceptibility data from PHL and GISP are stored in the
SFDPH STD data system {ISCHTR - Integrated Surveillance and Clinical Health Tracking Registry), a
robust data management system that enables timely analyses for continuous quality improvement.

The California Department of Public Health (CDPH) STD Control Branch (STDCB) coordinates STD
prevention and control across CA and is creating an advanced data management system to track
California GISP isolates and any suspected GC treatment failures or ARG cases. STDCB has worked with
LHJs to not only respond to GC outbreaks, treatment failures and ARG but also to conduct many
successful enhanced GC projects, including Etest and an evaluation of an alternative GC culture
medium (InTray GC) with SFDPH, a test of cure study with San Mateo, a collaboration with San Luis
Obispo to evaluate a cluster of disseminated gonococcal infections, and partner services for patients
with GISP alerts {through which, in 2015, SFDPH interviewed 12 of 14 patients with reduced
susceptibility). Additionally, CA and SF collaborated to analyze partner services data from SF and
neighboring Bay Area counties, which revealed that 41% of sexual partnerships in a large network of
early syphilis cases in the SF-Bay Area region were between persans who resided in different counties,
reinforcing the importance of collaborative disease control efforts. In late 2015, STDCB began working
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closely with the CDPH Microbial Diseases Laboratory Branch {MDL) to build capacity for GC culture and
antimicrobial susceptibility testing (AST). MDL is available to perform whole genome sequencing and
provide subject matter expertise on molecular diagnostics. Both CDPH and SFDPH receive funding for
the STD Surveillance Network (SSuN} to conduct enhanced population-based GC surveillance.

The CA-SF GC RDR leadership team has extensive STD experience. Dr. Susan Philip, MD, MPH, the
SFDPH PHD Disease Prevention and Control {DPC) Branch Director, and STD Cohtroner for SF, will serve
as the SF Principal Investigator for this project. She has aver 13 years of experience in STD and HIV
clinical care, epidemiology, research and evaluation. Key units in DPCinclude SFCC, PHL, and all SFDPH
DIS staff. Dr. Trang Nguyen, PhD, MPH is a senior epidemiologist with extensive knowledge of the STD
surveillance and program activities. She will work closely with the CA-SF GC RDR staff to meet
objectives, assisting them in engaging all key stakeholders and staff to develop and implement the
evaluations. Dr. Mark W. Pandori, PhD, HCLD{ABB) is the interim Director for PHL. He is a national
expert In public health laboratory methods for GC and other STDs, and led many of the PHL inhovations
in GC testing described above. br. Heidi Bauer, MD, MS, MPH is the Chief of the CDPH STDCB and will
serve as the CDPH Principal Investigator for this project; she has over 15 years of experience in STD
prevention program development, epidemiology, research, and evaluation. Dr. Juliet Stoitey, MD,
MPH is Chief of the Office of Science and Policy and the Public Health Medical Officer of CDPH STDCE;
she has expertise in infectious diseases and STDs, 6 years of experience in STD and HIV clinical care,
serves as the lead for ARG efforts at STDCB, and will work closely with the CA-SF GC RDR staff to meet
objectives. Dr, Vishnu Chaturvedi, PhD is a board-certified laboratory director for MDL and recognized
academic scientist, educator, editor and subject matter expert with an elghteen-year track record in
managing people and processes that ensure the highest quality public health laboratory operations.
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Epidemiology and Laboratory Capacity (ELC) -Building and Strengthening

i Epidemiology, Laboratory and Health Information Systems Capacity 2016

éﬂ*ategy | 1 - ' .

Strategy: Strengthen local resistant GC threat coordination and epidemiological capacity

Add New Activity

Strategy 1: New Activity #1
Name {500 Character Maximum):
Designate an epidemiologist coordinator responsible fqr local resistant GC activities
Implementation Plan {1000 Character Maximum): - |

The San Francisco Department of Public Health {(SFOPH) will define a scope of work and hire a GC
Epidemiologist Coordinater {EC). This coordinator will be the primary person responsible for the
activities of the CA-SF GC RDR in San Francisco. Additionally, COPH will hire a Regional GC RDR
Coordinator (RDRC). Named partners of SF cases come from both inside and cutside SF and
historically STD outbreaks in CA have involved multiple independent jurisdictions. Thus, a regional
effort is necessary for both capacity building and surveillance to facilitate inter-jurisdictional
coordination, data-sharing, and partner follow-up to provide a comprehensive public health
infrastructure and capacity for detection and response, and to better characterize sexual
transmission networks. This position will provide overall epidemiologic support and coordination
with SFDPH and other regional and statewide partners.

2016 Milestones/Outputs {500 Person Responsible Start Date  End Date
Characters Each)
1 Hire SFDPH GC Epidemiology Coordinator Susan Philip and Trang  Aug 2016 Nov 2016
Nguyen
2 Hire CDPH Regional GC RDR Coordinator ~ Heidi Bauer and Julie  Aug 2016 Nov 2016
Stoltey
3 SelectOne  Select One

Strategy 1: New Activity #2
Name (500 Character Maximum):

Develop flow charts and definitions detailing case reporting, laboratory testing, and epidemiologic
investigation and analysis

implementation Plan (1000 Character Maximum):

The SFDPH GC EC will identify protocols, data systems, and staff associated with GC case reporting,
laboratory testing, and epidemiologic investigation and analysis to develop a plan to meet project
deliverables, The GC EC will work with key staff to develop the timeline for expanded GC culture and
AST to include female and extragenital specimens of SFCC patients, and from the 3rd Street Youth
Center and Clinic (a high volume youth clinic primarily serving African Americans in the highest
adolescent STD prevalence area). The CDPH Regional GC RDRC will work closely with the SFDPH GC EC
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to develop updated workflows that: link to regional GC efforts; facilitate data sharing on partners and
for regional and state epidemiologic analyses; and ensure collaboration with other CA GC partners
(e.g., Los Angeles). CDPH and SFDPH will conduct a SF-Bay Area meeting with key local health
jurisdiction partners to develop an ARG Regional Strategic Plan that includes best practices for ARG
response.

2016 Milestones/Outputs (500 Person Responsible Start Date  End Date

Characters Each)

1 Catalog of existing and newly developed  Trang Nguyen until Sep 2016 Jul 2017
case surveillance, epidemioclogy, and SFDPH GC
laboratory protocols with flow charts and  Epidemiologist
definitions Coordinator hired

2 CA-SF GCRDR strategic plan for SFDPH GC Oct 2016 Jul 2017
expansion of GC specimen collection and  Epidemiologist
AST beyond SFCC GISP specimens Coordinator

3 SF-Bay Area ARG Regional Strategic Plan ~ CDPH Regional GCRDR  Oct 2016 May 2017
Coordinator

Strategy 1: New Activity #3
Name (500 Character Maximum):

Hire needed staff {such as surveillance and field epidemiolagists, laboratorians, case investigators, and
data entry personnel) to support local coordination and capacity

Implementation Plan (1000 Character Maximum):

SFDPH will additionally hire CA-SF GC RDR: microbiologist responsible for GC culture and AST,
developing protocols including expanded culture and testing of new specimen sources and from new
media (e.g., InTray from 3rd Street Youth Center and Clinic (YCC)); and 2 health workers to conduct
partner services {PS) {one at SFCC, one embedded at 3rd St YCC to develop, implement, and evaluate
PS protocols for youth). CDPH will additionally hire CA-SF GC RDR: regional health worker responsible
for case investigation and partner follow-up of GC cases with reduced susceptibillty outside SF, training
and technical assistance to LHJs for investigations on ARG GC cases; and microbiologist to perform AST
of GC isolates, communicate results to staff and LHJs, and initiate and coordinate the collection and
storage of a repository of ARG isolates. CDPH/SFDPH will develop training protocols and evaluation
methods.

2016 Milestones/Outputs (500 Person Responsible Start Date  End Date
Characters Each)
1 Post and hire SFDPH positions Susan Philip and Trang  Aug 2016 Feb 2017
Nguyen
2 Post and hire CDPH positions Heidi Bauer and Julie Aug 2016 Feb 2017
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Stoltey

3 CA-SF GC RDR staff training protocols and  SFDPH GC Nov 2016 Feb 2017
evaluation plans Epidemiologist
Coordinator and CDPH

Regional GC RDR
Coordinator

Strategy 1: New Activity #4

Name (500 Character Maximum): '
Advance workforce development and training related to rapid response for resistant GC (optional)
Implementation Plan (1000 Character Maximum):

SFDPH and CDPH staff with a role in ARG detection and response must be proficient in continuous
quality improvement methods and standardized, applied problem solving. These skills are fundamental
to every proposed ARG response activity and will increase SFDPH and CDPH workforce capacity for
innovation by teaching standardized problem solving and evaluation to improve efficiency. CA-SF RDR
hired and in-kind staff, as well as select SFDPH and CDPH cliniclans, laboratorians, and health workers
with roles in ARG detection and response, will undergo training on A3 Thinking to learn a common
‘language’ of problem solving. This method has already been taught at the SFDPH clinics and hospitals
that will be partners in expanded GC culture efforts ~ proving further usefulness of ensuring this
standard. Also, the CA STD/HIV Prevention Training Center (CAPTC), DIS Training Center (DISTC) will
develop training materials for DIS on rapid response case investigation and partner services of ARG
cases.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each) .

1 Final A3 Thinking training schedule, Susan Philip with Heidi  Aug 2016 Jul 2017
contract, and staff attendee list Bauer

2 ldentify CDPH or SFDPH staff to attend Heidi Bauer and Susan  Aug 2016 Mar 2017
national STD and microbiology Phillip

conferences for workforce development

3 Training materials on rapid response case CDPH Regional GCRDR  Oct 2016 Jul 2017
investigations and field services of ARG Coordinator and
cases CAPTC-DISTC

Strategy 2

Strategy: Enhance timely surveillance for detection of resistant GC threats
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Strategy 2: New Activity #1 : Add New Acpyn;y

Name (500 Character Maximum):

Establish local lab capacity and protocols for implementing e-test for timely antibiotic susceptibility
testing

Implementation Plan (1000 Character Maximum):

In collabaration with the SFDPH GC EC, the SFDPH interim PHL Director Dr. Mark Pandori will work
with the newly hired CA-SF GC RDR Microbiologist to update existing protocols for Etest for timely
antibiotic susceptibility testing and protocols for providing results to clinicians in short time frames,
PHL implemented Etest in 2011 and recently tested approximately 70 isolates per month for all CA
GISP sites, but results have not yet been used to inform patient care. Again, the models of change
and evaluation the lab staff, epidemiologists and DIS will be trained in will guide how this effort will
be designed and evaluated. The COPH MDL will continue to build capacity to conduct GC culture and
AST with Etest. MDL will provide subject matter expertise and serve as a back-up and reference
laboratory for additional testing of isolates from SFDPH. MDL will also maintain stock and
surveillance cultures of notable ARG isolates for any future testing.

2016 Milestones/Qutputs (500 Person Responsible Start Date End Date
Characters Each)
1 (Catalog of existing and necessary Mark Pandoriuntil - Aug 2016 Qct 2016
protocols for Etest at PHL of SFCC GISP SFDPH Microbiologist
samples hired
2 Validated GC culture and Etest at COPH Vishnu Chaturvedi until Aug 2016 Dec 2016
MDL laboratory CDPH Microbiologist is
_ hired
3 Number of antibiotic-resistant gonorrhea  Vishnu Chaturvedi until  Aug 2016 Jul 2017
isolates archived at MDL CDPH Microbiologist is
hired

Strategy 2: New Activity #2
Name (500 Character Maximum}:

Develop processes for rapid communication of e-test results to surveillance and field epidemiology
staff '

Implementation Plan {1000 Character Maximum):

Importation of PHL results, including susceptibility data, into ISCHTR occurs routinely. Using the
proposed training in standardized, applied problem solving, these processes will be automated and
alerts developed to ensure timely use of critical Etest results for action (e.g., case investigation,
verification of treatment to evaluate potential treatment failures). In collaboration with the CDPH
Regional GC RDRC, the SFDPH GC EC will work with related SFDPH PHL, SFCC, epidemiology staff, and
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CDPH staff to develop protocols and templates for rapid reporting of Etest results to appropriate SF
and CA health workers and providers. The CDPH Regional GC RDRC will coordinate discussions to
facilitate interoperability across SFDPH and CDPH 1T systems to ensure seamless state and local data
exchange and will work to operationalize real-time data transfer between COPH MDL information
systems and the existing CDPH ARG database.

2016 Milestones/Outputs {500 Person Responsible Start Date End Date
Characters Each) '

1 Catalog of protocols and templates for SFDPH GC Oct 2016 Jul 2017
rapid reporting of Etest results to SFDPH  Epidemiologist
health workers and local providers Coordinator

2 Catalog of protocols and templates for CDPH Regional GCRDR  Oct 2016 Jul 2017
communication of Etest results to CDPH Coordinator
regional health worker and regional

providers
3 Average turn-around-time for the CDPH Regional GCRDR  Dec 2016 Jul 2017
collection and rapid reporting of ARG Coordinator :

data fields from CDPH MDL laboratory
infarmation system to CDPH ARG
database

Strategy 2: New Activity #3
Name (500 Character Maximum):

Increase and improve timeliness of reporting and complete capture of data relevant to antibiotic-
resistant GC surveillance and epidemiology in electronic surveillance systems. These may include:
treatment date and regimen, anatomic site of infection, gender of sexual partners

implementation Plan {1000 Character Maximum):

The SFDPH GC EC, in collaboration with the CDPH Regional GC RDRC, will finalize a list of key variables
(e.g., treatment date and regimen, anatomic site of infection) to assess and prioritize projects to
improve reporting timeliness and completeness, including the evaluation of sending electronic patient
and laboratory data messages from providers such as the SFDPH outpatient clinics for importation to
ISCHTR. The CDPH Regional GC RDRC will work within CDPH to facilitate SF providers’ use of the
California integrated cammunicable disease surveillance system, CalREDIE provider portal for rapid
reporting and retrieval of GC treatment, and other relevant clinical data; evaluate a mechanism for
rapid data exchange between CalREDIE and ISCHTR, including susceptibility data from PHL and MDL,
and case/partner data for PS outside SF; and work to improve completeness of electronic laboratory
reporting. This activity is linked to meeting requirements for Strategy 2: Activity #8.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each)

H



1 List of key variables for ARG surveillance ~ SFDPH GC Sep 2016 Jul 2017
and epidemiology; timeline for evaluating Epidemiologist
and finalizing mechanisms to improve Coordinator with IT
data completeness and timeliness consultant

2 Determine the interoperability between ~ CDPH Regional GCRDR  Oct 2016 Jul 2017
SFDPH and CDPH electronic data systems  Coordinator
to facilitate real-time sharing of relevant
clinical data fields (i.e., treatment date
and regirmen, anatomic site of infection,
gender of sexua! partners)

3 Select One  Select One
Strategy 2: New Activity #4
Name (500 Character Maximum):

Establish a plan for expanded collection of GC culture and performance of GC antibiotic susceptibility
testing {e.g., collection of specimens from clinical sites outside of the STD clinic, collection of culture
from female GC cases, collection of culture from extragenital sites of GC cases

Implementation Plan {1000 Character Maximum):

The SFDPH GC EC will collaborate with the CDPH Regional GC RDRC to create a timeline and protocols
for collecting additional specimens at SFCC from females and extragenital sites {males and females)
and at the 3rd Street YCC {with InTray) to attempt to isolate cultures and conduct Etests. During Year 1,
SFDPH will increase the number of non-GISP specimens to culture from SFCC and 3rd St YCC, eventually
trying to successfully culture isolates from an additional estimated 200 urethral, 50 cervical, 100
pharyngeal, and 100 rectal specimens, based on likely eligible patients using 2015 clinic data. Also,
SFDPH will develop mechanisms to identify potential treatment failures and providers to target for
expanded GC culture. Analyzing case report data might identify providers who should routinely collect
cultures at the original and fellow-up GC tests. CDPH MDL will provide GC culture and AST for Bay Area
partners named by SF cases.

2016 Milestones/Outputs (500 Person Responsible Start Date  End Date

Characters Each)
1 Number of GC culture and Etest of non- SFDPH GC ' Nov 2016 Mar 2017

GISP specimens from SFCC and 3rd St YCC  Epidemiologist
Coordinator

2 Catalog of protocols for Etest at PHL of Mark Pandori until lan 2017 Jui 2017
SFCC and 3rd St YCC non-GISP specimens  SFDPH Microbiologist
hired
3 Number of GC culture and Etest Vishnu Chaturvedi until  lan 2017 Jul 2017
specimens tested from populations CDPH Microbiologist is
outside SF boundaries hired
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Strategy 2: New Activity #5
Name (500 Character Maximum):

Pilot novel approaches to detect resistance in non-STD clinic settings, including but not limited to
public health detailing to distribute culture media plates {InTray GC™) to high-volume providers that do
not routinely perform culture-based testing due to lab capacity issues.

Implementation Plan (1000 Character Maximum):

CDPH led an evaluation of InTray GC to culture male urethral specimens at SFCC and found that the
InTray GC system was 87.5% sensitive for GC culture. SFDPH will collect specimens using InTray GC at
the 3rd St YCC, benefitting frem lessons learned to create protocols and an evaluation plan.
Symptomatic female youth will be initially prioritized for culture; in 2015, 71 GC tests were conducted
among symptomatic females ages <=25 (24 GC tests among symptematic male youth). CA-SF GC RDR
staff will analyze the yield of culture by InTray and the proportion of cultures that underwent AST with
Etest, using results to plan expansion te other clinics. Additionally, the CDPH Regional GC RDRC will
meet with large regional medical groups to discuss InTray GC/AST, and academic partners to explore
piloting novel molecular assays to detect GC resistance.

2016 Milestones/Outputs (500 Person Responsible Start Date  End Date

Characters Each)
1 Eligibility criteria and evaluation plan for ~ SFDPH GC Nov 2016 Mar 2017
GC culture coliection using InTray and Epidemiologist
conducting Etest of 3rd St YCC specimens  Coordinator
2 (Catalog of protocols for InTray specimen  Mark Pandori until Jan 2017 Jul 2017
collection at 3rd St YCC SFDPH Microbiologist
hired
3 Number of meetings conducted with CDPH Regional RDR Oct 2016 Jul 2017
- regional medical providers to discuss Coordinator
InTray GC and AST

Strategy 2: New Activity #6
Name (500 Character Maximum):

Package and ship specimens per protocols to the appropriate Antibiotic-Resistant Lab Network (ARLN)
laboratory for confirmatory agar dilution and molecular characterization, such as whole genome
sequencing.

tmplementation Plan (1000 Character Maximum}:

SFDPH is committed to packaging and shipping of specimens per protocol to the appropriate
Antibiotic-Resistant Lab Network (ARLN) laboratory for confirmatory testing and molecular
characterization. Having participated in GISP since its inception, SFDPH has extensive experience in
preparing inoculated culture plates from SFCC to the PHL for processing and shipment of frozen
isolates to regional laboratories, SFDPH will be readily able to update existing protocols for shipment to



an ARLN laboratory for additional testing. While SFDPH will collaborate with CDC and other funded GC
RDR sites on finalizing protocols and the proportion or types of specimens to send to an ARLN
laboratory, SFDPH has estimated the proportion of GISP and non-GISP cultures from SFCC and 3rd St
YCC that will be isolated and available for shipment to the ARLN, and its related costs. SFDPH will also
package and ship a small number of isolates to COPH MDL for additional reference testing.

2016 Milestones/Qutputs {500 Person Responsible Start Date  End Date
Characters Each)
1 Shipment protocols to ARLN SFDPH GC Oct 2016 Jul 2017

Epidemioclogist
Coordinator

2 Nurﬁber of PHL staff trained on ARLN SFDPH Microbiologist Dec 2016 Jul 2017
shipment protocols

3 ‘ Select One  Select One
Strategy 2: New Activity #7
" Name (500 Character Maximum):

Electronically submit associated data to ARLN for addition of whole genome sequencing data, and for
ultimate submission to CDC,

Implementation Plan (1000 Character Maximum):

Having a longstanding history of sending associsted GC case and laboratory data to CDC as part of the
GISP protocol, SFDPH will be readily able to update existing protocols and programming for electronic
submission of required data to ARLN. SFDPH anticipates collaborating with CDC and other funded GC
RDR sites on protocols.and definitions, SFDPH will also continue to submit data to CDPH, per current
protocols.

2016 Milestones/Outputs (500 Person Responsible Start Date  End Date
Characters Each)

1 Data definitions and protocols for SFDPH GC Oct 2016 Jul 2017
required GC RDR data to send to ARLN Epidemiologist
and CDC Coordinator

2 Data programming to send associated SFDPH GC Dec 2016 luf 2017
data to ARLN and CDC Epidemiologist ‘

Coordinator
3 Select One  Select One
Strategy 2: New Activity #8
Name (500 Character Maximum):

Enhance local health department capacity to appropriately record antibiotic susceptibility testing data



(e.g., date of test, test type, and MIC results by drug tested) in the state/local information system.
Implementation Plan (1000 Character Maximum):

Given its experience with Etest, the SFDPH PHL has a database for capturing all relevant AST data.
These data were routinely uploaded and stored in ISCHTR. GISP results from the regional GISP
laboratory are sent to SFDPH and stored in ISCHTR. The PHL database and ISCHTR will be evaluated and
enhanced for interaperability and facile data exchange with COPH as discussions with CDC and CDPH
about testing and results variables lead to definitions and protocols for data-entry and quality
assurance to implement. CDPH and SFDPH will evaluate mechanisms for sharing these data readily
with surveillance and DIS, AST resuits will be added to existing state electronic laboratory reported
data streams. Relevant ARG data fields (e.g., MIC) will be added to CalREDIE, and the existing CDPH
ARG data system. COPH will lead data system interoperability efforts across ISCHTR, CalREDIE, MDI.
laboratery information system and existing COPH ARG database {in alignment with meeting Strategy 2:
Activity #3).

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each)

1 Updated database used by PHL for Etest ~ SFDPH GC Oct 2016 Mar 2017
and other AST results Epidemiologist

’ Coordinator ,
2 AST results added to ELR data streams; CDPH Regional GCRDR  Qct 2016 Jul 2017

relevant project data fields added to Coordinator
CalREDIE

3 Determine the interoperability between  CDPH Regional GCRDR  Oct 2016 Jul 2017
SFDPH and CDPH data systems to _Coordinator

facilitate real-time data sharing of
relevant laboratory data fields {i.e., date
of test, test type, and MIC results by drug
tested)

Strategy 2: New Activity #9

Name {500 Character Maximum):

Evaluate time-to-clearance among persons tested and treated for GC who return for a test-of-cure
(optional)

Implementation Plan (1000 Character Maximumy):

San Francisco City Clinic has experience implementing an evaluation of GC molecular test of cure in
men who have sex with men. Existing experience, protocols, and remaining questions will be built
upen in future years of this grant to expand the evaluation of GC time to clearance in youth, females,
and heterosexual males. Additional clinical sites would be considered within San Francisco and in other

CA public health STD clinics (e.g., Orange County, San Diego}. in addition, AST with Etest would also be |
considered to address correlation between time to clearance and antibiotic susceptibility profile. The

as



CDPH Regional GC RDR Coordinator would be responsible for planning the evaluation and coordinating
with SF and other clinical sites in Year 1, to pursue the evaluation in subsequent project years.

2016 Milestonies/Qutputs (500 Person Responsible Start Date End Date
Characters Each)

1 List of potential additional clinical sites SFDPH GC Feb 2017 Jul 2017
within San Francisco to participate in Epidemiologist ‘
time-to-clearance evaluation Coordinator

2 GCtime-to-clearance project plan CDPH Regional GCRDR  Nov 2016 Jul 2017

Coordinator
3 Select One  Select One
Strategy 3

Strategy: Enhance GC case investigations to identify transmission dynamics of emerging resistant GC threats

Strategy 3: New Activity #1 AddNew .Acm',tf B

Name (500 Character Maximum): .

With CDC guidance, funded sites will draft and implement an unified case investigation guide for
resistant GC cases or GC cases with reduced susceptibility that encompasses areas of interest {e.g.,
travel history, anatomic sites of exposure)

Implementation Plan (1000 Character Maximum):

Based on the combination of the long history of SFDPH and CDPH participation in SSuN, SFDPH
experience in interviewing GISP/Etest alert cases, and a CDPH draft protocol and instrument for ARG
case investigation, CA-SF GC RDR will contribute extensive lessons learned and best practices to
discussions with CDC and other RDR funded sites to finalize a unified case investigation guide for
resistant GC cases or GC cases with reduced susceptibility. Our historic data collection from patients
with GC, particularly with those who were contacted because of a GISP/Etest alert, will inform
discussions on the quality and completeness of variables of interest, as well as how best to discuss
public health concerns about antibiotic resistance in order to maximize the potential for new ARG
cases to provide high quality information. The unified case investigation guide will be shared and
built upon at a planned regional Bay Area meeting of ~20 key state and LHJ partners working on GISP
and ARG efforts.

2016 Milestones/Outputs (500 Person Responsible Start Date  End Date
Characters Each)




1 Data tables of relevant SFDPH SSul and SFDPH GC Nov 2016 Jan 2017
GISP data variables to inform discussion Epidemiologist
on a unified case investigation guide for  Coordinator
resistant GC cases or GC cases with
reduced susceptibility

2 Data tables of relevant CDPH SSuN and CDPH Regional GCRDR  Nov 2016 Jan 2017
GISP data variables to inform discussion Coordinator
. on a unified case Investigation puide for
resistant GC cases or GC cases with
- reduced susceptibility

3 Unified GC ARG case investigation guide  SFDPH GC Nov 2016 Jul 2017
Epidemiologist
Coordinator and CDPH
Regional GC RDR
Coordinator

4 Select One  Select Cne
5 | Select One  Select One
Strategy 3: New Activity #2

Name (500 Character Maximum):

Rapidly (within 2 days) interview all GC cases found through laboratory diagnostics or clinical
presentation {e.g. unsuccessful treatment) to be infected with a strain of reduced-susceptibility GC.

Implementation Plan (1000 Character Maximumy);

{n San Francisco through 2015, all patients found to have an MIC above a GISP or Etest alert value were
assigned for further interview, assessment of travel and antibiotic use, re-testing and partner
notification. In 2015, all 14 cases with GISP alert values were assigned for interview within 24 hours; 10
of 14 cases were interviewed within 7 days, 4 of which were interviewed within 2 days. Local protocols
will be evaluated and compared to CA GISP interview protocols to identify mechanisms that could be
evaluated to increase timeliness and completeness of interviews. The CDPH regional health worker will
rapidly interview all ARG cases that reside outside SF. Case assignment will initially begin with GC cases
with reduced susceptibility or antibiotic resistance, but productivity and completeness of interviews
will be continually monitored to determine how best to prioritize assigning other GC cases for
interview (e.g., by gender of sex partner, HIV status, history of STD).

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each) ' g

1 Protocol for alerting staff of any cases Trang Nguyen until Aug 2016 Jul 2017
requiring CA-SF GC RDR case investigation SFDPH GC
and partner services Epidemiologist

Coordinator hired

ks



2 Evaluation plan to assess different SFDPH GC Oct 2016 Jan 2017
modalities for CA-SF GC RDR case Epidemiologist
investigation and partner services Coordinator and CDPH
GC RDR Coordinator

3 Proportion of ARG cases residing in SF SFDPH Health Workers  Oct 2016 Jul 2017
that were interviewed within 2 days
among total number of ARG cases in SF

4 Proportion of ARG cases residing outside  CDPH Regional GCRDR  Oct 2016 Jul 2017
of 5F referred to CDPH regional health Coordinator
worker for interview within 2 days among
total number of cases that reside cutside
of SF that are referred to the CDOPH health
worker for interview

5 Proportion of ARG cases residing outside  CDPH Regional Health ~ Oct 2016 Jul 2017
SF that were interviewed within 2 days of Worker
assignment among total number of ARG
cases residing outside SF that were
assigned

Strategy 3: New Activity #3
Name (500 Character Maximum):

Conduct investigations of sexual and social contacts and develop methods for describing social and
sexual networks of interviewed cases.

Implementation Plan (1000 Character Maximum):

SFDPH has extensively enhanced its DIS program to integrate STD and HIV priorities and outcomes.
Existing PS protocols for the CA-SF GC RDR will be enriched with CDPH expertise from other successful
LHJ PS protocols. SFDPH will also develop a PS protocol for partners of youth at 3rd St YCC. Case and
partner data are stored in ISCHTR in a way that has enabled actionable analysis of sexual networks.
SFDPH will evaluate and enhance the way susceptibility and partnership data are collected, stored, and
analyzed to assess different methods for describing social and sexual networks of GC cases. The CDPH
regional health worker will provide PS for ARG cases outside SF, and CA and SF will build on existing
expertise and analyses to characterize the regional sexual networks in order to enhance collaborative
disease control efforts.

2016 Milestones/Outputs {500 Person Responsible Start Date End Date
Characters Each)

1 Partner services protocol for GC cases Trang Nguyen until Aug 2016 Feb 2017
with reduced susceptibility or antibiotic-  SFDPH GC
resistant strains within SF Epidemiologist

Coordinator
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2 Evaluation of ISCHTR data needs for - Trang Nguyen until Aug 2016 Jui 2017

enhancing social and sexual network SFDPH GC
analysis of GC cases with reduced Epidemiologist
susceptibility or antibiotic-resistant Coordinator

strains; updated data collection and
routine analysis (ensuring continuous
quality improvement) of social and sexual
networks of GC cases with reduced
susceptibility or antibiotic-resistant
strains

3 Proportion of interviews of partners of SFDPH Health Workers  Nov 2016 Jui 2017
‘ARG cases that reside in SF among total ’
number of partners of ARG cases
identified in SF

4 Partner services protocol for GC cases CDPH Regional GCRDR  Oct 2016 Feb 2017
with reduced susceptibility or antibiotic-  Coordinator
resistant strains outside SF, and across
the SF-Bay Area Region

5 Proportion of interviews of partners of CDPH Regional Health  Nov 2016 Jul 2017
ARG cases that reside outside of SF Worker
among total number of partners of ARG
cases identified outside of SF

Strategy 3: New Activity #4
Name {500 Character Maximum):

Analyze phenotypic susceptibility testing, sociodemographic, risk behavior, and whole genome
sequencing data {where available) concurrently to improve understanding of local GC epidemiology
and transmission dynamics of emerging resistant GC threats.

implementation Plan {1000 Character Maximum):

Existing SFDPH and CDPH systems will be updated to store Etest and ARLN data, including whole
genome sequencing. SFDPH and CDPH will develop analytic plans in collaboration with CDC to
determine the data elements and methods that will be useful to improving the local and regional
epidemiology and transmission dynamics of emerging ARG threats. Because most GC patients for
whom ARG data are available will have been identified through SFCC, we will have a rich dataset of
sociodemographic and risk behavior data collected through medical care visits, Those patients able to
be interviewed will have provided additional detail about risk behaviors, sexual partnerships, travel
history, recent antibiotic use and meeting locations that will enrich the analyses. We anticipate having
laboratory STD testing and AST results and sociodemographic data from a proportion of named
contacts that we are able to reach, interview, and test, through SFDPH or CDPH PS and any MDL
reference testing.
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2016 Milestones/Outputs (500 Person Responsible Start Date  End Date
Characters Each)

1 List of data that will be reported from SEDPH GC lan 2017 Jul 2017

ARLN and added to local data systems Epidemiologist
Coordinator
2 Analysis plan and draft table shells for SF SFDPH GC Mar 2017 Jul 2017
epidemiology of emerging GC resistance  Epidemiologist
Coordinator and COPH
3 Analysis plan and draft table shells for SF-  Regional GC RDR Mar 2017 Jul 2017
Bay Area regional epidemiology of Coordinator in
emerging GC resistance collaboration with
‘ reglonal bay area
tounties
4 Select One  Select One
5 Select One  Select One

Strategy 3: New Activity #5
Name {500 Character Maximum):

Report all antibiotic susceptibility results and awardee-required variables to state health department
and CDC and all susceptibility results demonstrating reduced susceptibility to state health department
and CDC within 24 hours of testing.

Implementation Plan (1000 Character Maximumy:

'SFDPH has an extensive history with reporting data to CDPH and CDC in different formats, with reports
using different visualizations and layouts (e.g., line lists, table summaries, pivot tables), and utilizing
various mechanisms {e.g., CDC Secure Access Management Services, NETSS, COPH secure file transfer),
often in automated or routine modalities. ISCHTR already stores antibiotic susceptibility results
provided by the regional GISP laboratory and Etest results from PHL. SFDPH routinely sends associated
GC case and laboratory data to CDC as part of the GISP protocol. SFDPH will be readily able to update
ISCHTR fields and update/prepare protocols and programming for electronic submission of required
data to CDPH and CDC. SFDPH and CDPH will collaborate with CDC and other funded GC RDR sites to
finalize unified protocols and definitions, which has been done as part of SSuN collaborative
discussions.

2016 Milestones/Outputs (500 Persan Responsible Start Date End Date
Characters Each)

1 Data definitions and protocols for SFDPH GC : Oct 2016 Jul 2017
reporting of required antibiotic Epidemiologist
susceptibility test results and awardee- Coordinator

required variables to CDPH and CDC
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2 Protocols and data programming to SFEDPH GC Dec 2016 Jul 2017
submit required case and susceptibility Epidemiclogist
data to CDPH and CDC electronically Coordinator
within 24 hours of testing

3 Select One  Select One
Select One  Select One

Select One  Select One

Evaluation and Performance Measurement Strategy

Reguired performance measures for the project period are listed within this project’s guidance in the ‘CDC
Evaluation and Performance Management Strategy’ section. These are measures that awardees will be expected
to report on in pext year's progress report. The table below provides an opportunity for you to provide any
baseline data that you may have — you are not expected to have data for ali of these measures.

Strategy 2) Enbance timely surveillance for detection of resistant GC threats

Number of trained personnel who can perform E-Test.

Number of viable, non-viable, and contaminated specimens | Viable:

received by the local laboratory. Non-Viable:

Contaminated:

Number of isolates tested for antimicrobial resistance within
proficiency standards.

Number of clinical settings submitting specimens for
antimicrobial resistance testing.

Days from specimen collection to receipt at laboratory, from | Collection to Receipt:

receipt at laboratory to e-Test completion, and from e-Test Receipt to E-Test Completion:

completion to report to clinician and local health

department within the awardee-required timeframe. E-Test Completion to Report:

Number and percentage of isolates found to have reduced (Number)
susceptibility or resistance to antibiotics tested. (%)
Number and percentage of GC lab reports received at the | {Number}
local health department through ELR with awardee-required (%)
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variables

Strategy 3) Enhance GC case investigations to identify transmission dynamics of emerging resistant
GC threats

Number of reported GC cases to local health department 3726
with complete awardee-required demographic,
epidemiologic and clinical variables.

Number and percentage of resistant GC cases, GC cases with | 12 (Number)
reduced susceptibility or GC treatment failure cases

Q2% (%)
investigated within the awardee-required timeframe.
Number and percentage of sexual and social contacts 0 {Number)
investigated of cases unidentified in #2 within the awardee- 0% (%)

required timeframe.

Number and percentage of isolates demonstrating reduced | 0 (Number)
cephalosporin susceptibility reported to the state health

0% {%)
department and CODC within 24 hours of testing

Please describe the applicant’s plan and ability to collect the necessary data and report on each of the measures
listed in the guidance,

The CA-S5F GC RDR proposal is poised to address CDC's evaluation and performance measures. SFDPH
already has extensive experience in integrating both qualitative and quantitative data from
-epidemiological analyses, clinical preventive and testing services, field services, and case interviews to
evaluate and improve programs, data collection, and surveillance. Baseline data for some of the
requested performance measures are provided to reflect SFDPH’s current capacity to meet project
objectives.

SFDPH and CDPH will prepare a list of qualified personnel hired or retained to support grant activities
to meet Strategy 1.

SFDPH and CDPH will report on metrics to demonstrate how this work has enhanced timely
surveillance for detection of resistant GC threats to meet Strategy 2. As part of GISP, SFOPH and CDPH
have had to routinely report evaluation and performance metrics similar to the ones requested for this
strategy. A table of recently reported SF GISP process measures is provided as an example:
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Table 1. Example SF GISP Process Measures | Jan1- | Jani-
Dec 31, | June 30,
2014 2015

No./% No./%

Number of SF isolates submitted to the GISP regioﬁai Iébo‘r'atro'rryw T 322 160
{74%) {79%)

Percentage of submitted SF isolates that were found by the GISP 1(0.3%) | 0(0%)
regional laboratory to be non-viable or contaminated

Percentage of monthly SF isolate batches that were shipped tothe GISP | 2 (33%) | 1{17%)
regional laboratory within one week after the end of monthly collection

Percentage of monthly SF demographic/clinical data transmissions that | .100% 100% |
were submitted to CDC within one month of the completion of specimen
collection '

Percentage of collected SF isolates for which the following data elements
were reported:

Gender of sex partner/sexual orientation 98% 099%
HIV status S 98% 93%
" Treatment o B 89% S 97%

Evaluation of performance metrics for Strategy 3, enhancing GC case investigations to identify
transmission dynamics of emerging resistant GC threats, will be readily and routinely conducted using
existing fields in ISCHTR, which can be seamlessly modified to account for any additional metrics
required by CDC. Because ISCHTR integrates STD surveillance data with electronic medical record data
from SFCC, field investigations, and all STD testing conducted by the PHL, data can be extracted from
ISCHTR to evaluate data by STD test, person, or isolate. CDPH data systerns {CalREDIE and the existing
ARG database} will be modified to account for any requested evaluation metrics that are not
accounted for by existing data fields.

SFDPH and CDPH will plan to monitor and report, as requested by ELC/CDC. SFDPH and CDPH will
collaborate with ELC/CDC on the development of additional performance measurements, as

appropriate.
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EXHIBIT B

TO SUBCONTRACT/SUBAWARD AGREEMENT

Budget

Consortium/Contractual Cost {Contract 1: SFDPH)

Personnel

Epidemiologist I/11-TBD $65,372.50
T. Nguyen - EPI I} $31,767.09
R. Kohn - EPI i $31,767.09
M, Mahersi - EPI | $40,963.43
Microbiologist-T8D $94,535.29
Health Worker IlI-TBD $135,059.13
Travel

TC - Travel In State SFDPH Mileage $1,500.00
TC- Out of State $7,174.00
TC- Out of State $4,782
TC- Out of State $6,000.00
Other Costs

Dffice Supplies $2,666.00
Office Furniture $2,000.00
IT Surveillance Systems lnteroperability $25,000.00
Shipping 545,600.00
Staff Development Training $4,000.00
Indirect for Contractual $99,866.13
Total Consortium/Contractual Cost $598,052.66
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Funding Opportunity Announcement (FOA) Number. RFA-CK14-1401PPHF14

Award Number: GK000440-03

Award Type: Cooperative Agresment

Applicabla Regulations: 45 Code of Federal Regulations (CFR) Part 75, Uniform Administrative
Requirements, Cost Principles, and Audit Requirements for HHS Awards

45 CFR Part 75 supersedes regulations at 45 CFR Part 74 and Part 82

[ AWARD INFORMATION |

Incorporation: The Cenlers for Disease Control and Prevention (CDC) hereby incorporates Funding
Opporiunity Ansiouncement number RFA-CK14-1401PPHF 14, entitied PPHF 2016 Epidemtolugy and
Laboratory Capacity for infectious Diseases (ELC) — Building and Strangthening Epldemiology,
Laboratory and Health Information Systems Capaclty in State and Local Health Department, and
application dated May 27, 2016, as may ba amended, which are hereby made a part of this Non-
Research award herainafler referred to as the Notice of Award (NoA). The Department of Health and |
Human Services (HHS) grant reclplents must comply with all terms and conditions outlined in their NoA,
Including granis policy terms and conditions contalned in applicable HHS Grants Policy Stetements, and
requirements imposed by program statutes and regulations and HHS grant administration regulations, as
applicable; as well as any requirements or imitations in any epplicable appropriations acts. The term
grant is used throughout this notice and incledes cooperative agreaments.

Note: In the event that any requirement in this Notice of Award, the Funding Opportunity Announcement,
the HHS GPS, 45 CFR Part 75, or applicable swiutes/appropriations acls conflict, then statutes and
regulations take precedence,

Approved Funding: Funding in the amount of ¥EEESEEE84 Is approved for the Year 03 budget period,
which is August 1, 2018 through July 31, 2017, All future year funding will be based on salistactosy
programmatic progress and the availabilily of funds.

ZIKA funding: Funding in the amount of SEEERIERR Is approved 1o be used (o support the curtent
outbreak of ZIKA Virus; and, will also help more effectively detect and respond to future outbraaks.

Note: Refer to the Payment Information seclion for draw down and Payment Management System (PMS)
subaccount iniormation.

Award Funding: Not funded by the Prevention and Public Health Fund

Budget Revislon Requirerent: By Seplember 18, 2016 the grantee must submit a revised budget with
a narrative justification and work plan. Fallure to submit the required information in a timely manner may
adversely affect the future funding of this project. If the information cannot be provided by the due date,
you are required to cantact the GMS/GMO identified in the Staff Contacis section of this notice befora the
due date,

INDIRECT COSTS Indirect cosis are approved based on the Indirect Cost Rate Agreement dated
January 26, 2010, which calculates indirect costs as follows, a Provisional is approved al a rale of 30.1%
of the base, which Inctudes, tolal direct cosls excluding capital expenditures (buildings, individual items of
equipment; allerations and renovations), that portion of each. subaward in excess of $25,000 and flow-
through funds. The effective dates of this indirect cost rate are from July 10, 2010 thru until amended,
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A. Cap on Salaries (DIV, H, Title II, Sec. 203): None of the funds approprialed in this title shall be used to
pay the salary of an individual, through a grant or other extrarnural mechanism, at a rate in excess of
Executive Level L.

Note: The salary rate limitation does not restrict the salary that an organization may pay an individual
working under and HHS contract or order; it merely limits the portion of that salary that may be paid with
Federal funds.

8. Gun Control Prohibltion (Div. H. Title }f, Sec. 217): None of the funds made avallable in this title may be
used, in whole or in pari, to advocate or promole gun control.

C. Proper Use of Appropriations - Publicity and Propaganda (LOBBYING) FY2012 (Div. H, Title V, Sec.
503):

e 503{a): No part of any appropriation contained In the Act or Iransferred pursuant to section 4002
of Public Law 111-148 shall be used, other than for normal and recognized sxscutive-lagisiative
relationships, for publicily or propaganda purposes, for the preparation, distribution, or use of
any kit, pamphlet, booklet, publication, eleciranic communication, radio, television, or video
presentation designed to supporl or defeal the enactment of legistation before the Congrass or
any State or local legistature or legisialive body, except in presentation of the Congress or any
Stale or local lsglslature itself, or designed to support or defeat any propased or pending
requiation, administrative action, or order issued by the executive branch of any State or local
government itself.

= 503(b): No part of any appropriation cortained in this Act or transferred pursuani to section 4002
of Public Law 111-148 shall be used to pay the salary or expenses of any grant of contract
recipient, or agenl acting for such recipient, related to any activity designed to infiuence the
enactment of legislation, appropristions, regulation, administrative action, or Executive order
proposed or pending before the Congress or any State government, State legisiatura or local
tegislature or legisiative body, other than normal and recognized executive legislative
relationships or participation by an agency or officer of an State, local or tribal gavernment in
policymaking and administrative processes within the executive brench of that government,

» 503(c): The prohibitions in subsections {a) and (b} shall include any activity to advocate or
promole any proposed, pending or future Federal, State or locate tax increase, ar any proposed,
pending, or future requirement or restrictions on any legal consumer product, including lis sale
or marketing, including but not limited ta the advecacy or promotian of gun conirol.

For additional Information, see Additional Requirement 12 at:
hitp.dfwww.cdc.goviod/poo/funding/gmnts/additional req.shtm and Anti Lobbying Restrictions for CDC
Grantees athitp./iwww cde goviodipgo/funding/grants/Antj-

lobbying_Reslrictions for CRC_Graniees July 2012 pdf.

D. Needls Exchange (Div. H, Title V, Sac. 522): Notwithstanding any other provision of this Act, no funds
appropriated in this Act shall be used to carry out any pregram of distributing sterile needles or syringes
for the hypodermic injection of any illegal drug.

E. Restricts dealing with corporations with recent felonies (Div. E, Title VI, Sec 623): Nane of the funds
made available by this Act may be used to enter into a contract, memarandum of understanding, or
cooperative agreement with, make a grant to, or provide a foan or loan guarantee {0 any corporation that
was convicted (or had on officer or agent of such corporation acting on behalf of the corparation
convicted) or a felony crimina! viclation under and Federal or State law within the preceding 24 months,
where the awarding agency Is aware of the conviction, unless the agency has considered suspension or
debarment of the corporation, or such officer or agent, and made a determination that this further action Is
not necessary to protect the interasts of the Gavernment,

RENT OR SPACE CQSTS Grantees are responsible for ensuring that ali costs included in this proposal
to establish billing or final indirect cost rates are allowable In accordance with the requirements of the
Federal award(s) to which they apply and 2 CFR Part 200, Uniform Administrative Requirements, Cost
Principles, and Audit Requirements for Federal Awards; 2 CFR Part 225, Cost Principles for State, Logal,
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and Indian Tribal Governmenis (OMB Circular A-B7); and 2 CFR Part 230, Cost Principles for Non-Profits
Organlzations (OMB Circulay A-122). The grantee also has a responsibility to ensure sub-reciplents
expend funds in compllance with federal laws and reguiations. Furthermore, it Is the responsibility of the
grantee to ensure rent is a legitimate direct cost fine item, which the grantee has supported In current
and/or prior projects and these same costs have been treated as indirect costs that have not been
claimed as direct costs. If rent is claimed as direct cost, the grantee must provide a narrative justification
which describes their prescribed poiley to include the affective date to the assigned Grants Management
Specialist {GMS) identified in the CDC Contacls for this award.

TRAEFICKING IN PERSONS: This award is subjecl ta the requirements of the Trafficking Victims
Protection Act of 2000, as amended {22 U.S.C. Part 7104(g)).

CANGEL YEAR: 31 U.8.C. 1552(a) Procedure for Appropriation Accounts Avaiiable for Definite Periods
states the following, On Septamber 30" of the 5 fiscal year after the period of availability for ohligation of
a fixed year appropriation account ends, the account shall be closed and any remaining balances
{(whether obligated or unobligated) in the account shall be cancelad and thereaiter shall not be avaliable
for obligation or expenditure for any purpose. An example is provided below:

FY 2005 funds will expire Seplember 30, 2010. All FY 2005 funds should be drawn down and reported to
Payrent Management System (PMS) prior to September 30, 2010, Afler this date, comections or cash
requesis will not be permitted.

: ‘ . oF-425): The Annual Federal Financial Report {(FFR)
SF 425 is requnred and must ha submatted {hmugh eRA Commons no later 80 days after the end the
calendar quarter in which the budget period ends period. The FFR for this budget period Is due to the
GMS/GMO by October 31, 2617, Reporting timeframe Is August 1, 2046 through July 31, 2017,

The FFR should anly include those funds authorized and disbursed during the firmeframe covered by the
report. The final FFR must indicale the exact balance of unobligated funds and may not reflect any
unliquidated obligations. There must be no discrepancies between the final FFR expenditure data and the

Payment Managemant System's (PMS) cash transaction data, All Federal reporting in PMS is unchanged.

‘Failura fo submit the requived information in a imely manner may adversely affect the future funding of
this project. i the information cannot be provided by the due date, the grantee is requirad to contact the
Granis Officer listed in the contacts section of this nolice before the due dale.

FFR (SF-425) instructions for CDC Grantees are available at hitp.//orants nih.goviarantstforms, him. For
further information, contact Grantsinfor@aib.gov. Additional rescurces conceming the eFSRFFR system,
including a User Guide and an on-line demonstration, can be found on the eRA Commens Suppor Page:;
hitp //www,edc, gov/ed/pgo/funding/grants/eramain, shim.

EEBEQEMAMQE_BEEQEI;HQ. The Annual Performance Report is due no later than 120 days prior to
the end of the budget period, April 1, 2017, and serves as the confinuing application, This repart should
include the information specified in the FOA

AUDIT REQUIREMENT: An organization that expends $500,000 or more in 8 year in Federal awards
shall have a single or program-specific audit conducted for that year in accordence with the provisions of
OMB Circular A-133, Audit of States, Local Governments, and Non-Prafit Organizations. The audit must
be compleied along with a data collection form, and the reporting package shall be submitted within the
earlter of 30 days after receipt of the audilor’s repori(s), or nine (8) months aiter the end of the audit
period. The audit report must be sent to;

Federal Audit Clearing House Intetnet Data Entry System

Electranic Submission;
hiips:/tharvester.census govifacodes/(S(Ovkw1zaelvziibnahacga§i0)account/login.aspx
AND

Procurament & Grants Office, Risk Management & Compliance Activity
Electronic Copy to: PGO.Audit Resolution@cde.gov
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After receipt of the audit report, the National External Audit Review Center will provide audit resolution
instructions. CDC will resolve findings by issuing Final Determination Letters,

The grantee is Yo ensure that the sub-reciplents receiving CDC funds also meet these requiraments. The
grantae must also ensure that appropriate corrective action [s taken within six months after receipt of the
sub-recipient audit report in instances of non-compliance with applicable Feders) law and regulations (2
CFR 200 Subpart F and HHS Grants Policy Statement). The grantee may consider whether sub-recipient
audits necessitate adjustment of the grantee's own accounting records. If a sub-reciplent is not raquired
to have a program-specific audit, the Grantee is still required {o perform adequate monltoring of sub-
recipient activifies. The grantee is to require each sub-recipient to permit Independent auditors to have
access to the sub-recipient's records and financial statements, The grantee must include this requirement
in all sub-reciplent contracts,

Note: The standards set farth in 2 CFR Part 200 Subpart F will apply to audits of fiscal years beginning on
or after December 26,2014,

n accordance with 2 CFR Chaptar‘l Part 170 Repmting Sub-Award And Execuuua Campensallon information,
Prime Awardees swarded a federal grant are required to file 2 FFATA sub-award report by the end of the
month foliowing the month in which the prime awardes awards any sub-grant equal to or greater then
$28,000.

Pursuant to A-133 (see Seclion_205(h} and Section-.205(1)), a grant sub-award includes the provision of
any commadities (food and non-fond) to the sub-recipient where the sub-recipient is required fo abide by
terms and conditions regarding the use of future administration of thase gooeds. if the sub-awardee meraly
consumes or uilizes the goods, the commodities ara not in and of themselves considerad sub-awards.
For instructions of reporting please visit FFATA: www fsrs. goy,

TRAVEL COST: In accordance with Health and Human Services {(HHS) Grants Policy

Statement, travel costs are only allowable where such travel will provide direct benefit to the project or
program. There must be a direct benefit imparted on behalf of the traveler as it applies to the approved
activities of the Nofice of Award, To prevent disallowance of cost, grantee is responsible for ensuring that
only allowable travel reimbursements are applied in accordance with their organization's established
travel policles and procedures, Grantee approved policies must meet the requirements of 2 CFR Parls
200, 225 and 230, as applicable and 45 CFR Parts 74 and S2 as applicable.

EQOD AND MEALS: Costs associated with food or meals are alloweble when consistent OMB Circulars
and guidance, HHS Federal regulations, Program Regulations, HHS policies and guidance. In addition,
costs must be proposed in accordance with grantee approved policies and a determination of
reasonableness has been performed by the grantee. Grantee approved policies must meet the
requirements of 2 CFR Paris 200, 225, and 230, as applicable and 45 CFR Pars 74 and 92 as
applicable.

PRIOR APPROVALS: All requests, which reguire prior approval, must bear the signature of the
authorized organization representative. The grantee must submit these requests no later than 120 days

prior to this budpet perod's end dale. Additionally, any requests involving funding Issues must Include an
itemized budget and a narrative justification of the request.

The follow!ng types of requests require prior approval,
Use of unobligated funds from prior budget period (Carryover)

= Lift funding restriction, withholding, or disallowance
e Redlrection of funds
¢« Change in scope

e |mplement a new activity or enter inle a sub-award that is not specified in he approved budget
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«  Apply for supplemental funds
= Change in key parsonnel
= Extenslons

=  Confarences or meetings that were not specified in the approved budget
Nole: Awardess may request up-to 75 percent of thelr estimated unobligated funds to be carred forward
‘Into the next budget period.

Templates for prior approval requests can be found at:
hite./iwww.cde.qovigrants/alreadyhavegrant/priorapprovaliequests, htmi

‘ NNEL: In accordence with 2 CFR Parts 200.308 and 215.25(c)(2) & {3), CDC grantees musi
nbtaln pnor approval from CDC fro (1) change in the project director/principal investigatos, business
official, authorized organizational representative or other key persons specified in (ke FOA, application or
award document, and (2) the disengagement from the project for more than three months, or a 25 percent
reduction in time devoled to the project, by the approved project director or principal Investigator.

INVENTIONS: Acreptance of grant funds obligales reciplents to comply with the standard patent rights
clause in 37 CFR 401.14,

PUBLICATIONS: Publications, jounal articles, ete. produced under @ CDC grant support project must
bear an acknowiedgment and disclalmer, as appropriate, for example:

This publication (journal article, etc.) was suppored by the Grant or Cooperative Agreemeant FOA CK14-
1401PPHF 14 funded by the Centers for Disease Control and Pravention. lts contents are solsly the
rasponsibility of the authers and do nol necessarily represeni the official views of the Centers for Disease
Cuntrol and Pravention or the Depariment of Health Human Services.

MLE } i : When issulng statements, press releases, requests
for pn:posals bid solicltatlons and othar documents describing projects or programs funded in whols or in
part with Feders! money, all rwardees raceiving Federat funds, Including and not limited to State and local
governments and grantees of Federal research grants, shall clearly state:

« Perceptage of the total costs of the program or project which will be financed with Federal money
doliar amount of Federal funds for the project or program, and

e Percentzge and dollar amount of the total costs of the project or program will be financed by non-
govemmental sources.

COPYRIGHT INTERESTS PROVISION: This provision Is intended 1o ensure that the public has access
to the resulls and accomplishments of public health activities funded by CDC. Pursuant to appficable
grant regulations and CDC's Public Access Palicy, Recipients agrees to submit into the National Institutes
of Health (NIH) Manuscripts Submission (NIHMS) systems an slectronic version of the final, peer-
reviewed manuscript of any such work developed under this award upon acceptance for publication, to be
made publicly avallable rio later than 12 months after the official date of publication, Also st the time of
submission, Recipient and’or the Recipient's submitfing author must specify the date the final manuscript
author must aiso post the manuseript through PMC within twelve (12) months of the publisher's official
date of final publication; howaver the author is strongly encouraged ta make the subject manuscript
available as soon as possible. The reciplent must ablain approval from tha CDC for any exception to this
provision,

The author's final, peer-reviewed manuscript is defined as the final version accepted for journal
publication, and Includes all modifications from the publishing peer review process, and all graphics and
supplemental materlal associated with the article. Reclpient and its submitting authors working under this
award are responsible for ensuring that any publishing or copyright agreements canceming submitied
articles reserve adeqguate right to fully comply with this provision and the license reserved by CDC, The
manuscript will be hosed in both PMC and the COC Stacks insfitutional reposilory system. In progress
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reports for this award, recipient must identify publications subject to the CDC Public Aceess Policy by
using the applicable NIHMS identification nurnber for up to three (3) months after the publication date the
PubMed Central identification number (FMCID) thereafter.

v ; ALS: Disclaimers for
conferenceslmeetlngs efc. andfor publicaﬁans Ifa confarencelmeetmgfsemmar is funded by a grant,
cooperative agreement, subgrant and/or a contract the grantee must include the following statement on
conference materials, including promotional materials, agenda, and internet sitas:

Funding for this conference was made possible (in part) by the Cenlers for Disease Control and
Prevention. The views expressed in writlen conference materials or publications and by speakers and
moderators do not necessarily reflect the official policias of the Department of Health and Human
Services, nor does the mention of trade names, commercial practices, or organizations imply
endorsement by the U.S. Government.

LOGO USE FOR CONFERENCE AND QTHER MATERIALS: Neither the HHS nar the CDC logo may be
displayed If such display would cause canfusion as to the conference source or give false appearance of
Government endorsement. Use of the HHS name or logo is governed by U.S.C. 1320b-10, which
prahibits misuse of the HHS name and emblem in written communication. A non-federal entity is
unauihorized o use the HHS name or logo governed by U.S.C. 1320b-10, The approprate use of the
HHS Iogo is subject io review and approval of the Office of the Assistant Secretary for Public Affairs
{OASPA). Marsover, the QOffice of the Inspector General has authonity to impose civil monetary penalties
for violations (42 C.F R. Part 1003). Neither the HHS nor the CDC logo can be used on conference
materials, under a grant, cooperative agreement, and conlract or co-spensorship agreement without the
expressed, written consent of either the Project Officer or the Grants Management Officer. it is the
responsibility of the grantee (or recipient of funds under a cooperative agreement) lo request consent for
use of the logo in sufficient detail to ensure a complele deplation and disclosure of all uses of the
Govemment logos. In all cases for utilization of Government logos, the grantee rmust ensure writien
consent is recaived from the Project Officer and/or the Grants Management Officer.

EQUIFMENT AND PRODUCTS: To the grealest extent practicable, all equipment and products
purchased with CDC funds should be American-made. CDC defines equipment as tangible non-
expendable personal property {including exempt property) charged directly to an award having a useful
life of more than ane year AND an acquisifion cost of $5,000 or more per unil, However, consistent with
reciplent palicy, a lower threshold may be established. Please provide the information to the Grants
Management Officer to establish a lower equipment threshold to reflect your organization's policy.

The grantee may use its own property managemeni standards and procedures provided it observes
provisions of the following sections in the Office of Management and Budget (OMB).

FEDERAL INFORMATION SECURITY MANAGEMENT ACT (FISMA): Allinformation systems,
electronic or hard copy which contain federal data need to be protected from unauthorized access. This
also applies to information associated with CDC grants. Congress and the OMB have instituted laws,
policies and directives that govemn the creation and implementation of federal information security
practices that periain specifically to grants and contracts. The current regulations are pursuant fo the
Federal Information Security Management Act (FISMA),

No. 107-347,

FISMA applies to CDC grantees only when grantees collect, slore, process, transmit or use information
on behalf of HHS or any of its compenent organizations, In all other cases, FISMA is not applicable to
recipiants of grants, including cooperative agreements. Under FISMA, the grantee retains the original
data and intellectual property, and Is responsible for the security of this data, subject to all applicable laws
prolecling security, privacy, and research. If and when information collected by a grantee Is provided to
HHS, responsibility for the protection of the HHS copy of the information is transferred to HHS and it
becomes the agency’s responsibility to protect that information and any denvalive eoples as required by
FISMA, For the full text of the requirements under Federal Information Security Management Act
{FISMA), Title lll of the E-Govemment Act of 2002 Pub, L, No. 107-347, please review the following
website: '
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hitp:/lfrwebgate.access gpo.govicyi:
MMM&MMMMMM&&QQCM;MM

E_EQ_‘[E_T]Q_Nﬁ Granlees are herehy glven notica that the 48 CFR section 3, 908 implemenung section
828, entitled *Pliot Program for Enhancement of Contractor Employee Whistleblowar Protections,” of the
Naﬂnnal Defense Authorization Act (NDAA) for Fiscal Year (FY) 2013 {Pub. L. 112-239, enacted January
2, 2013), applies to this award,

Federal Acquisition Requlai
As promulgaied in the Federal Register, the relevant portions of 48 CFR sectlon 3.808 read as follows
(nofe that use of the term “contract,” “contractor,” “subcontract,” or "subcontractor” for the purpose of this
term and condition, shiould be read as “grant,” "grantea,” “subgrant,” or “subgrantes”);

3.908 Pilot program for enhancernent of contracior employee whistleblower protections.

3.808-1 Scope of section.
{8) This section implements 41.4.5.C, 4712.

(b) This section does not apply to-
(1) DoD, NASBA, and the Coast Guard, or
{2) Any element of tha intelligence community, as defined in section 3(4) of the National Security
Act of 1947 (50 U.S.C. 3003(4)). This section does not apply to any disciosure made by an
employee of & cobiractor or subcentractor of an element of the intelligence community If such
disclosure-
(i} Relates to an activity of an elemnent of the intelligence community; or
(i) Was discovered during contract or subcontract services provided to an elernent of the
inteliigence community,
3.808-2 Definitions..
As used in this section-
“Abuse of authority” means an arbitrary and capricious exercise of authority that is inconsistent with the
mission of the executive agency concemed o the successful perdformance of a contract of such agency.

“Inspector General” means an Inspecior General appointed under the Inspector General Act of 1878 and
any Inspector General ihat receives funding from, or has oversight over contracts awarded for, or on
behaif of, the executive agency concamned.

3.908-3 Policy.
{a) Contractors and subcontractors are prohibited from discharging, demoting, or otherwise discriminating
against an employee as a reprisal for disclosing, to any of the entilles lisied at paragraph (b) of this
subsection, information that the employee reasonably believes Is evidence of grass mismanagement of a
Federal contract, a gross waste of Federal funds, an abuse of authority relating to a Federal contraci, 2
substantial and specific danger to public health or safety, or a violation of law, rule, or requlation relaled lo
a Federal contract (including the competition for or negotiation of a contract). A reprisal is prohibited even
if itis underiaken at the request of an executive branch officlal, unless the request takes the farm of a
non-discretionary directive and Is within the authority of the executive branch official making the request,

(b} Entities to whom disclosure may be made.
(1) A Member of Congress or & representative of a committee of Congress,
(2) An Inspectcr General,
(3) The Govemment Accountabilily Office.
(4) A Federal employee responsible for contract oversight or management at the ralevant agency.
(5) An authorized official of the Departmenl of Justice or other law enforcament agency.
{6) A court or grand jury.
(7) Amanagement official or ather employes of the contractor or subcontractor who has the
responsibility to investigate, discover, or address misconduct,

(¢} An employee who Initiates or provides evidence of contractor or subcontractor misconduct in any
judicial or administrative proceeding relating to waste, fraud, or abuse on a Federal conlract shall be
deemed to have made a disclosure.



3.908-8 Contract clause.

Contractor Employee Whistieblower Rights and Requirement {o Inform Employees of Whistleblower
Rights (Sept. 2013)

{a) This contract and employees working on this eontract will be subject ta the whistieblower rights and
remedies in the pllot program on Contraclor employee whistieblower prolections established at 41 US.C
4712 by section 828 of the National Defense Authorization Act for Fiscal Year 2013 (Pub. L.112-239) and
FAR 3.908.

{b) The Contractor shall inform its employees in writing, in the predominant language of the warkforce, of

employee whistleblower rights and prolections under 41.1.5.C, 4712, as described in section 3,908 of the
Federal Acquisition Reguiation.

{c) The Contractor shall insert the substance of this clause, including this paragraph {c), in all
subcontracts over the simplified acquisition threshold.

; i ] ienits); Payment under this award wili be made available
thmugh the Departrnent Df Health and Human Servicss (HHS) Payment Management Syslem {PMS).
PMS will forward Instructions for obtaining payments,

Director, Division of Payment Managament, OSIASAMIPSC/FMS/DPM
PO, Box 6021

Rockville, MD 20852

Phone Number. (877) 614-5533

Email: PMSSuppont@psc.gov

Waebsite: hitp;

Hote: To obtain the contact information of DPM staff within respective Payment Branches referto the
links listed below:

Unwersoty and Non-Profit Fayment Branch:

Intemnalional Payment Branch:
Bhavin Patel (301) 443-9188
Email: Bhavin,patel@pse his goy

Note: Mr. Palel is the only staff person designated to handle all of CDC's intemational cooperative
agresments.

If a carrier other than the U.S. Postal Service is used, such as United Parcel Service, Federal Express, or
other commercial service, the carrespondence should be addressed as follows;

U& Deparment of Health and Human Services
PSC/DFO/Divislon of Payment Management
7700 Wisconsin Avenue — 10" Floor
Bethesda, MD 20814
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'PAYMENT WMANAGEMENT SYSTEM SUBACCOLUNT: Effective October 1, 2013, a new HHS policy on
subaceounts requires the COC setup payment subaccounts within the Payment Management System
(PRS) for all new grant awards, Funds awarded in suppor of approved activities have been obligated ina
newly established subaccount in the PMS, hereln identified as a P Actount. A“P" Account is a subaccount
created speciiically for the purpose of tracking desionated types of funding in the PMS,

The grant document number and subaccount title below rmust be known in order to draw downs funds
from the P Account,

Grant Document Number; 000410CK14
Subaccount Title: CK141401ELCBUISTCA14

All awards funds must be tracked and reported separately. Funds must be used in support approved
activities in the FOA and the approved application.

ACCEPTANCE OF THE TERMS OF AN AWARD: By drawing or atherwise obiaining funds from the grant
payment sysiem, the reclplent acknowledges acceptance of the terms and conditions of the award and is
cbligated to perform in accordance with the requirements of the award, If the recipient cannot accept the
terms, the reciplent should notify the Granis Management Officer within thiry (30) days of receipt of this
award notice.

CERTIFICATION STATEMENT: By drawing down funds, the grantee cerlifies that proper financial
management controls and accounting systems, to include personnel policies and procedures, have been
to adequately administer Federal awards and funds drawn down. Recipients rmust comply with all {erms
and conditions outlined in thelr NoA, including grant policy terme and conditions contained in applicable
HHS Grant Policy Statement, and requirements imposed by program statutes and regulations and HHS
grants administration regulations, as applicable; as well as any regulations or limitations In any applicable
appropriations acls.

CLOSEQUT REQUIREMENTS:

Grantees must closeout reports in a imely manner. Unless the Grants Management Specialist/Grants
Management Officer (GMS/GMO) approves a deadline extension the grantee must submit within 90 days
after the last day of the final budget period. Reporting timeframe is 08/01/2014 through 07/31/2049,
Failure to submit timely and accurate final reports may affect future funding lo the organization or awards
under the direction of the same Project Director/Principal Investigator (PD/PI).

All manuscripts published a5 a result of the work support In part or whole by the cooperative grant must
be submitted with the progress reports.

An original plus two copies of the reporis must be mailed fo the GMS for approval by the GMO by the due
date noted. Ensure the Award and Program Anneuncement nuimbers shown above are on the reporis,

The final and othar programmatic reporis required by the terms and conditions of the NoA ars the
following,

FINAL PERFORMANCE REPQRT: An original and two copies are required. At a minimum, the report
should include the foliowing:

« Statement of progress made toward the achlevemenl of originally stated aims
« Description of results {positive or negalive) considered significant

« List of publications resulting from the project, with plans, if any, for further publication

FINAL FEDERAL FINANCIAL REPORT (FER, SF-425): The FFR should only include these funds
authorized and actually expended during the timsframe covered by the report. The Final FFR, SF425 is
required and must be submitted through eRA Commans no later than 90 days afier the end of the project
period. This report must Indicate the exact balance of unobligaied funds and may not reflect any
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unliquidated obligations. Should the amount not match with the final expenditures reported to the
Department of Health and Human Services' Payment Management Systems (PMS), you will be required
to update your reports 1o PMS accordingly. Remaining unobligated funds will be de-cbligated and
returned to the U.5. Treasury.

If the final reports (FFR and Final Prograss Report) cannot be submitted within 80 days afier the end of
the project period, in accordance with 2 CFR Parts 200,343 (Closeout), 225 and 230, the grantee must
submit a letter requesting an extension that includes the justification for the delay and state the expected
date COC Procurement and Grants Office will received the reports. All required documants must be
mailed to the business contact identified in Staff Contacls.

< An original and two copies of a complete inventory must be
submitted for all major equipment acquired or fummished under this project with a unit acquisition cost of
$5000 or more, The inventory list must include the description of the item, manufacturer seriat andfor
identification number, acquisition date and cost, percentage of Federal funds used in the acquisition of the
itern. The grantee should also identify each tam of equipment that it wishes to retain for continued use in
accordance with 2 CRF Paits 200, 215,37 or 2 CFR 215.71. These requirements do apply to equipment
purchased with non-federal funds for this program. The awarding agency may exercise its right lo require
the transfer of equipment purchased under the assistance award referenced in the cover letter. CDC will
notify the grantee if transfer to title will be required and provide disposition instruction on all major
equipment. Equipment with a unit acquisition cost of less than $5000 that is no fonger to be used in
projects or program currently or previously sponsored by the Federal Govemment may be retained, sold,
or otherwise disposed of, with no further obligation to the Federal Govemnment. If no equipment was
acquired under this award, a negalive repor is required.

| TEMENT: An ongmal and two copies of a Final Invention Statement are required.
Electronlc versions of the form can be downloaded by visiting http:/Awww.fihs.govforms/hhs568.pdf. If
no inventions were concaived undsr this assistance award, a nagative report is reguired. This statement
may be included In a cover letter.

CDC ROLES AND RESPONSIBILITIES: Granis Management Specialists/Officers (GMO/GMS) and
Program/Project Officers (PO) work iogether to award and manage CDC grants and cooperative
agreements. From the pre-planning stage to close- out of an award, grants management and program
staff have speclfic roles and responsibilities for each phase of the grant cycle. The GMS/GMO Is
responsible for the business management and administrative functions. The PO is responsible for the
programmatic, scientific, and/or technleal aspects, The purpose of this factsheet is 1o distinguish between
the roles and responsibilities of the GMO/GMS and the PO to provide a description of their regpective
dulies.

Grants Managament Officer; The GMO is the federal official responsible for the business and other non-
programmatic aspects of the grant award including:

+ Determining the appropriale award instrumenl, 1.e.; grant or cooperative agreement

Determining if an applicalion meets the requirements of the FOA

Ensuring objeactive review are conducled in an above-the-board manner and according to
guidelines set forth in grants policy

Ensuring grantee compliance with applicable laws, regulations, and policies

Neguotiating awards including budgets

Responding {o grantee inquirles regarding the business and administrative aspects of an award

Providing grantees with guidance on the closaout process and administering the closeout of
grants
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« Recelving and pracessing reports end prior spproval requests such as changes in funding,
carryover, budget redirection, or changes to the terms and conditions of an award

= halntaining the officlal grant file and program book

The GMO s the official authorized to obligate federal funds and is responsible for signing the NoA,
including revislons to the NoA that change the terms and conditions. The GMO serves as the counterpart
{o the business office of the reciplent organization.

GMO Contact: See Slaff Contact below for the assigned GMO

Grants Management Speclalist: The GMS Is the federal staff member responsible for the day-to-day
management of grants and cooperative agreements. The GMS Is the primary contast of reclpients for
tiusinass and administrative matters pertinent to grant awards. Many of the functions described above ame
performed by the GMS on behalf of the GMO.

GMS Centact: See Stalf Contact below for the assigned GMS

Program/Project Officer: The PO is the faderal official responsible for the programmatie, scientific,
and/or technical aspects of the grants and cooperative agreement Including:

« The develapment of the progrems and FOAS to meet the COC mission

« Providing technical assistance lo applicants in developing their applications &.q. explanation of

programmatic requirements, regulations, evaluation criferia, and guidance to applicants on
possible linkages with other resources '

«  Providing technical assistance to grantees in the performance of their project

¢ Post-award monitoring of graniee performance such as review of progress reporls, review or prior

approval requests, conducting site visits, and olher activittes complementary to those of the
GMO/GMS ,

Programmatic and Technical Contaci:

Janice Downing, Project Officer

Ceniers for Disease Controf

Nationa! Center for Epldemiology and Laboratory
Capacity for Infectious Diseases (NCEZID)
1600 Clifton Road, NE Mailstop: C18

CLFT Bldg. 24, Cube 11111.5

Atlanta, Georgla 30333

Telephone: 404.639. 7808

Fax: 404,235.1749

Emall: SB3@cdc.gov
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. EXHIBITD
TO SUBCONTRACT/SUBAWARD AGREEMENT

FORM OF INVOICE
Invoice format submitted in previous year is acceptable,

Final invoice must be signed, marked “Final,” and have the statement "This final invoice represents that all
deliverables have been met."

5%
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ELC Project K&
Threat of Antibiotic-Resistant Gonorrhea: Rapid Detection and Response Capacity

Navigation
Click the name of a section below while holding the control key to jump to specific sections of this document.
Awardee Jurisdiction
Strategy 1
Strategy 2
Strategy 3

Evaluation and Performance Measurement Strategy

Guidance

The following work plan will outline the awardee’s plans, milestones, and expected outcomes related to the
project described in attachment Antibiotic-Resistant Gonorrhea of the ELC 2016 Application. Please review this

guidance prior to completing this application.

If there are any questions or concerns while completing this application, please contact the ELC or Program POC

to address and resolve the issue.

When completing the form, it is important to note that this is a locked document and only specific form fields
and sections are editable. Please do not attempt to edit or alter sections of the form that are not available for
edit as it could delay and hinder the ability to review the application.

Speli Check: YouAcan run a spelling check by clicking the button below.

Spell Check '

Track Changes: You may use track changes with this document by clicking the buttons below.

Turn Track Changes On/Off f Accept All Changes

Document ID: ELC-2016-Antibiotic—Resistanfc Gonorrhea1111111111




Awardee Jurisdiction

Please select your Awardee jurisdiction.

States: Alabama through States: Missouri through West Wisconsin, Wyoming and Non-
Mississippi (Alphabetical) Virginia (Alphabetical) State Applicants {By Type)
California Select One Select One
Project Approach

Problem Statement

In completing this section, reference the component projects ‘Problem Statement’ within the funding
opportunity guidance and articulate its applicability and special considerations to the applicant jurisdiction.
Please limit the response to this section to half a page - This section is unrestricted to allow entry of additional
materials beyond text (including graphics, pictures, etc.) as necessary.

In 2013, CDC identified antibiotic-resistant Neisseria gonorrhoeae {ARG) as an urgent public health
threat requiring significant resources to detect and prevent cases in the United States. California (CA)
and San Francisco (SF) are areas of particular concern. In 2014, CA had the most gonorrhea (GC) cases
of any state. In 2015, there were 54,307 GC cases, and from 2011 to 2015 male cases ages 15-44
increased 113% and female cases ages 15-44 increased 67%. Furthermore, SF has the highest GC case
rate in CA; in 2015, 4266 reported cases represented a 30% increase from 2014. In 2013, the SF case
rate was 313.2/100,000, which exceeded the case rate for the Los Angeles metropolitan statistical area
(MSA), the New York MSA, the state of CA, and the United States {(US) as a whole. Prevention and
control of GC are key responsibilities of state and local sexually transmitted disease (STD) programs and
rely on timely and effective antibiotic treatment. However, GC has repeatedly developed resistance to
antimicrobials including sulfonamides, penicillin, tetracyclines, and fluoroquinolones. Data from the
CDC Gonococcal Isolate Surveillance Project (GISP) have shown that decreased antibiotic susceptibility
to cephalosparins, the current mainstay of GC treatment, is more likely to be detected in specimens
from the Western US compared to other US regions, and from men who have sex with men (MSM)
compared to men who have sex with women (MSW). With large populations of MSM and high rates of
GC, CA and SF are critical jurisdictions to implement effective surveillance and control of ARG.
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Purpose

Describe in 2-3 sentences specifically how the application will address the project’s problem as described in the
component project’s ‘Problem Statement.’

Given California’s increased epidemiologic risk for ARG, both the San Francisco Department of Public Health
(SFDPH) and California Department of Public Health (CDPH) have established efforts to prepare for and respond
to this public health threat. Our proposed California-San Francisco Rapid Detection and Response Project (CA-SF
GC RDRY) will support, expand, and accelerate efforts to combat ARG in San Francisco, by 1) developing and
implementing protocols for rapid identification and response to ARG cases, 2} expanding surveillance to
additional clinic sites, populations including females and youth, and anatomic sites of infection, and 3)
collaborating throughout the surrounding Bay Area region to provide comprehensive rapid response to ARG
cases. Rigorous data collection and evaluation of novel methods for GC surveillance, laboratory testing, and case

investigation will inform preparedness for rapid ARG detection and response throughout California.

Applicant Capacity

The below table provides some specific questions regarding gonorrhea morbidity and Public Health Lab capacity.

Following the table is a free-response section for you to provide more information about your capacity.

Selection of a Local Health Jurisdiction

If your organization is not a local health department, San Francisco Department of Public Health
name the local health jurisdiction with whom you plan

to partner to implement programmatic activities:

Does the jurisdiction currently receive and Yes, at state and local levels
electronically/automatically processes electronic lab
reports (ELR)?

Presence of a Categorical STD Clinic (a clinic whose primary mission is to provide diagnosis, treatment,

counseling, and sex partner notification for STDs.)

Provide the name(s) and location(s) of categorical STD | San Francisco City Clinic
clinics that serve the selected jurisdiction. If you will 356 7% Street
perform activities in only a select number of STD '

clinics, please denote the selected clinics: san Francisco, CA 34103

Does/do the categorical STD clinic(s) that you Yes, All
proposed to work with utilize electronic medical
records {(EMR)?

If only some of the categorical STD clinics that you




propose to work with utilize EMR, please indicate
which clinics use EMR and which do not:

Gonorrhea Morbidity

How many cases of gonorrhea (GC) were reported in
2015 in the selected local jurisdiction?

Female: 372

Male (Overall): 3829

-~ Male (Men who have sex with men): 3067

-- Male {(Men who have sex with women only): 140
Non-Hispanic White: 1887

Non-Hispanic Black: 387

Hispanic: 631

Other races: 1352

How many cases of GC were reported in 2015 from the
categorical STD clinic(s) where you plan to implement
activities? Note: This program requires that at least
one categorical STD clinic must diagnose at least 200
GC cases per year.

Number: 790

Proportion of total GC cases reported in the selected
jurisdiction diagnosed by the categorical clinic(s):
18.50%

How many cases of GC from the selected local
jurisdiction were cultured and tested for antibiotic
susceptibility in 2015? ’

Number: 273

Proportion of total GC cases reported in the selected
jurisdiction (i.e., not limited to the categorical clinics
above): 6.40%

Laboratory Capacity

Please provide the name and location of the
state/local public health laboratory that will be
performing antibiotic susceptibility testing for the

Name: San Francisco Public Health Laboratory
Location: 101 Grove Street, Room 419

San Francisco, CA 94102

project
Does the selected public health lab currently culture Yes
GC specimens for antibiotic susceptibility testing or
diagnostic purposes?
if the selected public health lab currently cultures GC, | Agar dilution:
‘please provide information on how many specimens Disc diffusion:
the lab cultured and tested for antibiotic susceptibility
’ E-testing: 73

in 2015 by test type.




Other:

If the selected public health lab currently cultures GC, | Mean time (days): 3
please provide information on the mean time and Range (high side, in days): 15
range (in days) between specimen collection and the

results being returned to the provider. Range (low side, in days): 1

Address the jurisdiction’s current capacity to successfully implement the proposed strategies and activities
(including describing staff and other infrastructure already in place that you will build upon) to meet project
period outcomes. Please limit the response to this section to 1 page - This section is unrestricted to allow entry

of additional materials beyond text (including graphics, pictures, etc.) as necessary.

The SF Department of Public Health (SFDPH) Population Health Division (PHD) is a longtime leader in
STD prevention, and contains the premier categorical STD clinic in CA, San Francisco City Clinic (SFCC).
SFCC has been a CDC GISP site for 30 years; for the first half of 2015, 203 cases of gonococcal urethritis
were diagnosed at SFCC, 126 of which were submitted to the regional GISP laboratory via SFDPH Public
Health Laboratory (PHL), itself a state-of-the-art microbiology laboratory with demonstrated excellence
in both standard and innovative GC testing, including being among the first to utilize GC NAAT.
Sequence analysis of SFCC GC specimens at PHL in 2008 demonstrated the presence of two previously
undescribed penA alieles associated with elevated cephalosporin MICs. PHL implemented Etest in 2011
to provide susceptibility data 2-3 weeks before GISP results were available on specimens from four
public health clinics across CA (including SFCC). Susceptibility data from PHL and GISP are stored in the
SFDPH STD data system (ISCHTR - Integrated Surveillance and Clinical Health Tracking Registry), a
robust data management system that enables timely analyses for continuous quality improvement.

The California Department of Public Health (CDPH) STD Control Branch {(STDCB) coordinates STD
prevention and control across CA and is creating an advanced data management system to track
California GISP isolates and any suspected GC treatment failures or ARG cases. STDCB has worked with
LHJs to not only respond to GC ouibreaks, treatment failures and ARG but also to conduct mény
successful enhanced GC projects, including Etest and an evaluation of an alternative GC culture
medium (InTray GC) with SFDPH, a test of cure study with San Mateo, a collaboration with San Luis
Obispo to evaluate a cluster of disseminated gonococcal infections, and partner services for patients
with GISP alerts (through which, in 2015, SFDPH interviewed 12 of 14 patients with reduced
susceptibility). Additionally, CA and SF collaborated to analyze partner services data from SF and

. neighboring Bay Area counties, which revealed that 41% of sexual partnerships in a large network of
early syphilis cases in the SF-Bay Area region were between persons who resided in different counties,
reinforcing the importance of collaborative disease control efforts. in late 2015, STDCB began working




closely with the CDPH Microbial Diseases Laboratory Branch (MDL) to build capacity for GC culture and
antimicrobial susceptibility testing (AST). MDL is available to perform whole genome sequencing and
provide subject matter expertise on molecular diagnostics. Both CDPH and SFDPH receive funding for
the STD Surveillance Network (SSuN) to conduct enhanced population-based GC surveillance.

The CA-SF GC RDR leadership team has extensive STD experience. Dr. Susan Philip, MD, MPH, the
SFDPH PHD Disease Prevention and Control (DPC) Branch Director, and STD Controller for SF, will serve
as the SF Principal Investigator for this project. She has over 13 years of experience in STD and HIV
clinical care, epidemiology, research and evaluation. Key units in DPC include SFCC, PHL, and all SFDPH
DIS staff. Dr. Trang Nguyen, PhD, MIPH is a senior epidemiologist with extensive knowledge of the STD
surveillance and program activities. She will work closely with the CA-SF GC RDR staff to meet
objectives, assisting them in engaging all key stakeholders and staff to develop and implement the
evaluations. Dr. Mark W. Pandori, PhD, HCLD{ABB) is the interim Director for PHL. He is a national
expert in public health laboratory methods for GC and other STDs, and led many of the PHL innovations
in GC testing described above. Dr. Heidi Bauer, MD, MS, MPH is the Chief of the CDPH STDCB and will
serve as the CDPH Principal Investigator for this project; she has over 15 years of experience in STD
prevention program development, epidemiology, research, and evaluation. Dr. Juliet Stoltey, MD,
MPH is Chief of the Office of Science and Policy and the Public Health Medical Officer of CDPH STDCB;
she has expertise in infectious diseases and STDs, 6 years of experience in STD and HIV clinical care,
serves as the lead for ARG efforts at STDCB, and will work closely with the CA-SF GC RDR staff to meet
objectives. Dr. Vishnu Chaturvedi, PhD is a board-certified laboratory director for MDL and recognized
academic scientist, educator, editor and subject matter expert with an eighteen-year track record in
managing people and procésses that ensure the highest quality public health laboratory operations.
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Strategy 1

Strategy: Strengthen local resistant GC threat coordination and epidemiological capacity

Strategy 1: New Activity #1

Add New Activity

Name (500 Character Maximum):
Designate an epidemiologist coordinator responsible for focal resistant GC activities
Implementation Plan (1000 Character Maximum):

The San Francisco Department of Public Health (SFDPH) will define a scope of work and hire a GC
Epidemiologist Coordinator (EC). This coordinator will be the primary person responsible for the
activities of the CA-SF GC RDR in San Francisco. Additionally, CDPH will hire a Regional GC RDR
Coordinator (RDRC). Named partners of SF cases come from both inside and outside SF and
historically STD outbreaks in CA have involved multiple independent jurisdictions. Thus, a regional
effort is necessary for both capacity building and surveillance to facilitate inter-jurisdictional
coordination, data-sharing, and partner follow-up to provide a comprehensive public health
infrastructure and capacity for detection and response, and to better characterize sexual
transmission networks. This position will provide overall epidemiologic support and coordination
with SFDPH and other regional and statewide partners.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each) '

1 Hire SFDPH GC Epidemiology Coordinator Susan Philip and Trang  Aug 2016 Nov 2016

Nguyen
2 Hire CDPH Regional GC RDR Coordinator  Heidi Bauer and Julie Aug 2016 Nov 2016
Stoltey

3 Select One  Select One
Strategy 1: New Activity #2 '
Name (500 Character Maximum):

Develop flow charts and definitions detailing case reporting, laboratory testing, and epidemiologic
investigation and analysis

Implementation Plan {1000 Character Maximum):

The SFDPH GC EC will identify protocols, data systems, and staff associated with GC case reporting,
laboratory testing, and epidemiologic investigation and analysis to develop a plan to meet project
deliverables. The GC EC will work with key staff to develop the timeline for expanded GC culture and
AST to include female and extragenital specimens of SFCC patients, and from the 3rd Street Youth
Center and Clinic (a high volume youth clinic primarily serving African Americans in the highest -
adolescent STD prevalence area). The CDPH Regional GC RDRC will work closely with the SFDPH GC EC



to develop updated workflows that: link to regional GC efforts; facilitate data sharing on partners and
for regional and state epidemiologic analyses; and ensure collaboration with other CA GC partners
(e.g., Los Angeles). CDPH and SFDPH will conduct a SF-Bay Area meeting with key local health
jurisdiction partners to develop an ARG Regional Strategic Plan that includes best practices for ARG
response.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each)

1 Catalog of existing and newly developed  Trang Nguyen until Sep 2016 Jul 2017
case surveillance, epidemiology, and SFDPH GC :
laboratory protocols with flow charts and  Epidemiologist
definitions Coordinator hired

2 CA-SF GC RDR strategic plan for SFDPH GC Oct 2016 Jul 2017
expansion of GC specimen collection and  Epidemiologist
AST beyond SFCC GISP specimens Coordinator

3 SF-Bay Area ARG Regional Strategic Plan CDPH Regional GCRDR  Oct 2016 May 2017
Coordinator

Strategy 1: New Activity #3
Name (500 Character Maximum):

Hire needed staff {such as surveillance and field epidemiologists, laboratorians, case investigators, and
data entry personnel) to support local coordination and capacity

Implementation Plan {1000 Character Maximum):

SFDPH will additionally hire CA-SF GC RDR: microbiologist responsible for GC culture and AST,
developing protocols including expanded culture and testing of new specimen sources and from new
media (e.g., InTray from 3rd Street Youth Center and Clinic (YCC)); and 2 health workers to conduct
partner services (PS) (one at SFCC, one embedded at 3rd St YCC to develop, implement, and evaluate
‘PS protocols for youth). CDPH will additionally hire CA-SF GC RDR: regional health worker responsible
for case investigation and partner follow-up of GC cases with reduced susceptibility outside SF, training
and technical assistance to LHJs for investigations on ARG GC cases; and microbiologist to perform AST
of GC isolates, communicate results to staff and LHJs, and initiate and coordinate the collection and
storage of a repository of ARG isolates. CDPH/SFDPH will develop training protocols and evaluation
methods.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each)
1 Post and hire SFDPH positions Susan Philip and Trang  Aug 2016 Feb 2017
' Nguyen

2 Post and hire CDPH positions - Heidi Bauer and Julie Aug 2016 Feb 2017



Stoltey

3 CA-SF GCRDR staff training protocols and ~ SFDPH GC Nov 2016 Feb 2017
evaluation plans Epidemiologist
Coordinator and CDPH
Regional GC RDR
Coordinator

Strategy 1: New Activity H#4

Name (500 Character Maximum): .

Advance workforce development and training related to rapid response for resistant GC (optional)
Implementation Plan (1000 Character Maximum):

SFDPH and CDPH staff with a role in ARG detection and response must be proficient in continuous
quality improvement methods and standardized, applied problem solving. These skills are fundamental
to every proposed ARG response activity and will increase SFDPH and CDPH workforce capacity for
innovation by teaching standardized problem solving and evaluation to improve efficiency. CA-SF RDR
hired and in-kind staff, as well as select SFDPH and CDPH clinicians, laboratorians, and health workers
with roles in ARG detection and response, will undergo training on A3 Thinking to learn a common
‘language’ of problem solving. This method has already been taught at the SFDPH clinics and hospitals
that will be partners in expanded GC culture efforts — proving further usefulness of ensuring this
standard. Also, the CA STD/HIV Prevention Training Center (CAPTC), DIS Training Center (DISTC) will
develop training materials for DIS on rapid response case investigation and partner services of ARG
cases.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each) : :

1 Final A3 Thinking training schedule, Susan Philip with Heidi  Aug 2016 Jul 2017
contract, and staff attendee list Bauer

2 ldentify CDPH or SFDPH staff to attend Heidi Bauer and Susan  Aug 2016 Mar 2017
national STD and microbiology Phillip
conferences for workforce development

3 Training materials on rapid response case CDPH Regional GCRDR  Oct 2016 Jul 2017

investigations and field services of ARG Coordinator and
cases CAPTC-DISTC
Strategy 2

Strategy: Enhance timely surveillance for detection of resistant GC threats



Strategy 2: New Activity #1 ~ Add New Activity

Name (500 Character Maximum):

Establish local lab capacity and protocols for implementing e-test for timely antibiotic susceptibility .
testing

Implementation Plan (1000 Character Maximum):

In collaboration with the SFDPH GC EC, the SFDPH interim PHL Director Dr. Mark Pandori will work
with the newly hired CA-SF GC RDR Microbiologist to update existing protocols for Etest for timely
antibiotic susceptibility testing and protocols for providing results to clinicians in short time frames.
PHL implemented Etest in 2011 and recently tested approximately 70 isolates per month for all CA
GISP sites, but results have not yet been used to inform patient care. Again, the models of change
and evaluation the lab staff, epidemiologists and DIS will be trained in will guide how this effort will
be designed and evaluated. The CDPH MDL will continue to build capacity to conduct GC cuiture and
AST with Etest. MDL will provide subject matter expertise and serve as a back-up and reference
laboratory for additional testing of isolates from SFDPH. MDL will also maintain stock and
surveillance cultures of notable ARG isolates for any future testing.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each)

1 Catalog of existing and necessary Mark Pandori until Aug 2016 Oct 2016
protocols for Etest at PHL of SFCC GISP SFDPH Microbiologist
samples hired

2 Validated GC culture and Etest at CDPH Vishnu Chaturvedi until Aug 2016 Dec 2016

MDL laboratory CDPH Microbiologist is
hired
3 Number of antibiotic-resistant gonorrhea  Vishnu Chaturvedi until Aug 2016 Jul 2017
isolates archived at MDL CDPH Microbiologist is
hired '

Strategy 2: New Activity #2
Name (500 Character Maximum):

Develop processes for rapid communication of e-test results to surveillance and field epidemiology
staff

Implementation Plan (1000 Character Maximum):

Importation of PHL results, including susceptibility data, into ISCHTR occurs routinely. Using the
proposed training in standardized, applied problem solving, these processes will be automated and
alerts developed to ensure timely use of critical Etest results for action (e.g., case investigation,
verification of treatment to evaluate potential treatment failures). In collaboration with the CDPH
Regional GC RDRC, the SFDPH GC EC will work with related SFDPH PHL, SFCC, epidemiology staff, and



CDPH staff to develop protocols and templates for rapid reporting of Etest results to appropriate SF
and CA health workers and providers. The CDPH Regional GC RDRC will coordinate discussions to
facilitate interoperability across SFDPH and CDPH IT systems to ensure seamless state and local data
exchange and will work to operationalize real-time data transfer between CDPH MDL information
systems and the existing CDPH ARG database.

2016 Milestones/Outputs (500 Person Responsible Start Date.  End Date
Characters Each) _

1 Catalog of protocols and templates for SFDPH GC Oct 2016 Jul 2017
rapid reporiing of Etest results to SFDPH  Epidemiologist
health workers and local providers Coordinator

2 Catalog of protocols and templates for CDPH Regional GCRDR  Oct 2016 Jul 2017
communication of Etest results to CDPH Coordinator
regional health worker and regional

providers ,
3 Average turn-around-time for the CDPH Regional GCRDR  Dec 2016 Jul 2017
collection and rapid reporting of ARG Coordinator

data fields from CDPH MDL laboratory
information system to CDPH ARG
database

Sfrategy 2: New Activity #3
Name (500 Character Maximum):

Increase and improve timeliness of reporting and complete capture of data relevant to antibiotic-
resistant GC surveillance and epidemiology in electronic surveillance systems. These may include:
treatment date and regimen, anatomic site of infection, gender of sexual partners

Impiementation Plan {1000 Character Maximum):

The SFDPH GC EC, in collaboration with the CDPH Regional GC RDRC, will finalize a list of key variables
(e.g., treatment date and regimen, anatomic site of infection) to assess and prioritize projects to
improve reporting timeliness and completeness, including the evaluation of sending electronic patient
and laboratory data messages from providers such as the SFDPH outpatient clinics for importation to
ISCHTR. The CDPH Regional GC RDRC will work within CDPH to facilitate SF providers’ use of the
California integrated communicable disease surveillance system, CalREDIE provider portal for rapid
reporting and retrieval of GC treatment, and other relevant clinical data; evaluate a mechanism for
rapid data exchange between CalREDIE and ISCHTR, including susceptibility data from PHL and MDL,
and case/partner data for PS outside SF; and work to improve completeness of electronic laboratory
reporting. This activity is linked to meeting requirements for Strategy 2: Activity #8.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each) :



1 List of key variables for ARG surveillance  SFDPH GC ' ~ Sep 2016 Jul 2017
- and epidemiology; timeline for evaluating Epidemiologist '
and finalizing mechanisms to improve Coordinator with IT
data completeness and timeliness consultant

2 Determine the interoperability between CDPH Regional GCRDR  Oct 2016 Jul 2017
SFDPH and CDPH electronic data systems  Coordinator
to facilitate real-time sharing of relevant
clinical data fields (i.e., treatment date
and regimen, anatomic site of infection,
gender of sexual partners)

3 | Select One  Select One
Strategy 2: New Activity #4
Name (500 Character Maximum):

Establish a plan for expanded collection of GC culture and performance of GC antibiotic susceptibility
testing (e.g., collection of specimens from clinical sites outside of the STD clinic, collection of culture
from female GC cases, collection of culture from extragenital sites of GC cases

Implementation Plan (1000 Character Maximum):

- The SFDPH GC EC will collaborate with the CDPH Regional GC RDRC to create a timeline and protocols
for collecting additional specimens at SFCC from females and extragenital sites (males and females)
and at the 3rd Street YCC (with InTray) to attempt to isolate cultures and conduct Etests. During Year 1,
SFDPH will increase the number of non-GISP specimens to culture from SFCC and 3rd St YCC, eventually
trying to successfully culture isolates from an additional estimated 200 urethral, 50 cervical, 100
pharyngeal, and 100 rectal specimens, based on likely eligible patients using 2015 clinic data. Also,
SFDPH will develop mechanisms to identify potential treatment failures.and providers to target for
expanded GC culture. Analyzing case report data might identify providers who should routinely collect
cultures at the original and follow-up GC tests. CDPH MDL will provide GC culture and AST for Bay Area
partners named by SF cases.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each)

1 Number of GC culture and Etest of non- SFDPH GC Nov 2016 Mar 2017
GISP specimens from SFCC and 3rd St YCC  Epidemiologist:
Coordinator

2 Catalog of protocols for Etest at PHL of Mark Pandori until Jan 2017 Jul 2017
SFCC and 3rd St YCC non-GISP specimens  SFDPH Microbiologist
' hired
3 Number of GC culture and Etest Vishnu Chaturvedi until Jan 2017 Jul 2017
specimens tested from populations CDPH Microbiologist is

outside SF boundaries hired



Strategy 2: New Activity #5
Name (500 Character Maximum):

Pilot novel approaches to detect resistance in non-STD clinic settings, including but not limited to
public health detailing to distribute culture media plates (InTray GC™) to high-volume providers that do
not routinely perform culture-based testing due to lab capacity issues.

Implementation Plan (1000 Character Maximum):

CDPH led an evaluation of InTray GC to culture male urethral specimens at SFCC and found that the
InTray GC system was 87.5% sensitive for GC culture. SFDPH will collect specimens using InTray GC at
the 3rd St YCC, benefitting from lessons learned to create protocols and an evaluation plan.
Symptomatic female youth will be initially prioritized for culture; in 2015, 71 GC tests were conducted
among symptomatic females ages <=25 (24 GC tests among symptomatic male youth). CA-SF GC RDR
staff will analyze the yield of culture by InTray and the proportion of cultures that underwent AST with
Etest, using results to plan expansion to other clinics. Additionally, the CDPH Regional GC RDRC will
meet with large regional medical groups to discuss InTray GC/AST, and academic partners to explore
piloting novel molecular assays to detect GC resistance.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each) '

1. Eligibility criteria and evaluation planfor  SFDPH GC Nov 2016 Mar 2017
GC culture collection using InTray and Epidemiologist

conducting Etest of 3rd St YCC specimens  Coordinator

2 Catalog of protocols for InTray specimen  Mark Pandori until Jan 2017 Jul 2017
collection at 3rd St YCC SFDPH Microbiologist
hired
3 Number of meetings conducted with CDPH Regional RDR Oct 2016 Jul 2017
regional medical providers to discuss Coordinator
InTray GC and AST

Strategy 2: New Activity #6
Name (500 Character Maximum):

Package and ship specimens per protocols to the appropriate Antibiotic-Resistant Lab Network {(ARLN)
laboratory for confirmatory agar dilution and molecular characterization, such as whole genome
sequencing.

Implementation Plan {1000 Character Maximum):

SFDPH is committed to packaging and shipping of specimens per protocol to the appropriate
-Antibiotic-Resistant Lab Network (ARLN) laboratory for confirmatory testing and molecular
characterization. Having participated in GISP since its inception, SFDPH has extensive experience in
preparing inoculated culture plates from SFCC to the PHL for processing and shipment of frozen
isolates to regional laboratories. SFDPH will be readily able to update existing protocols for shipment to



an ARLN laboratory for additional testing. While SFDPH will collaborate with CDC and other funded GC
RDR sites on finalizing protocols and the proportion or types of specimens to send to an ARLN
laboratory, SFDPH has estimated the proportion of GISP and non-GISP cultures from SFCC and 3rd St
YCC that will be isolated and available for shipment to the ARLN, and its related costs. SFDPH will also
package and ship a small number of isolates to CDPH MDL for additionai reference testing.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each) '

1 Shipment protocols to ARLN SFDPH GC Oct 2016 Jul 2017
Epidemiologist
Coordinator

2 Number of PHL staff trained on ARLN SFDPH Microbiologist Dec 2016 Jul 2017
shipment protocols

3 - Select One  Select One
Strategy 2: New Activity #7
Name (500 Character Maximum):

Electronically submit associated data to ARLN for addition of whole genome sequencing data, and for
ultimate submission to CDC.

Implementation Plan (1000 Character Maximum):

Having a longstanding history of sending associated GC case and laboratory data to CDC as part of the
GISP protocol, SFDPH will be readily able to update existing protocols and programming for electronic
submission of required data to ARLN. SFDPH anticipates collaborating with CDC and other funded GC
RDR sites on protocols and definitions. SFDPH will also continue to submit data to CDPH, per current
protocols. ‘

2016 Milestones/Outputs (500 - Person Responsible Start Date End Date
Characters Each)

1 Data definitions and protocols for SFDPH GC Oct 2016 Jul 2017
required GC RDR data to send to ARLN Epidemiologist
and CDC Coordinator

2 Data programming to send associated SFDPH GC Dec 2016 Jul 2017
data to ARLN and CDC Epidemiologist '

Coordinator
3 ‘ ) Select One  Select One
Strategy 2: New Activity #8
Name (500 Character Maximum):

Enhance local health department capacity to appropriately record antibiotic susceptibility testing data



(e.g., date of test, test type, and MIC results by drug tested) in the state/local information system.
Implementation Plan (1000 Character Maximum):

Given its experience with Etest, the SFDPH PHL has a database for capturing all relevant AST data.
These data were routinely uploaded and stored in ISCHTR. GISP results from the regional GISP
laboratory are sent to SFDPH and stored in ISCHTR. The PHL database and ISCHTR will be evaluated and
enhanced for interoperability and facile data exchange with CDPH as discussions with CDC and CDPH
about testing and results variables lead to definitions and protocols for data-entry and quality
assurance to implement. CDPH and SFDPH will evaluate mechanisms for sharing these data readily
with surveillance and DIS. AST results will be added to existing state electronic laboratory reported
data streams. Relevant ARG data fields (e.g., MIC) will be added to CalREDIE, and the existing CDPH
ARG data system. CDPH will lead data system interopérability efforts across ISCHTR, CalREDIE, MDL
laboratory information system and existing CDPH ARG database (in alignment with meeting Strategy 2:
Activity #3). : :

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each)
1 Updated database used by PHL for Etest ~ SFDPH GC Oct 2016 Mar 2017
-and other AST results Epidemiologist

Coordinator

2 AST results added to ELR data streams; CDPH Regional GCRDR  Oct 2016 Jul 2017
relevant project data fields added to Coordinator
CalREDIE

3 Determine the interoperability between  CDPH Regional GCRDR  Oct 2016 Jul 2017
SFDPH and CDPH data systems to Coordinator :
facilitate real-time data sharing of
relevant laboratory data fields (i.e., date
of test, test type, and MIC results by drug
tested)

Strategy 2: New Activity #9
Name (500 Character Maximum):

Evaluate time-to-clearance among persons tested and treated for GC who return for a test-of-cure
(optional)

Implementation Plan (1000 Character Maximum):

San Francisco City Clinic has experience implementing an evaluation of GC molecular test of cure in
men who have sex with men. Existing experience, protocols, and remaining questions will be built
upon in future years of this grant to expand the evaluation of GC time to clearance in youth, females,
and heterosexual males. Additional clinical sites would be considered within San Francisco and in other
CA public health STD clinics (e.g., Orange County, San Diego). in addition, AST with Etest would also be
“considered to address correlation between time to clearance and antibiotic susceptibility profile. The



CDPH Regional GC RDR Coordinator would be responsible for planning the evaluation and coordinating
with SF and other clinical sites in Year 1, to pursue the evaluation in subsequent project years.

2016 Milestones/Qutputs (500 Person Responsible Start Date End Date
Characters Each)
1 List of potential additional clinical sites SFDPH GC Feb 2017 Jul 2017
within San Francisco to participate in Epidemiologist
time-to-clearance evaluation Coordinator
2 GCtime-to-clearance project plan CDPH Regional GCRDR  Nov 2016 Jul 2017
1 Coordinator
3 Select One-  Select One
Strategy 3

Strategy: Enhance GC case investigations to identify transmission dynamics of emerging resistant GC threats

Strategy 3: New Activity #1 _ Add New Activity

Name (500 Character Maximum):

With CDC guidance, funded sites will draft and implement an unified case investigation guide for
resistant GC cases or GC cases with reduced susceptibility that encompasses areas of interest (e.g.,
travel history, anatomic sites of exposure)

Implementation Plan (1000 Character Maximum):

Based on the combination of the long history of SFDPH and CDPH participation in SSuN, SFDPH
experience in interviewing GISP/Etest alert cases, and a CDPH draft protocol and instrument for ARG
case investigation, CA-SF GC RDR will contribute extensive lessons learned and best practices to
discussions with CDC and other RDR funded sites to finalize a unified case investigation guide for .
resistant GC cases or GC cases with reduced susceptibility. Our historic data collection from patients
with GC, particularly with those who were contacted because of a GISP/Etest alert, will inform
discussions on the quality and completeness of variables of interest, as well as how best to discuss
public health concerns about antibiotic resistance in order to maximize the potential for new ARG
cases to provide high quality information. The unified case investigation guide will be shared and
built upon at a planned regional Bay Area meeting of ~20 key state and LHJ partners working on GISP
and ARG efforts.

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each)



1 Data tables of relevant SFDPH SSuN and SFDPH GC Nov 2016 Jan 2017
GISP data variables to inform discussion Epidemiologist
on a unified case investigation guide for Coordinator
resistant GC cases or GC cases with
reduced susceptibility

2 Data tables of relevant CDPH SSuN and CDPH Regional GCRDR  Nov 2016 Jan 2017
GISP data variables to inform discussion Coordinator
on a unified case investigation guide for
resistant GC cases or GC cases with
reduced susceptibility

3 Unified GC ARG case investigation guide SFDPH GC Nov 2016 Jul 2017
Epidemiologist
Coordinator and CDPH
Regional GC RDR
Coordinator

4 Select One Select One
5 Select One  Select One
Strategy 3: New Activity #2 |

Name (500 Character Maximum):

Rapidly {within 2 days) interview all GC cases found through laboratory diagnostics or clinical
presentation (e.g. unsuccessful treatment) to be infected with a strain of reduced-susceptibility GC.

Implementation Plan (1000 Character Maximum):

In San Francisco through 2015, all patients found to have an MIC above a GISP or Etest alert value were
assigned for further interview, assessment of travel and antibiotic use, re-testing and partner
notification. In 2015, all 14 cases with GISP alert values were assigned for interview within 24 hours; 10
of 14 cases were interviewed within 7 days, 4 of which were interviewed within 2 days. Local protocols
will be evaluated and compared to CA GISP interview protocols to identify mechanisms that could be
evaluated to increase timeliness and completeness of interviews. The CDPH regional health worker will
rapidly interview all ARG cases that reside outside SF. Case assignment will initially begin with GC cases
with reduced susceptibility or antibiotic resistance, but productivity and completeness of interviews
will be continually monitored to determine how best to prioritize assigning other GC cases for
interview (e.g., by gender of sex partner, HIV status, history of STD).

2016 Milestones/Outputs (500 Person Responsible Start Date End Date
Characters Each) o

1 Protocol for alerting staff of any cases Trang Nguyen until Aug 2016 Jut 2017
requiring CA-SF GC RDR case investigation SFDPH GC
and partner services Epidemiologist

Coordinator hired



2 Evaluation plan to assess different SFDPH GC Oct 2016 Jan 2017

modalities for CA-SF GC RDR case Epidemiologist
investigation and partner services Coordinator and CDPH
GC RDR Coordinator
3 Proportion of ARG cases residing in SF SFDPH Health Workers  Oct 2016 Jul 2017

that were interviewed within 2 days
among total number of ARG cases in SF

4 Proportion of ARG cases residing outside  CDPH Regional GCRDR  Oct 2016 Jul 2017
of SF referred to CDPH regional health Coordinator
worker for interview within 2 days among
total number of cases that reside outside
of SF that are referred to the CDPH health
worker for interview

5 Proportion of ARG cases residing outside  CDPH Regional Health ~ Oct 2016 ., Jul 2017
SF that were interviewed within 2 days of Worker
assignment among total number of ARG ‘
cases residing outside SF that were
assigned

Strategy 3: New Activity #3
Name (500 Character Maximum):

Conduct investigations of sexual and social contacts and develop methods for describing social and
sexual networks of interviewed cases.

Implementation Plan (1000 Character Maximum):

SFDPH has extensively enhanced its DIS program to integrate STD and HIV priorities and outcomes.
Existing PS protocols for the CA-SF GC RDR will be enriched with CDPH expertise from other successful
LHJ PS protocols. SFDPH will also develop a PS protocol for partners of youth at 3rd St YCC. Case and
partner data are stored in ISCHTR in a way that has enabled actionable analysis of sexual networks.
SFDPH will evaluate and enhance the way susceptibility and partnership data are collected, stored, and
analyzed to assess different methods for describing social and sexual networks of GC cases. The CDPH
regional health worker will provide PS for ARG cases outside SF, and CA and SF will build on existing
expertise and analyses to characterize the regional sexual networks in order to enhance collaborative
disease control efforts.

2016 MiIestonés/Outputs (500 Person Responsible Start Date End Date
Characters Each) ‘

1 Partner services protocol for GC cases Trang Nguyen until Aug 2016 Feb 2017
with'reduced susceptibility or antibiotic-  SFDPH GC
resistant strains within SF Epidemiologist

Coordinator



2 Evaluation of ISCHTR data needs for Trang Nguyen until Aug 2016 Jul 2017

enhancing social and sexual network SFDPH GC
analysis of GC cases with reduced Epidemiologist
susceptibility or antibiotic-resistant Coordinator

strains; updated data collection and
routine analysis (ensuring continuous
quality improvement) of social and sexual
networks of GC cases with reduced
susceptibility or antibiotic-resistant
strains

3 Proportion of interviews of partners of SFDPH Health Workers Nov 2016 Jul 2017
ARG cases that reside in SF among total
number of partners of ARG cases
identified in SF

4 Partner services protocol for GC cases CDPH Regional GCRDR  Oct 2016 Feb 2017
with reduced susceptibility or antibiotic-  Coordinator
resistant strains outside SF, and across
the SF-Bay Area Region '

5 Proportion of interviews of partners of CDPH Regional Health  Nov 2016 Jul 2017
ARG cases that reside outside of SF Worker
among total number of partners of ARG
cases identified outside of SF

Strategy 3: New Activity #4
Name (500 Character Maximum):

Analyze phenotypic susceptibility testing, sociodemographic, risk behavior, and whole genome
sequencing data (where available) concurrently to improve understanding of local GC epidemiology
and transmission dynamics of emerging resistant GC threats.

Implementation Plan (1000 Character Maximum):

Existing SFDPH and CDPH systems will be updated to store Etest and ARLN data, including whole
genome sequencing. SFDPH and CDPH will develop analytic plans in collaboration with CDC to
determine the data elements and methods that will be useful to improving the local and regional
epidemiology and transmission dynamics of emerging ARG threats. Because most GC patients for
whom ARG data are available will have been identified through SFCC, we will have a rich dataset of
sociodemographic and risk behavior data collected through medical care visits. Those patients able to
be interviewed will have provided additional detail about risk behaviors, sexual partnerships, travel
history, recent antibiotic use and meeting locations that will enrich the analyses. We anticipate having
laboratory STD testing and AST results and sociodemographic data from a proportion of named
contacts that we are able to reach, interview, and test, through SFDPH or CDPH PS and any MDL
reference testing.



2016 Milestones/Outputs (500 . Person Responsible Start Date End Date
Characters Each)

1 List of data that will be reported from SFDPH GC Jan 2017 Jul 2017
ARLN and added to local data systems Epidemiologist
Coordinator

2 Analysis plan and draft table shells for S SFDPH GC . Mar 2017 Jul 2017
epidemiology of emerging GC resistance  Epidemiologist
Coordinator and CDPH

3 Analysis plan and draft table shells for SF- Regional GC RDR Mar 2017 Jul 2017
Bay Area regional epidemioiogy of Coordinatorin
emerging GC resistance collaboration with
regional bay area
counties
4 Select One  Select One

5 Select One  Select One
Strategy 3: New Activity #5 ‘
Name (500 Character Maximum):

Report all antibiotic susceptibility results and awardee-required variables to state health department
and CDC and all susceptibility results demonstrating reduced susceptibility to state health department
and CDC within 24 hours of testing.

Implementation Plan (1000 Character Maximum):

SFDPH has an extensive history with reporting data to CDPH and CDC in different formats, with reports
using different visualizations and layouts {e.g., line lists, table summaries, pivot tables), and utilizing
various mechanisms (e.g., CDC Secure Access Management Services, NETSS, CDPH secure file transfer),
often in automated or routine modalities. ISCHTR already stores antibiotic susceptibility results
provided by the regional GISP laboratory and Etest results from PHL. SFDPH routinely sends associated
GC case and laboratory data to CDC as part of the GISP protocol. SFDPH will be readily able to update
ISCHTR fields and update/prepare protocols and programming for electronic submission of required
data to CDPH and CDC. SFDPH and CDPH will collaborate with CDC and other funded GC RDR sites to
finalize unified protocols and definitions, which has been done as part of SSuN collaborative
discussions, ‘ '

2016 Milestones/Outputs (500 Person Responsible Start Date End Date

Characters Each)
1 Data definitions and protocols for SFDPH GC Oct 2016 Jui 2017
" reporting of required antibiotic Epidemiologist
susceptibility test results and awardee- Coordinator

required variables to CDPH and CDC



2 Protocols and data programming to SFDPH GC Dec 2016 Jul 2017
submit required case and susceptibility Epidemiologist
data to CDPH and CDC electronically Coordinator
within 24 hours of testing

Select One Select One
4 Select One Select One

Select One Select One

Evaluation and Performance Measurement Strategy

Required performance measures for the project period are listed within this project’s guidance in the ‘CDC
Evaluation and Performance Management Strategy’ section. These are measures that awardees will be expected
to report on in next year's progress report. The table below provides an opportunity for you to provide any
baseline data that you may have — you are not expected to have data for all of these measures.

Strategy 2) Enhance timely surveillance for detection of resistant GC threats

Number of trained personnel who can perform E-Test.

Number of viable, non-viable, and contaminated specimens | Viable:

received by the local laboratory. Non-Viable:

Contaminated:

Number of isolates tested for antimicrobial resistance within
proficiency standards.

Number of clinical settings submitting specimens for

antimicrobial resistance testing.

Days from specimen collection to receipt at laboratory, from | Collection to Receipt:
receipt at laboratory to e-Test completion, and from e-Test Receipt to E-Test Completion:
completion to report to clinician and local health '

department within the awardee-required timeframe. E-Test Completion to Report:

Number and percentage of isolates found to have reduced (Number)
susceptibility or resistance to antibiotics tested. (%)
Number and percentage of GC lab reports received at the {(Number)

local heaith department through ELR with awardee-required (%)




variables

Strategy 3) Enhance GC case investigations to identify transmission dynamics of emerging resistant
GC threats

Number of reported GC cases to local health department 3726
with complete awardee-required demographic,
epidemiologic and clinical variables.

Number and percentage of resistant GC cases, GC cases with | 12 (Number)

reduced susceptibility or GC treatment failure cases 92% (%)
investigated within the awardee-required timeframe.

Number and percentage of sexual and social contacts 0 (Number)

investigated of cases unidentified in #2 within the awardee- 0% (%)
required timeframe.

Number and percentage of isolates demonstrating reduced | 0 (Number)

cephalosporin susceptibility reported to the state health 0% (%)
department and CDC within 24 hours of testing

Please describe the applicant’s plan and ability to collect the necessary data and report on each of the measures
listed in the guidance.

The CA-SF GC RDR proposal is poised to address CDC’s evaluation and performance measures. SFDPH
already has extensive experience in integrating both qualitative and quantitative data from
epidemiological analyses, clinical preventive and testing services, field services, and case interviews to
evaluate and improve programs, data collection, and surveillance. Baseline data for some of the
requested performance measures are provided to reflect SFDPH’s current capacity to meet project
objectives.

SFDPH and CDPH will prepare a list of qualified personnel hired or retained to support grant activities
to meet Strategy 1.

SFDPH and CDPH will report on metrics to demonstrate how this work has enhanced timely
surveillance for detection of resistant GC threats to meet Strategy 2. As part of GISP, SFDPH and CDPH
have had to routinely report evaluation and performance metrics similar to the ones requested for this
strategy. A table of recently reported SF GISP process measures is provided as an example:



Table 1. Example SF GISP Process Measures

Jan 1- Jan 1-
Dec 31, | June 30,
2014 2015
No./% No./%
Number of SF isolates submitted to the GISP regional laboratory 322 160
(74%) (79%)
Percentage of submitted SF isolates that were found by the GISP 1(0.3%) | 0(0%)
regional laboratory to be non-viable or contaminated
Percentage of monthly SF isolate batches that were shipped tothe GISP | 2(33%) | 1(17%)
regional laboratory within one week after the end of monthly collection
Percentage of monthly SF demographic/clinical data transmissions that ' 100% 100%
were submitted to CDC within one month of the completion of specimen
collection
Percentage of collected SF isolates for which the following data elements
were reported:
Gender of sex partner/sexual orientation 98% 99%
HIV status 98% 93%
Treatment 89% 97%

¢

Evaluation of performance metrics for Strategy 3, enhancing GC case investigations to identify

transmission dynamics of emerging resistant GC threats, will be readily and routinely conducted using

existing fields in ISCHTR, which can be seamiessly modified to account for any additional metrics

required by CDC. Because ISCHTR integrates STD surveillance data with electronic medical record data
from SFCC, field investigations, and all STD testing conducted by the PHL, data can be extracted from
ISCHTR to evaluate data by STD test, person, or isolate. CDPH data systems (CalREDIE and the existing

ARG database) will be modified to account for any requested evaluation metrics that are not

accounted for by existing data fields.

SFDPH and CDPH will plan to monitor and report, as requested by ELC/CDC. SFDPH and CDPH will
collaborate with ELC/CDC on the development of additional performance measurements, as

appropriate,
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