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Disclosure Policy

 As an accredited provider of continuing medical education through the
Accreditation Council for Continuing Medical Education (ACCME) the
University of Nevada, Reno School of Medicine must ensure balance,
independence, objectivity, and scientific rigor in all its educational
activities. In order to assure that information is presented in a
scientific and objective manner, The University of Nevada, Reno School
of Medicine requires that anyone in a position to control or influence
the content of a continuing medical education activity disclose relevant
financial relationships with any commercial or proprietary entity
producing health care goods or services relevant to the content being
planned or presented. Following are those disclosures.
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Presenter Disclosure

* All presenters, planners or anyone in a position to control the content
of this continuing medical education activity have indicated that
neither they nor their spouse/legally recognized domestic partner has
any financial relationships with commercial interests related to the
content of this activity.
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Public Health Emergency (PHE) Unwinding

* The COVID-19 PHE will end soon and millions of
Medi-Cal beneficiaries may lose their coverage

* Top Goal of DHCS: Minimize beneficiary burden and promote continuity of
coverage for our beneficiaries

* How you can help:
* Become a DHCS Coverage Ambassador

* Download the Outreach Toolkit on the DHCS Coverage Ambassador
webpage

* Join the DHCS Coverage Ambassador mailing list to receive updated
toolkits as they become available
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https://www.dhcs.ca.gov/toolkits/Pages/PHE-Outreach-Toolkit.aspx
http://apps.dhcs.ca.gov/listsubscribe/default.aspx?list=ambassadors

DHCS PHE Unwind Communications Strategy

* Phase One: Encourage Beneficiaries to Update Contact Information
- Launch immediately

- Multi-channel communication campaign to encourage beneficiaries to update contact
information with county offices

- Flyers in provider/clinic offices, social media, call scripts, website banners

* Phase Two: Watch for Renewal Packets in the mail. Remember to update your
contact information!

- Launch 60 days prior to COVID-19 PHE termination

- Remind beneficiaries to watch for renewal packets in the mail and update contact
information with county office if they have not done so yet
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Learning Objectives

1. Describe and explain the 3 new contraceptive methods and explain how
to discuss the advantages and disadvantages of each with clients

2. List three circumstances when the use of the diagnostic test for
Mycoplasma genitalium is clinically indicated

3. Describe the consequences of Mycoplasma genitalium genital infection

Describe four modifications in STI treatments based on the 2021 CDC STI
Treatment Guidelines

5. List 2 updates in the 2021 Guidelines regarding vaginal trichomoniasis
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Why a One-Year Supply of Hormonal Contraceptives?

 California State law: CA Senate Bill 999 (signed Sept 23, 2016)
- Business and Professions Code, Section 4064.5 (f)
- Health and Safety Code, Section 1367.25
- Insurance Code, Section 10123.196
- Welfare and Institutions Code, Section 14000.01

* “[a] pharmacist shall dispense, at a patient’s request, up to a year-long supply of
an FDA-approved, self-administered hormonal contraceptive pursuant to a valid
prescription that specifies an initial quantity followed by periodic refills.”

* The Insurance Code was amended to clarify that insurance policies are required to
cover the cost of a year-long supply being dispensed at one time.
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Why a One-Year Supply of Hormonal Contraceptives?

* Family PACT studies (Foster)
- 2006: Family planning outcomes
- 2011: Pregnancy outcomes
* Later studies
- 2019: Veterans Affairs Health Care System (Judge-Golden)
- 2020: Pharmacist awareness (Nikpour)
- 2021: Kaiser cost-effectiveness study (Niu)
- 2021: UC Davis EMR study (Uhm)
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Why a One-Year Supply of Hormonal Contraceptives?

* At their first visit in January 2003, women who received
- 13 cycles 2 used 14.5 cycles during the year
- 3 cycles 2 used 9.0 cycles during the year
* Compared with women who received 3 cycles, those who received 13 cycles were
- 28% more likely to have OCPs on hand
- Twice as likely to have sufficient OCP cycles for 15 months of continuous use
* Despite having one fewer clinician visit, women dispensed 13 cycles were
- More likely to receive cervical cytology and Chlamydia tests
- Less likely to have a pregnancy test than women initially dispensed fewer cycles

@ ; ; Foster DG, Parvataneni R, et al. ,Obstet Gynecol 2006;108:1107-14
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Why a One-Year Supply of Hormonal Contraceptives?

* OC wastage
- 13 cycles dispensed: 6.5% of cycles
- 3 cycles dispensed: 2.0% of cycles

* Compared to women who received 13 cycles over one year, Family PACT paid
- $99 more for women who received three cycles

- S44 more for women who received one cycle

@ . : Foster DG, Parvataneni R, et al. ,Obstet Gynecol 2006;108:1107-14
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Why a One-Year Supply of Hormonal Contraceptives?

# cycles at 15t Continuation at Switch to another Pregnancy* Induced
visit in 1/2006 15 months (%) 1° method (%) conceived (%) abortion™ (%)

1 16,471 21 11 2.9 .52
3 49,024 25 10 3.3 .63
12-13 9,549 40 7 1.2 18
Other 9,357 38 10 2.0 .35
Total 34,401 27 27 2.8 .53

* Includes only pregnancies in which medical care for pregnancy outcomes were paid for by Medi-Cal

Foster DG, Hulett D, Bradsberry M, Darney PD and Policar, M. Number of OCP Packages Dispensed
DHCS and Subsequent Unintended Pregnancies. Obstet Gynecol 2011;117:566-72
& g California PTC q © y
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New Contraceptive Products

* 1-year contraceptive vaginal ring [CVR] (Annovera)
* Contraceptive vaginal gel (Phexxi)

* Lower dose contraceptive patch (Twirla)

* Generic version of NuvaRing (EluRyng)

DMPA-SQ (not new, but "discovered" by many clinicians and consumers
since the public health emergency)

* Drospirenone progestin-only pill (Slynd)
- Not a Family PACT or Medi-Cal benefit
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EE/SGA (Annovera) Contraceptive Vaginal Ring (CVR)

~

Photo credit: Population Council / Hallie Easley
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The Basics: EE/SGA (Annovera) CVR

* Single ring prevents ovulation for one year (13 cycles)
- Segesterone acetate (Nestorone®) + ethinyl estradiol
- Used in 28-day cycle; monthly withdrawal (menses)
- Side effect and bleeding profile similar to NuvaRing
- Same diameter as NuvaRing, but twice as thick

* Developed by the Population Council
- Owned by TherapeuticsMD
- FDA approval on August 10, 2018

€DDHCsS : .
%ﬁ g California PTC




EE/SGA (Annovera) CVR

* Efficacy

- Perfect-use: 3 pregnancies per 100 couples per year

- Typical-use (“real world”) failure rates not yet published
* Who can use it?

- Eligibility: same as any combined hormonal method
* When to use it?

- Initiation: same as any combined hormonal method

- Efficacy onset: same as any combined hormonal method

g;m‘ 2 g California PTC
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Use of the EE/SGA (Annovera) CVR

* |In for 21 days, then removed for 7 days to induce a scheduled bleed

- One study of continuous use; predicted segesterone level after 364 days of
hypothetical continuous use was comparable to levels at which no pregnancy
occurred (Liu, et al. Contraception 2021; 104:229-234 )

Does not require refrigeration while stored

Can remove for up to 2 hours for intercourse or cleaning

- Wash with ‘mild’ soap/lukewarm water/rinse

Can use water-based creams and lubricants

Can not use oil and silicone-based lubricants; alter exposure to EE and segesterone

€2DDHCS : .
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Comparison of CVRs

_ EE/ETG (NuvaRing) EE/SGA (Annovera)

Lifespan 30 days 1 year

Progestin release Etonogestrel (ETG) Segesterone (SGA)
rate 120 mcg/day 150 mcg/day

EE release rate 15 mcg/day 13 mcg/day
Diameter 54 mm 56 mm

Thickness 4 mm

‘Plastic’ Ethylene-vinyl acetate Silicone

- EE: Ethinyl estradiol
Q %C“Sg California PTC




Contraceptive Vaginal Rings

NuvaRing® NuvaRing® Annovera®
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EE/SGA (Annovera) CVR

* Marketed as the “first woman-controlled, procedure-free, long-acting,
reversible birth control product putting the woman in control of both her

fertility and menstruation”
e Butis it really a “LARC”?

- Yes: the description is accurate
- No: owing to need to remove it monthly and replace promptly after sex or
cleaning, it is not a “forgettable” contraceptive, like an IUD or implant

€2DDHCS : .
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Family PACT Contraceptive Benefits

Contraceptive vaginal rings (October 1, 2021)

e J7294 CVR (EE/SGA; Annovera ) $2,090.00 each
- One ring per dispensing
- Maximum of two dispensings in a 12-month period
e J7295 CVR (EE/ETG; NuvaRing) $121.62 each
- Up to 13 rings
- Maximum of two dispensings in a 12-month period
e TAR is required for 37 supply of the same product requested < 1 year

€DDHCsS : .
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Contraceptive Vaginal Gel (Phexxi®)

* Lactic acid, citric acid, and potassium bitartrate vaginal gel
- Acidic pH (3.5-4.5) reduces sperm motility
- Effective only before sex; not afterward
- 1 applicator < 1 hour before each episode of vaginal sex
* Prescription only...to optimize counseling about correct use
e 7-cycle typical use pregnancy rate: 13.7% (= to diaphragm)
- Pearl Index (est): 27.5 failures per 100 couples/year

€DDHCsS : .
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Contraceptive Vaginal Gel (Phexxi”) =

—
'\‘/

* Who can use it?
4-inch pre-filled applicator --similar

- No contraindications o .
in size to a tampon applicator

* Avoid use in those with recurrent UTls
* Avoid when using a vaginal ring
* How to use it? Can be used with...
- Diaphragms; latex or polyurethane condoms
- Miconazole, tioconazole, metronidazole vaginal gel
* When to use it?
- Immediately before, or up to one hour before, before intercourse
- Additional dose before each subsequent act of vaginal intercourse

€DDHCsS : .
%ﬁ g California PTC




Contraceptive Vaginal Gel (Phexxi®)

* Adverse reactions (Study population n=2480)

- Vulvovaginal burning 9.8%
- Vulvovaginal itching 14.5%
- UTl/pyelonephritis <1%
- Partners “local discomfort” 9.8%

g;m‘ 2 g California PTC
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EVO100 Prevents Chlamydia and Gonorrhea in Women at High
Risk of Infection

* EVO100 is the investigational name for Phexxi

* Enrolled women 18-45 had been diagnosed as having and treated for CT or
GC 6 weeks before enrollment

- 376 in treatment group; 388 in pbo group used drug

- 52% white, 42% black (32%: Hispanic or Latino)

* Received either EVO100 or placebo vaginal gel; instructed to apply the study
drug up to 1 hour before each act of sex

Chappell BT, Mena LA, Maximos B, et al. EVO100 prevents chlamydia and gonorrhea

—QQDHCS in women at high risk for infection. Am J Obstet Gynecol 2021
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EVO100 Prevents Chlamydia and Gonorrhea in Women at High
Risk of Infection
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Family PACT Contraceptive Benefits

Phexxi® Contraceptive Vaginal Gel (July 2021)
e HCPCS Code: A4269 U5

e 1 box (12 single-use applicators)

e 3 dispensings per 75-days

e Restricted to NDC labeler code 69751

e Reimbursement rate: $257/ box of 12: $21.41 each applicator

€DDHCsS : .
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EE/LNG (Twirla®) Contraceptive Patch

* Twirla: EE 30 mcg + levonorgestrel 120 mcg/ day
- Compared to Xulane®: EE 35 mcg + norelgestromin 150 mcg/day
* Two “Black Box” warnings (for both patches)
- Contraindicated in women with BMI >30 kg/m?
* Reduced effectiveness
* May have a higher risk for venous TE events
- Same cardiovascular contraindications as OC, ring

* Twirla efficacy (typical use): 5.8 pregnancies/100 women/year
- BMI <25 kg/m?: 3.5 “
- BMI >25 and <30: 5.7 “

€DDHCsS : .
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EE/LNG (Twirla®) Patch

* How to use it?
- Approved for cyclic use (21/7)
- 1 patch each week x 3 weeks, then off week
- Apply to abdomen, buttocks, torso (except breasts)
- Apply to clean dry skin
* When to use it?
- Initiation: same as any combined hormonal method

* Nonuser new starts — apply within first 24 hours of menses or 7 days
of back up needed

- Efficacy onset = any combined method

€DDHCsS : .
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Comparison of Contraceptive Patches

_ EE/NGMN (Xulane) EE/LNG (Twirla)

Progestin 150mcg/day NGMN 120mcg/day LNG
Estrogen® 35mcg/day EE 30mcg/day EE
Size 14 cm?
Lifespan 1 week 1 week

New patch weekly New patch weekly
Materials Polyethylene outer Skinfusion®

Polyester inner (no latex)




Comparison of Contraceptive Patches

- =
Xulane Twirla
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Family PACT Contraceptive Benefits

, Contraceptive patches

e Norelgestromin/EE (Xulane)J7304-U1 $13.57/patch Up to 52 patches
e Levonorgestrel/EE (Twirla) J7304-U2 $17.75/patch Up to 52 patches

— The dispensing of up to the maximum quantity is intended for clients
on continuous cycle (4 x 13 cycles =52)

e A 12-month supply of the same product of patches may be dispensed
twice in one year

e A TAR is required for the third supply of up to 12 months of the same
product requested within a year

€DDHCsS : .
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Alternatives to DMPA-IM

* [n-person visit, IM injection in clinic
* In-person visit, curbside injection
* In-person visit, IM injection in pharmacy by pharmacist
- Effective 9/1/20
* Switch to self-injected DMPA-SQ
* Switch to a “bridge” method
- Progestin-only pills
- Combined hormonal methods: OC, patch, ring
- Barrier method

€2DDHCS : .
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How Does DMPA-SQ Differ from DMPA-IM?

* Pre-filled and ready to use at home, so client is in control

* Uses shorter, smaller 26 gauge X 3/8-inch needle and smaller volume to
inject into skin instead of muscle

- Potentially less pain
* 30% less hormone; may reduce common side effects

* Some clients experienced local site irritation and soreness on first and
second self-injection

- Improves over time
- PPI: 1/100 experience dimpling at injection site

§;DHCS‘ 2 g California PTC
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DMPA-SQ for Self-Injection

Method of :

Single-dose

Subcutaneous 26-gauge x 104 mg / . Pfizer (sole
(SQ) 3/8-inch 0.65 mL preﬁlled brand name)
syringe
22-gauge x Vial or
Intramuscular 11/2-inch 150 mg / single-dose Pfizer
(IM) 1 mL prefilled Teva Greenstone
syringe

https://www.nationalfamilyplanning.org/covid-19-resource-hub
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https://www.nationalfamilyplanning.org/covid-19-resource-hub

DMPA-SQ for Self-Injection




DMPA-SQ_ for Self-Injection

e Contraindications and side effects are same for DMPA-SQ and DMPA-IM
* Dosage adjustment of DMPA-SQ and -IM is not necessary for BMI

* Use clinical judgement to determine whether delivery method is
appropriate for a specific client and document decision

QQDHCS‘ 2 g California PTC
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Family PACT Contraceptive Benefits

DMPA-5Q 104 mg

* DMPA-SQ can be dispensed by a pharmacy directly to a
Family PACT client for self-administration at home

* Temporary pharmacy benefit, Sept 2020

* Permanent pharmacy benefit, June 2021

* Earliest refill: 80 days

Reminder: the FPACT Pharmacy Formulary is on Medi-Cal Rx Website (no
longer in the PPBI)

Fami@PACT
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https //med| caIrx dhcs.ca.gov/home/

b> days per year.

B ¢« B Y B

@DHCS | Medi-Cal Rx

Welcome to Medi-Cal Rx

Medi-Cal Rx is Live! All administrative services related to Medi-Cal
pharmacy benefits billed on pharmacy claims from the existing Medi-

Cal Fee-for-Service (FFS) or Managed Care Plan (MCP) intermediaries
have transitioned to Medi-Cal Rx.

LEARN MORE

Secured Portal Access v About DHCS Contact Us  [Eie[[Hiiag

Education & Outreach

Tools & Resources v

FAQ

System Status

Search



https://medi-calrx.dhcs.ca.gov/home/

Medi-Cal Rx and Family PACT

* Administration of Medi-Cal pharmacy benefits, including Family PACT, through
the fee-for-service delivery system

* Includes all pharmacy services billed as a pharmacy claim

- Family PACT pharmacy claims will be processed through the Medi-Cal Rx
Secure Provider Portal

* Does not include pharmacy services billed as a medical (professional) or clinic-
dispensed, or institutional claim

* https://familypact.org/wp-content/uploads/2021/12/Flyer MCalRx.pdf

€DDHCsS : .
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https://familypact.org/wp-content/uploads/2021/12/Flyer_MCalRx.pdf

Drospirenone POP (progestin only pill): Slynd™
Not a Family PACT or Medi-Cal benefit

* Drospirenone (DRSP) 4 mg

Same progestin in Yaz®, Yazmin®, Ocella®

Anti-androgenic at hair follicle

Diuretic effect like spironolactone; may help PMDD

Hyperkalemia — check K* levels during first cycle if disease or medications that
might impact
* 24/4 Dosing Regimen
- 24-hour missed pill window
* No thromboembolic risk (vs. increased risk with COC)
- No black box warning, unlike other COCs




Norethindrone vs. DRSP POPs

inhibition

Norethindrone  More likely to have Does not Due to its short half-life, must

(Micronor and  unfavorable reliably inhibit take pills at the same time

generics) bleeding ovulation each day

Drospirenone 4-day HFI allows Reliably Due to its long half-life (30-34

(Slynd) scheduled bleeding inhibits hr) it is not imperative to take
ovulation pills at the same time each day

Q %Sus‘ z.California BTC




Drospirenone POP (Slynd)

* Efficacy

- Typical use: 4 pregnancies/ 100 couples/year
* Retail price

- Good Rx lowest price: $196/cycle
* Implications

- Marketed to females who can’t or won’t use estrogen
- No generic version

€DDHCsS : .
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UPDATE: Duration of Use For LARC

_ FDA-Approved Evidence-Based

Paragard 10 years 12 years
Mirena 7 years / years
Liletta 6 years 7 years
Kyleena 5 years 5 years
Skyla 3 years 3 years
Nexplanon 3 years 5 years
DMPA-IM 13 weeks 15 weeks
DMPA-SQ 13 weeks 15 weeks

Q %ng California PTC




Centers for Disease Control and Prevention W
7
STD Tx

Morbidity and Mortality Weekly Report

Recommendations and Reports / Vol. 70 / No. 4 July 23, 2021

Sexually Transmitted Infections Treatment
Guidelines, 2021

California_Depariment of
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GC/CT Screening...

- When is multi-site sampling necessary?

- What is the best way to sample the throat and anus?

- Does Family PACT cover multi-site sampling?




,07/“7’
MSM: Multi-site GC and CT Screening g’/!{/{//.rl;

e 70% of GC/CT infections can be missed with urogenital-only testing; most pharyngeal
and rectal infections are asymptomatic

* Test MSM who during the preceding year have had
Insertive intercourse: urethral GC/CT (with urine NAAT)

Receptive anal intercourse: rectal GC/CT NAAT

Receptive oral intercourse: pharyngeal GC NAAT

Testing for pharyngeal CT is not recommended

» Testing can be offered to MSM who do not report exposure at these sites, due to
known underreporting of risk behaviors

€DDHCsS : .
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Cis-Women: Multi-site GC and CT Screening l'”'/é}/%a
STD Tx

* Screen cis-women based on sexual history during the preceding year
...not routinely
— Receptive anal intercourse: rectal GC/CT NAAT

— Receptive oral intercourse: pharyngeal GC/CT NAAT

* Based on a shared clinical decision (CDC, 2021)

€DDHCsS _ .
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Cis-women With Rectal GC/CT Are More Likely to Have Genital or

Pharyngeal GC/CT

= Of 5,499 women
w/rectal CT/GC
tests (AND other
sites tested) rectal
positivity was
10.8%

= Almost % of
women with

GC/CT had a rectal
infection only

Tao G, Clinical Infectious Diseases
2018; 66 (4): 570-5

BHCS —
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If CT rectum is +
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CT rectal negative

B CT pharyngeal  m GC pharyngeal = CT genital

If GC rectum is +
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Transgender (TG)/Gender Diverse People: TW
Multi-site GC and CT Screening Ié//_/{/{//_rj
X

Based on current anatomy and gender of sex partners

* TG/Gender diverse people who have sex with cis-gender men, at
similar risk for STls as cis-MSM, so screen similarly

TG women post vaginoplasty

* GC/CT (all sites of exposure: oral, anal, genital: urine vs neovaginal
swab not specified)

TG Men post metoidioplasty

* |f vagina still present and need to screen for STls, use cervical or
vaginal swab

€DDHCsS : .
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Let’s Talk About Technique

POPULATION HEALTH DIVISION
SAN FRANCISCO DEPARTMENT OF PUBLIC HEALTH

Swab only in the
oval areas shown

* Throat: Swab both tonsillar pillars
(watch out for gagging)

S

e For rectal swab: Insert 3-4 cm and twirl
the wrist 360°

BHCS E—
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Family PACT STl Benefits

" Multi-site GC and CT screening

e Family PACT (and Medi-Cal) frequency limits for GC/CT are up to
three tests per recipient, per day (as of Sept. 2018).

e Use separate NAAT test kits regardless of genital, anal, or
oropharyngeal sample site.

e CPT codes are the same, so label samples clearly.

e Don’t forget to include ICD-10 diagnosis codes on lab slips.

€DDHCsS : .
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Treatment of Chlamydia Infections...

- Why the switch from azithromycin to doxycycline?

- Are there circumstances when you would use azithromycin?




Chlamyd|a Treatment: Change in 2021 STI Treatment
Urogenital/ Rectal/ Pharyngeal Guidelines

Recommended regimens (hon-pregnant):

* Doxycycline 100 mg orally twice daily for 7 days*

Alternative regimens (non-pregnant):

e Azithromycin 1 g orally in a single dose OR

* Levofloxacin 500 mg orally once daily for 7 days

*Doxycycline delayed-release 200-mg, once-daily x 7 days effective for urogenital CT.
More costly but lower frequency Gl side effects than standard doxycycline.

DHCS
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Chlamydia Treatment: Pregnancy

Recommended regimen (pregnant*):

* Azithromycin 1 g orally in a single dose

Alternative regimens (pregnant*):

 Amoxicillin 500 mg orally three times a day for 7 days

* Test of cure at 3-4 weeks only in pregnancy

DS
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Treatment of Gonorrhea Infections...

- Why the switch to ceftriaxone monotherapy?

- Is there still a role for dual therapy? With what?




*New* Gonorrhea Treatment Guidelines
for uncomplicated infections

However, if chlamydia has not been
excluded, treat for chlamydia with:

Ceftriaxone 500 mg IM x 1 _
Doxycycline 100 mg PO

for persons weighing <150kg*

*For persons weighing > 150kg, 1 g of IM
ceftriaxone should be administered For pregnancy, allergy, or concern

for non-adherence, 1g PO

i BID x 7 days i

* No longer recommending dual therapy with azithromycin
» Test-of-Cure at 7-14 days post treatment for pharyngeal gonorrhea

Fami@PACT California PTC Update to CDC'’s Treatment Guidelines for Gonococcal infection, 2020; MMWR




Rise in GC Isolates with Decreased Susceptibility to Azithromcyin (¥5%)

Prevalence of Isolates with Decreased Susceptibility to Ceftriaxone (> 0.125 ng/ml),
Cefixime (> 0.25 ng/ml) and Azithromycin (> 2.00 ng/ml), GISP, 2009-2019*
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* 2019 data are preliminary

GISP Data, National STD Conference 2020, Slide courtesy Sancta St. Cyr




*New™ Alternative Gonorrhea Treatment
for uncomplicated infections of the cervix, urethra, and rectum if ceftriaxone is not available:

However, if chlamydia has not been
excluded, treat for chlamydia with:

For pregnancy, allergy, or concern
for non-adherence, 1g PO

» M Doxycycline 100 mg PO
Cefixime 800 mg PO x 1 i BID x 7 days

Cephalosporin allergy: Gentamicin 240 mg IM + azithromycin 2 g PO

No reliable alternative treatments are available for pharyngeal gonorrhea

PP ACT California PTC Update to CDC’s Treatment Guidelines for Gonococcal infection, 2020; MMWR
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Family PACT STl Benefits

Treatment of GC and CT

e PPBI| has been modified to include 2021 CDC recommendations.
e All CDC recommended regimens are covered.




Treatment of Gonorrhea and Chlamydia Infections...

Was there any update in the Guidelines regarding

patient-delivered partner therapy?




Expedited Partner Treatment (EPT)

* CDC, 2021: Responsibility for discussing partner treatment rests with
diaghosing provider and the patient

* Bring Your Own Partner (“BYOP”)

- Bring their partner(s) with them at the time of treatment
* Patient-delivered partner therapy (“PDPT”)

- Provide patient with drugs intended for partners

- Prescribe extra doses in the index patients’ name

- Write prescriptions in the partners’ names

- Ideally with written instructions for the partner(s)

QQDHCS‘ 2 g California PTC
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Family PACT STl Benefits

Patient Delivered Partner Therapy (PDPT)

e |f a Family PACT client is diagnosed with GC, CT and/or
trichomoniasis and EPT is medically necessary to prevent
reinfection of the client, the provider may either

e Dispense medication directly to the client to provide to his/her
partner(s), or

e Provide the client with a prescription (in the client’s name) for
medications with a quantity and duration of therapy sufficient to
treat the acute infection in the client and partner(s)

€RHCS . : PPBI, ben fam rel, page 23. August 2020
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Pelvic Inflammatory Disease...

How have the treatment guidelines changed?




PID Outpatient Treatment: Should Metronidazole Be Used
Routinely?

* Randomized Controlled Trial (N=233 cis-women)

* Ceftriaxone 250 mg IM plus Doxcycline 100 mg PO BID x 14 days plus
- Metronidazole 500 mg BID x 14 day OR
- Placebo BID X 14 day

* Primary outcome: Clinical improvement 3 days

* Additional outcomes: Anerobic organisms in endometrium at 30 days,
fever, CMT reduction

w Wiesenfeld et al. CID 2021
— '*--"Z’**g;‘ :. California PTC




PID Outpatient Treatment: Should Metronidazole Be Used
Routinely?

* Clinical improvement at three days similar between two arms
* Metronidazole
— Reduced anaerobes in endometrium (8% vs 21%, p<0.05)
— Reduced M. genitalium ( cervical) (4% vs 14%, p<0.05)
— Reduced CMT/pelvic tenderness (9% vs 20%, p<0.05)
* Conclusion: Metronidazole should be routinely added for PID Rx

Wisenfeld et al. CID 2021

DHCS
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Pelvic Inflammatory Disease

* Ceftriaxone 500 mg IM, plus
- Doxycycline 100 mg orally BID for 14 days,
- With Metronidazole 500 mg orally BID for 14 days
OR
 Cefoxitin 2 gm IM, plus
- Probenecid 1 gm orally, administered concurrently, plus
- Doxycycline 100 mg PO BID for 14 days, with
- With Metronidazole 500 mg PO BID for 14 days

g;m‘ 2 g California PTC
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Mycoplasma genitalium

- Who should be screened and when?

- When should it be used as a diagnostic test?

- Does Family PACT cover
- The M gen NAAT test?
- How about sequential antibiotic therapy?




Mycoplasma genitalium

* Prevalence: 1% to 3% in cis-men and women
- In high-risk population, 11-16% of cis-women

 2-fold increased risk of cervicitis, PID, preterm birth, spontaneous abortion,
and infertility

- Cause-and-effect is implied, but not proven

- Studies showing that treatment is followed by a subsequent reduction in
these sequelae are critical

€2DDHCS : .
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Detecting M gen Infections?

* FINALLY: An FDA-approved diagnostic test (1/2019)
— Aptima® M. gen assay (NAAT by Hologic, Inc)

— Urine, penile meatal, urethral, endocervical, vaginal samples
 Commercial Laboratories (in-house PCR tests)

— Limited test-performance information

* Recommended in diagnosis of non-gonococcal urethritis in males

€DDHCsS : .
%ﬁ g California PTC




Mycoplasma genitalium in Women

* No guidelines for M gen screening or as an initial diagnostic test for
cervicitis, urethritis, PID, or infertility

* Treatment (all genders)
- Doxycycline 100 mg BID for 7 days, then
- Moxifloxacin 400 mg daily for 7 days
- Azithromycin resistance very high in some cities (>80%)

* 2021 CDC STI Treatment Guidelines contains recommendations regarding the
use of the M gen NAAT for diagnosis

€2DDHCS : .
TS% e e ‘ :’- California PTC




Family PACT STI Benefits

Mycoplasma genitalium

e gen test 87563 added as a diagnostic test for recurrent urethritis,
cervicitis, and in some cases of PID (effective 5/1/22)
eFor persistent and/or recurrent cervicitis or nongonococcal
urethritis of penis that has not responded to treatment with
doxycycline or azithromycin, Family PACT covers
e Doxycycline mg PO BID for 7 days, then
e Moxifloxacin 400mg PO once daily for 7 days

o Pharmacy dispensing only; requires a TAR

o Reference: ben grid, page 22

€DDHCsS : .
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Syphilis screening...

- How has it changed since the 2015 CDC Guidelines?




Who Should Be Screened for Syphilis?

e At first prenatal visit

e Again at 28 weeks™ and at delivery (if at high risk, or residing
in area with high syphilis morbidity)

* Including those on PrEP, 3-6 month intervals

e Universal opt out screening on intake based on local area or
institutional incidence

® At least annually

® Regardless of symptoms
e |f other STI diagnosed

QBHCS

FamT@PACT *28 weeks recommended in state of CA




Vaginal trichomoniasis

- Is there a role for screening? Why? Who?
- Why did the recommendation for treatment with single-dose

metronidazole change?
- What does Family PACT cover for diagnosis and treatment?




Trichomoniasis Screening and Testing

* Screening indications
- Cis-women living with HIV: annually
- Cis-women in corrections (opt-out screening)

- Consider if “placed at increased risk of STIs”: new/multiple sex partners,
history of STI, inconsistent condom use, sex work, IDU

* Newer assays
- NAAT: Aptima TVA® T. vaginalis Assay [CPT 87661%*]

- OSOM Rapid Trich®: [CPT 87808*] greater sensitivity, specificity vs.
microscopy

e Retest 3 months after treatment

P2 * Family PACT benefit as of May 2018
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Treatment Consideration: Is 2g Single Dose Metronidazole
Good Enough?

: : Cured at Follow-u
* Single dose previously recommended P

for trich in HIV-negative patients, 7-day | | p <0.001
therapy (500 mg BID) recommended for )" 819 89%
pts living with HIV. (CDC TX GL 2015) B0t

* N=623 cis-women randomized 1:1 to o
single dose MTZ vs 7 day o

* Culture TOC, 6-12 days post treatment o

0%
Single Dose 7-day Tx

B Single Dose M 7-day Tx

%a California PTC Kissinger, 2018 Lancet Infect Dis




Change in 2021 STI Treatment
Metronidazole and Alcohol Guidelines

* Metronidazole does not actually inhibit
acetaldehyde dehydrogenase (as occurs
with disulfiram)

* Evidence review: no in vitro or clinical
studies, no animal models, and no
adverse event reporting

* Refraining from ETOH is unnecessary
during treatment

2021 CDC STI Treatment Guidelines

[ TR — _ . | o
FT?@Q!“_?:"’.XE,EQCahfornla PTC Fjeld H, Raknes G. Tidsskr Nor Laegeforen. 2014;134(17):1661-3




Change in 2021 STI Treatment

Trichomoniasis Treatment - e
Guidelines

* All persons with vaginal trichomonas (HIV+/HIV-)
- Metronidazole 500 mg PO BID x 7d (females)
- Metronidazole 2g PO (males)

* Alternative
- Tinidazole 2 g PO x 1 dose

* Pregnancy
- Metronidazole 2 g PO x 1 dose (all trimesters)
- Tinidazole is a Category C drug in pregnancy

* Treat sex partner(s)

P s CDC 2015 STD Treatment Guidelines,
§%AE"FI Z California PTC * ACOG Practice Bulletin 215. OB/GYN Vol 135. Jan 2020




Family PACT STl Benefits

Diagnosis and Treatment of Trichomoniasis

e NAAT and OSOM Rapid Trich® tests covered as diagnostic tests only
e CDC-recommended treatments covered
o Reference: ben grid, page 22

€DDHCsS : .
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Keeping Up with Family PACT Benefits

Mealth_ . Services
FamilfgPACT
Home Clients v Providers v  Clinical Resources v Stayin Touch v COVID-19 Updates
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Family PACT

Family Planning, Access, Care, and Treatment

F a I I I I I y p a Ct ° O rg Providing comprehensive family planning services to eligible California

residents

N

\.
S N

Providers Clients
@ How to Enroll Birth Control Methods
Learn how to become a Family PACT Provider Learn about the birth control methods covered by the

Family PACT program

@ Stay in Touch
Am | Eligible for Family PACT?

Sign up for our newsletter
Family PACT covers the family planning needs of California

COV| D_'] 9 Resource residents who are low income and who have no other
C

source of coverage. Learn if you are eligible for Family PACT.

§ DHCS

P C alifornia PT( QVID-19 Vaccination: Questions and Answers for Family
Planning (lisnts
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https://familypact.org/

https://familypact.org/clinical-resources/

Clinical Resources

Providing family planning providers with the most updated and evidenced-
based clinical resources to enable the highest standards of care.

Filter by:

All Types hd Keyword search

(4t}

Family PACT Update Full PPBI Family PACT Benefits Grid
Bulletin: April Visit site & Open PDF &
Visit site .

All FPACT benefits
Family PACT Program On-Site Medication Family PACT Program
Standards Dispensing Price Guide Publications
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https://familypact.org/clinical-resources/

STD Clinical Consultation Network
STDCCN.org

CLINICIANS,
Got a Tough

STD Question? | 3

GET FREE EXPERT STD CLINICAL

CONSULTATION AT YOUR FINGERTIPS

mh\i.i h&) ; -
Response within 1-5 business
Ask your question National STD experts review days 4 |ng s G O }

*THIS SERVICE IS FOR CLINICAL PROVIDERS, INQUIRIES FROM THE GENERAL PUBLIC WILL NOT BE ANSWERED
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https://stdccn.org/render/Public

https.//www.std.uw.edu/

Chlamydia Life Cycle

National
STD
Curriculum

THE MOST RECENT CDC STD
TREATMENT GUIDELINES INTEGRATED
INTO A FREE, UP-TO-DATE

EDUCATIONAL WEBSITE. FREE CE. EXPLORE THE CURRIC

@
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