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HIV prevention research - a new forum
for advocacy on the latest
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Global Advocacy for HIV Prevention

avac.org/project/choice-agenda



Thank you
~National Coalition
- of STD Directors for
partnering with
The Choice Agenda
on this webinar.




A snapshot of audience HOPES

A new tool

Decrease overall rates of STIs

Thank you to the 566
registrants from 39
countries who shared
their questions, hopes
and concerns about
DoxyPEP.

Possibility of reducing long term
sequeale of untreated STIs

More independence and autonomy for
clients

Sexual freedom and pleasure
Less anxiety/worry for folks

Accessible and affordable, low cost

Could help reduce associated HIV
infections

Safe and effective




A snapshot of audience CONCERNS

« Access, rural access, access for
people of color and people who are
not gay/bi men

If we start marketing to just gay/bi
men, will this limit uptake among
other groups?

Adverse reactions, side effects,
safety

Resistance
Funding, cost

Thank you to the 566
registrants from 39
countries who shared
their questions, hopes
and concerns about
DoxyPEP.

How effective?

What about breakthrough
Infections?

Provider willingness

Homophobia and stigma related to
sexual behaviors
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THE

Please
join us for
our next

CHOICE

rﬂ AGENDA

HIV prevention research - a new forum
for advocacy on the latest

webinars




Wednesday"November 15
10 AM - 11:30 AM ET

HPTN 096:-Building Equity Through Advocacy

An Integrated, Status-Neutral, Approach for
Ending the Epidemic Among Black Gay Men in the South

Register for the webinar here:
tinyurl.com/buildingequitythroughadvocacy

CO-Sponsors.
PrEP in Black America
Federal AIDS Policy Partnership Research Working Group




Save the date
November 2, 9 AM ET

Webinar on decolonization of
global public health

Collaboration with
O'Neill Institute for
National and Global Health Law

_______________________________________________________________________________________________________________________________________________________________________________________



5 October

Webinar speakers:

* Lee Vaughn-0gin
Bigger Blacker Book, DoxyPEP consumer

 Dr. Taimur Khan
Fenway Health

« Kendrick Clack, NP
Crofoot MD Clinic/Research Center

« Cait Shea
National Coalition of STD Directors

“-3%. rﬂ DoxyPEP Implementation
All Systems Go?
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DoxyPEP: .
From Data To Implementation
TCA/NCSD Webinar| 5-October-2023

Taimur H. Khan MD MPH
Internal Medicine & Infectious Diseases | Fenway Health
Associate Medical Research Director | The Fenway Institute

thefenwayinstitute.org



DoxyPEP: Agenda
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DoxyPEP: STl Trends

WHO estimates more than 374 million

new curable STIs each year
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DoxyPEP: STl Trends

THE

'STATE.oF STDs

i, . 710,151
UNITED STATES, (£ R

2021

ahead, hitting the
nation hard.

STDs continue to forge @g

1.6 million
CASES OF CHLAMYDIA

3.8% decrease since 2017

176,713

CASES OF SYPHILIS

T4%% increase since 2017

2,855

CASES OF SYPHILIS
AMONG NEWBORNS

203% increase since 2017
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ANYONE WHO HAS SEX COULD =
GET AN STD, BUT SOME GROUPS :
ARE MORE AFFECTED =

O YOUNG PEOPLE AGED 15-24

O GAY & BISEXUAL MEN

O PREGNANT PEOPLE

O RACIAL & ETHNIC MINORITY GROUPS
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DoxyPEP: STl Trends

Congenital Syphilis — Reported Cases by Year of Birth and Rates of

Reported Cases of Primary and Secondary Syphilis Among Women

Aged 15-44 Years, United States, 2012-2021

CS Cases P&S Syphilis Rate*
3,000+ 18
2,400+ - 15
- 12
1,800 1
9
1,200 1
-6
600 1 3
: : T . 0
2012 2015 2018 2021
Year
CS cases mmmm Female (15—44 years) P&S syphilis rate*
* Per 100,000

ACRONYMS: CS = Congenital syphilis; P&S Syphilis = Primary and secondary syphilis
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DoxyPEP: DoxyPEP Studies

Doxycycline as Post-Exposure Prophylaxis

» Safe, well tolerated, inexpensive

» Active against chlamydia (CT) and syphilis
» Some resistance to gonorrhea (GC)

> 20% of isolates in the US
> Not 1st line treatment

NOLIVLNINI1dIAI
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DoxyPEP: DoxyPEP Studies
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2015 - 2018

IPERGAY French PrEP-On-Demand Study includes Doxycycline as
PEP, reveals 2/3 reduction in syphilis and chlamydia in MSM; but was not
effective for gonorrhea.

b o @R

=
U
-
m
=
m
3
>
—
®)
<

HIl THE FENWAY INSTITUTE thefenwa

itute.org



DoxyPEP: DoxyPEP Studies

vivd

2015 - 2018

IPERGAY French PrEP-On-Demand Study includes Doxycycline as
PEP, reveals 2/3 reduction in syphilis and chlamydia in MSM; but was not
effective for gonorrhea.

2022 - 2023
DOXYPEP Study by Luetkemeyer et al shares data at AIDS 2022 and
with NEJM 2023
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DoxyPEP: DoxyPEP Studies

2015 - 2018

IPERGAY French PrEP-On-Demand Study includes Doxycycline as
PEP, reveals 2/3 reduction in syphilis and chlamydia in MSM; but was not
effective for gonorrhea.

2022 - 2023

DOXYPEP Study by Luetkemeyer et al shares data at AIDS 2022 and

with NEJM 2023

Quarterly Visits with =1 STI

Difference in risk,

Difference in risk,

21.2 percentage points 18.7 percentage points
1004
40
2
w
> 33 305
e 30
o
v
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v
g 107 1.3
) . .
: Doxycycline Standard Care Doxycycline Standard Care

Taking PrEP

EHIl1 THE FENWAY

Living with HIV
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CONCLUSIONS
Among MSM and transgender women who had recently

had a bacterial STI, doxycycline postexposure prophylaxis
was associated with a lower risk of bacterial STIs than
standard care.
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DoxyPEP: DoxyPEP Studies

2015 - 2018

IPERGAY French PrEP-On-Demand Study includes Doxycycline as
PEP, reveals 2/3 reduction in syphilis and chlamydia in MSM; but was not

effective for gonorrhea.

2022 - 2023

DOXYPEP Study by Luetkemeyer et al shares data at AIDS 2022 and

with NEJM 2023

EHIl1 THE FENWAY

Percent of quarterly visits with an STI
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PreP cohort PLWH cohort

STI

. Gonorrhea only

. Chlamydia only

B syphilis only
>=2 STls

82/257 (31.9%)

39/128 (30.5%)

36/305 (11.8%)

61/570 (10.7%)

doxycycline PEP  Standard of care doxycycline PEP  Standard of care
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DoxyPEP: DoxyPEP Studies
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2015 - 2018
IPERGAY French PrEP-On-Demand Study includes Doxycycline as

PEP, reveals 2/3 reduction in syphilis and chlamydia in MSM; but was not @
effective for gonorrhea.

2022 - 2023

DOXYPEP Study by Luetkemeyer et al shares data at AIDS 2022 and
with NEJM 2023.

Colleagues, Fredericksen, Perkins, and Christopoulos, present
additional data at IAS 2023, including qualitative information from users.
They concluded that DoxyPEP was safe and acceptable, with high

adherence, per patient experiences. :::*:::
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DoxyPEP: Gaps In The Data
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2023
DOXYVAC Study, Molina et al CROI 2023
[
DPEP Study, Stewart et al, CROI 2023 D

Abstract [Mucosal Testing], Haaland, CROI 2023
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DoxyPEP: Gaps In The Data

Doxycycline PEP for
Prevention of STls among
Kenyan Women on HIV PrEP

* 1:1 open-label randomized trial of dPEP (200mg doxycycline) taken within 72 hours after sex
* N=449 women taking PrEP aged 18-30 (median age: 24 years)
* Quarterly follow-up for 12 months in Kisumu, Kenya

DPEP Study, CROI 2023

NOLIVLNINI1dIAI
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DoxyPEP: Gaps In The Data

Time to first incident STI Time to first incident chlamydia
1.0 4 1.0 4
] wqﬁx\:_m‘ ﬁh‘:%%
=
© 0.8 4 {H;J
& Iy
ﬁ 0.7 0.7
I.‘?. 0.6 4 0.6
Logrank p=0.8081 . Logrank p=0.3469
&
T T T T T T T T | e T T T T T .. 1 -1 T l]
0 30 60 90 120 150 180 210 240 270 300 330 O 30 &0 90 120 150 180 210 240 270 30 330
Days since randomization Days since randomization
Doxycycline PEP Standard of care | CROI:

NO difference between the two arms ‘

DPEP Study, CROI 2023
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DoxyPEP: Gaps In The Data

High Self Reported adherence Doxy Hair testing: 44% assigned to doxy-PEP
never had doxycycline detected

{ Quarterly surveys

= 77% (579/755) coverage of last sexual Resu ltS : Hal r d I'Ug test ng
exposure
4{ Timeline follow-back calendar \ * In arandomly selected subset of 50 participants assigned to doxycycline PEP

" + 56.0% (28/50) of participants had doxycycline detected at least once
*» In 72.8% of the quarterly surveys,

" o s -
>80% of sexual acts were covered 29.0% (58/200) of all quarterly visits had doxycycline detected,

= 32.6% (58/178) when medication holds excluded

- { Weekly SMS

* 64% (134/211) participants reported full
coverage in at least 80% of weeks

» 78% of weekly SMS reported full
coverage

+ 6.7% (3/45) of enrollment visits had doxycycline detected
+ 5.1% (2/39) of follow up visits among SOC group had doxycycline detected

Stewart et al DPEP ISSTDR 7.2023
DPEP Study, CROI 2023

NOLIVLNINI1dIAI
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DoxyPEP: Gaps In The Data

Mucosal Doxycycline Concentrations

103

107

Doxycycline concentration (ng/mlL)

] ot e vt s i g s s s s e g

-0 Plasma
4 Rectal Secretions
-¥ Vaginal Secretions

Time (hours)

LLOGO

Minimum Inhibitory Concentrations (MIC):

N gonorrhoeae (NG) MIC = 250 ng/mL CDC Antimicrob Resist Susc Test
T pallidum (TP) MIC,, = 100 ng/mL Edmondson Antimicrob Agents Chemother 2020
C trachomatis (CT) MIC,, = 64 ng/mL Zheng Sex Transm Dis 2015

EHIl1 THE FENWAY

C trachomatis T pallidum N gonorrhoeae
Time Time Time
CI’T'IH)(* )4)( cmax >4x CI’T'IH)( >4x
MIC MIC MIC
Plasma 16x 44h 10x 32h 4x 3h
REgtl 11x  62h 7x 51h 3x NA
Secretions
Vaginal
. 20x% 45h 12x 38h 5x 11h
Secretions

*Fold above MIC

INSTITUTE

Haaland CROI 2023,

abstract 118
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DoxyPEP: Gaps In The Data
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Gonococcal Antibiotic Resistance?
% - Limited information in these studies given the low numbers of isolates in
each cohort.
- There is no data thus far to suggest that DoxyPEP is a driving for worsening
ABX resistance, as TCN-Resistance is already significant with GC
- ltis challenging to tease out what TCN-Resistance is due to exposures
outside of DoxyPEP

Exposure to Ceftriaxone would decrease by 50%!
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DoxyPEP: Gaps In The Data

vivd

il
9

Chlamydia & Syphilis Antibiotic Resistance?
- It has not clinically been documented. Testing for STl resistance is very @
=[]

difficulty with these pathogens, and would be expensive and very involved
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DoxyPEP: Gaps In The Data
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HhiEE
Changes in Microbial Flora?
- Limited data on Staphylococcus and MRSA changes, no significant changes
noted with the use of DoxyPEP at this time |:
- Gut Flora? O

z
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DoxyPEP: Fenway Health

vivd

Boston, Massachusetts, USA
Federally Qualified Healthcare Center, Founded 1971

Our Mission
To enhance the wellbeing of the LGBTQIA+ community as @

@

E

well as people in our neighborhoods and beyond through
access to the highest quality health care, education,
research, and advocacy

Currently serving approximately 35,000 patients, with
approximately 2,200 PLHIV.

The Fenway Institute ™
« Research, Education, Policy T

* Involved in NIH-funded HIV Prevention Research along

with Harvard/Boston/Providence centers F
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DoxyPEP: Fenway Health
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CDC/NACCHO Funded Implementation /i
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DoxyPEP: Fenway Health Taegeretal, 2022

O
Al 3
Al
Al people 71% e . NNT: 3.9
vaatnltoty o PEP  AlPWH and PIEP users NNT: 2.9
PIEP users s
e NNT: 2.4

2 STls in past 6m ‘
Syphilis Dx ﬂ’

e,
23%
Goraeat
Prescribe doxyPEP for 2 gTs in past 12m 13%
12 months following...

Concurrent STis %

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

x

AN
m Proportion of all individuals prescribed doxyPEP ‘
» Proportion of all STI diagnoses averted by doxyPEP D)
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DoxyPEP: Fenway Health

# DoxyPEP, Initial Conversation ‘
Discussed role of Doxy PEP in preventing bacterial STls.
Conversation was started by:

Patient meets risk based on:

s Assign Male At Birth, =18yo @
- plus -

| FH DoxyPEP - |

vivd

—AN

Patient [FH Agree/doesnot agree - [to utilize DoxyPEP.

[ ] A diagnosis of a bacterial STl in the last 12 months

[ ] PrEP Use, 2 or more sexual partners with condomless oral/anal sex ﬁ

[ ] PLWH, 2 or more sexual partners with condomless oral/anal sex

[ ] Shared decision making F
a

What about AFAB (Assigned Female At Birth) patients?
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DoxyPEP: Fenway Health

Exposure to sexually transmitted disease (STD)

vivd

#" Details Chronic: (@ Code: Z20.2 Noted: 2/2/2023

2y Outpatient

+ doxycycline (Vibramycin) 100 MG capsule

. ] O Take 2 capsules (200 mg) by mouth if needed (within 72 hours of sexual
activity). Take with at least 8 ounces (large glass) of water, do not lie down for 30
minutes after

Normal, Disp-50 capsule, R-1

) ine (Vibramycin, capsu
(@ doxycydine (Vibramycin) 100 MG capsule
1 Single dose of 200 mg exceeds recommended maximum of 100 mg by 100%

£ Duration of 90 days exceeds recommended maximum of 30 days

# DoxyPEP, Follow-up
Doing well on DoxyPEP.
Patient | Actions; denies/reports/admits to - ] adverse side effects.

Known STD exposure(s): | Actions; denies/admits to - ]
Mumber of times DoxyPEP was utilized since last STI Testing Panel: E]

Patient meets high-risk criteria for benefiting from Doxycycline for Post-Exposure |:
Prophylaxis (DoxyPEP) for CT/GC/Syphilis.
- Discussed data which supports prevention of chlamydia and syphilis, with limited data a

on Gonorrhea and ABX resistance.
- Rx'ed Doxy PO 200mg once within 72 hours of sexual activity (#50 RF1)
- Follow up in 3 months
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DoxyPEP: Fenway Health
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What is it for?
To help prevent getting chlamydia, syphilis and gonorrhea. It is not 100% protective -
but early data suggests it can decrease numbers by 60%!

How do | take it? "3-2-1"
3 - within 3 days or 72 hours

1 - once (limit to 1 time in one day)

- Take Doxycyline 100mg x 2 tabs (200mg together) once within 72 hours of possible

- Take with 8 oz of water and food if possible to help decrease any side-effects

Other important things to consider:
* We are still learning about the effects of DoxyPEP on "good™ bacteria of the gut,

+ Although doxycyline| has been used for decades, there has been no resistance to

doxycyline in chlamydia or syphilis.
+ |f yvou are having symptoms of an STl come in to get tested and treated - otherwise

continue your routine testing every 3 months. |:
*» Doxycycline is not advised for persons that are pregnant/breastfeeding.

D)

how your experience with DoxyPEP has been going. This helps us to learn, make changes,
and help others.
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EHIl1 THE FENWAY

DoxyPEP: Fenway Health

Patients prescribed DoxyPEP at Fenway
Health, by Age

= €Y IAS 2023
3. R 23-26 July

Cumulative DoxyPEP initiations at Fenway Health,

Jan-June 2023
800

E18-29 ©30-29 m40-49 m50-59 W60+ 700
600

500

Patients prescribed DoxyPEP at Fenway 400
Health, by Race 300
200

TR A I R R A I R R AT I = TR e R I S 2N
%% 5,9, '60%‘5‘ Aﬂéﬁ‘%%&%f %ﬁ%ﬁ%}o"%" Tt % % %, %,

—Cumulative doxyPEP initiations
* Thus far, 719 patients have received a DoxyPEP prescription.

mUnique doxyPEP initiations

mWhite © Black or African American = Asian = Other

Hispanic, Latinx — 15.6%
PrEP user (at end of follow-up) - 73.9%
Living with HIV (at end of follow-up) — 8.8%
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DoxyPEP: Special Considerations

vivd

No contraindication to using Doxycycline except: ‘ I
- Pregnancy, breastfeeding

- Intolerance to medication, those with severe esophageal or Gl issues @
- Hypersensitivity or allergies to doxycycline or other tetracyclines

@

- Severe liver or kidney disease
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DoxyPEP: Special Considerations
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Drug Interactions
« Antacids and iron supplements: Doxycycline may decrease the
absorption of these medications if taken at the same time.
» Blood thinners: Doxycycline may increase the risk of bleeding when PN
taken with blood thinning medications such as warfarin.
 Retinoids: Doxycycline may increase the risk of side effects when -
taken with medications such as isotretinoin.
E
»
1T

« Other Antibiotics: Taking Doxycycline with other tetracycline
HIl THE FENWAY INSTITUTE thefenwa

antibiotics and penicillin antibiotics may increase the risk of side effects
and decrease effectiveness.
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DoxyPEP: Natfional Guidance

{ ., FEDERAL REGISTER

NATIONAL The Daily Journal of the United States Government
ARCHIVES

&

,.. "’ ® Notice H
’ / , Guidelines for the Use of Doxycycline Post-Exposure
‘ / Prophylaxis for Bacterial Sexually Transmitted Infection (STI)
,’,/// Prevention; Request for Comment and Informational
i/

CENTERS FOR DISEASE™ A Notice by the Centers for Disease Control and Prevention on 10/02/2023 ™.

CONTROL AND PREVENTION
. This document has a comment period that ends in 45 days. (11/16/2023) SUBMIT AFORMAL COMMENT

Presentation

Guidelines for the Use of Doxycycline Post
Exposure Prophylaxis for Bacterial Sexually
Transmitted Infection Prevention

Laura Hinkle Bachmann, MD, MPH

Chief Medical Officer

Division of STD Prevention

Centers for Disease Control and Prevention

Centers for Disease Control and Prevention
National Center for HIV, Viral Hepatitis, STD, and TB Prevention

NOLIVLNINI1dIAI
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DoxyPEP: Natfional Guidance

Draft Guidelines

vivd

Doxycycline 200mg taken once orally within Strength of recommendation
72 hours of oral, vaginal or anal sex and quality of evidence

Should be considered for:

*  Gay, bisexual, and A history of at least
other men who have ) one bacterial STI* AI
sex with men With in the
*+  Transgender women last 12 months.
*i.e. gonorrhea, chlamydia
or syphilis
No recommendation can be gi\.r'en at this Strength of recommendation
time on the use of doxycycline as PEP for : and quality of evidence
* Cisgender women
* Cisgender heterosexual men
+ Transgender men Insufficient
. Other queer and nonbinal’y individuals There is insufficient evidence to assess

the balance of benefits and harms of
the use of doxycycline as PEP

If this intervention is offered, it should be

implemented with considerations for ancillary
services.
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HIl THE FENWAY INSTITUTE
FENWAYHIHEALTH

A :

£
Thank Youl!
Special thanks to Ken Mayer, Jess Kraft, Sy Gitin,
Michael Traeger, TCA, NCSD and CDC/NACCHO

Taimur H. Khan MD MPH
tkhan@fenwayhealth.org

thefenwayinstitute.org



Doxy as STI PEP Command Center

.
..

o.o
Cait Shea ",'2:'

Senior Manager, Clinical Programs
NCSD

National Coalition
of STD Directors




STD Engage May 2023

* Plenary session: DoxyPEP
Implementation




DOXY AS STI PEP
COMMAND CENTER

Your hub for tools, templates, model policies, and an

implementation toolkit to begin offering doxycycline as

STI PEP to patients in your community.

DOXY AS
STI PEP

COMMAND
CENTER

45



Doxy as STl PEP Marketing Tools

Download both print and digital marketing tools to share that D ox I

your clinic is offering Doxycycline as STI PEP to patients.

AS STI PEP
GET MARKETING MATERIALS | » M A R KET I N G
TOOLS




STD RESOURCE

DOXY AS STI PEP TOOLS
AND TEMPLATES

Use these tools and templates to implement Dox I
Doxycycline as STl PEP in your community. As STI P E P

TOOLS &
TEMPLATES




Template Guidelines for Doxycycline as STI PEP Sample Letter on Doxycycline as STl PEP to Local Pharmacies

Use the Template Guidelines for Doxycycline as STI PEP to recording guidelines for Use the Sample Letter on Doxycycline as STI PEP to Local Pharmacies to help local

providing doxycycline as STI PEP in your clinic. pharmacists understand the importance of doxycycline as STI PEP, dosing and fill

quantities. Doxycycline as ST| PEP is a new use for an existing drug and building
Quick Start Guide for Doxycycline as STl PEP pharmacist awareness can improve health equity by reducing patient barriers to drug
access.
The Quick Start Guide for Doxycycline as STl PEP offers a checklist for considerations

when developing policies and procedures. Doxycycline as STI PEP Medication Log

Doxycycline as STI PEP 101 . . . . . .
Use the Doxycycline as STI PEP Medication Log with patients to help them track their

use of doxycycline and any side effects experienced.
Use and modify Doxycycline as STI PEP 101 to give providers, community members, and

DIS a quick and informative introduction to doxycycline as STl PEPR.
Doxycycline as STI PEP: An Overview for Pharmacists and Providers

Doxycycline as STI PEP: An Overview for Pharmacists and Providers offers providers and

pharmacists basic, essential details on doxycycline as STl PEP.




Health Equity Considerations

Health Equity Considerations for Doxycycline as STI PEP

Gay, bisexual, and other men who have sex with men (GBMSM) and transgender

D OXY As people experience higher rates of STIs than other populations, and the disparities are
even larger for GBMSM and trans people of color. As an effective new prevention tool

3 STI P E P for cisgender GBEMSM and transgender women, doxycycline as STI PEP has the

potential to lessen health disparities. However, lessons learned from the introduction
of PrEP for HIV and Jynneos as the Mpox vaccine demonstrate that an effective

c o M M AN D introduction of doxycycline as STl PEP will require careful attention to health equity.

c E N T E R The following are ways you can ensure your doxycycline as STI PEP program is
equitable and prepared to serve your community.




Considerations: draft of CDC guidelines
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Questions?

doxystipep@ncsddc.org
cshea@ncsddc.org
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