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LEARNING OBJECTIVES

 DESCRIBE THE CARE CONTINUUM TO MEASURE “GETTING TO ZERO" GOALS.
* |IDENTIFY 4 HIV PREVENTION TOOLS AVAILABLE TO CALIFORNIA PHARMACISTS




NEW CDC GOALS FOR ENDING THE HIV EPIDEMIC:
TO REDUCE NEW-HMNINEECHONS:20%-BY 2030

DIAGNQOSE all PLWH (Persons living with HIV) as early as possible

TREAT PLWH rapidly and effectively to reach sustained viral suppression

PREVENT new HIV transmissions using proven interventions (e.g. PreEP, U=U**
syringe exchange services)

RESPOND quickly to HIV outbreaks to get needed prevention services to
people who need them

**Undetectable= Untransmittable

|

https://www.cdc.gov/hiv/policies/strategic-priorities/mobilizing/index.htmI?ACSTrackingID=USCDC_1046-

DM48014&ACSTrackingLabel=HIV%20Prevention%20in%20the%20United%20States %3A%20Mobilizing%20t0%20End%20the %20HIV%20Epidemic&deliveryNam
e=USCDC_1046-DM48014


https://www.cdc.gov/hiv/policies/strategic-priorities/mobilizing/index.html?ACSTrackingID=USCDC_1046

THE HIV EPIDEMIC IN- CALIFORNIA 2019

= 137,785 living with HIV Race/Ethnicity: New HIV Infections
= 4,396 new HIV infections

Rate per 100,000

5249 5175 5,266 4.919

2015 2016 2017 2018

The series of steps
a person with HIV
takes From
diagnosis through
their sucoessul
treatment with HIV
meclication

://aidsvu.org
California Department of Public Health, Office of AIDS, California HIV Surveillance Report — 2019.



https://aidsvu.org/local-data/united-states/west/california/

US AND CA HIV CONTINUUM OF CARE

2019 CA Contfinuum

HIV in the United States SECare

90
Not all people with HIV are getting the care they need. An estimated 01000t 80
1.2 million people had HIV in the US in 2018. For every 100 people ‘ﬁ | "w 0 — .
with HIV:* 1) 75
60 65.3
50 57.9
86 65 50 2
received received ‘ were 30
anHIV some retained were virally
diagnosis HIV care in care suppressed 20
*Includes people with diagnosed or undiagnosed HIV. www.cde.gov/hiv | 1-800-CDCINFO 2
0
Diagnosis Receiptof Retainedin Virally
Get Tested. Get in Care. Stay in Care. Stay Healthy el e e o

Sources: CDC. Monitoring selected HIV prevention and care objectives using HIV surveillance data-United States and 6 dependent areas, 2018. HIV Surveillance Supplemental Report 2020:25(2)
CDC. Selected national HIV prevention and care outcomes (slides).
Based on the most recent data available in December 2020.

CDC 2018 Surveillance: https://www.cdc.gov/hiv/statistics/overview/ataglance.html;
CA Dept of Public Health Office of AIDS Surveillance Report 2019 https://www.cdph.ca.gov/Programs/CID/DOA/Pages/OA case_surveillance_reports.asp



https://www.cdc.gov/hiv/statistics/overview/ataglance.html;CA
https://www.cdc.gov/hiv/statistics/overview/ataglance.html;CA
https://www.cdph.ca.gov/Programs/CID/DOA/Pages/OA_case_surveillance_reports.aspx

PRE-EXPOSURE (PREP}ANE:POSTEEXPOSURE (PEP) PROPHYLAXIS
CAN PREVENERNINEECHE

HIV
infection

= PRE-EXPOSURE PROPHYLAXIS
(PREP) BEGUN BEFORE HIV.
EXPOSURE CAN PREVENT HIV.

t

Post-exposure
prophylaxis (PEP) ASAP or

= POST-EXPOSURE PROPHYLAXIS
STARTED ASAP AFTER HIV
EXPOSURE REDUCES THE CHANCE
OF HIV INFECTION

<72 hrs after exposure

= BEFORE STARTING PREP AND PEP, Pre-exposUre Must r/o acute

MUST RULE OUT ACUTE/ESTABLISHED orophylaxis (PrEP) HIV infection
HIV INFECTION. before risky exposure

HIV prevention in the United States 2021.
https://www.cdc.gov/hiv/policies/strategicpriorities/mobilizing/index.htmI?ACSTrackingID=USCDC_1046DM48014&ACSTrackingLabel=HIV%20Prevention%

20in%20the%20United%20States %3A%20Mobilizing%20t0%20End%20the %20HIV %20E pidemic&deliveryName=USCDC_1046-DM48014


https://www.cdc.gov/hiv/policies/strategicpriorities/mobilizing/index.html?ACSTrackingID=USCDC_1046DM48014&ACSTrackingLabel=HIV%20Prevention

PREP USE AMONG US PERSONS AGED 216 YRS, 2018 BY
RACE AND SEX

ONLY 21.9%: (2283 0kt
ESTIMATED >> | MILLON
CALIFORNIANS WHO COULD
BENEFIT ARE USING PREP

PREP IS NOT REACHING MOST
VULNERABLE PERSONS WHO
COULD POTENTIALLY BENEFIT,
ESPECIALLY BLACK,
HISPANIC/LATINX, AND WOMEN

Black/African American

hitps.//www.cdc.gov/hiv/library/slidesets/index.html HIV prevention and cares outcome



https://www.cdc.gov/hiv/library/slidesets/index.html

SB 15%: NEW HIV PREVENTION TOOL

INCREASING ACCESS TO PREP AND PEP IN PHARMACIES CAN

REDUCE HIV INFECTIONS IN PERSONS AT RISK.
e PHARMACISTS CAN INDEPENDENTLY INITIATE AND FURNISH

30 70 60 DAYS OF PREP ONCE EVERY 2 YRS
o 28 TO 30 DAYS OF EMERGENCY PEP

¢ REQUIRES PHARMACISTS TO SUPPORT PATIENT LINKAGE TO CARE FOR CONTINUOUS
PREVENTION PRESCRIPTIONS

* ALL PHARMACY STAFF, INCLUDING CLERK, TECHNICIANS, INTERNS WORK AS A
TEAM TO SUPPORT THE HEALTH OF PATIENTS.

https://www.cdc.gov/stophivtogether/hiv-prevention/prep.html


https://www.cdc.gov/stophivtogether/hiv-prevention/prep.html

HIV PREVENTION BY PHARMACISTS

* PHARMACISTS CAN OPTIMIZE COMPREHENSIVE HIV PREVENTION STRATEGIES
TO PREVENT HIV INFECTION AND PROVIDE HARM REDUCTION TO OPTIMIZE
PREP AND PEP

 CONDOM, STERILE SYRINGES, SAFER SEX
* TREATMENT AS PREVENTION: UNDETECTABLE = UNTRANSMITTABLE (U=U)

* NALOXONE

* SKILLS FOR THESE SERVICES ARE SIMILAR TO OTHER PUBLIC HEALTH
PREVENTION INTERVENTIONS AVAILABLE BY PHARMACISTS:

e EMERGENCY CONTRACEPTION, IMMUNIZATIONS, TOBACCO CESSATION

CDC Sept 2017 endorses
U=u
Undetectable = Untransmittable




CONCLUSION

start PrEP?

e PHARMACISTS ARE TRUSTED, KNOWLEDGEABLE, AND ACCESSIBLE HEALTH CARE PROVIDERS TO
* SUPPORT CDC AND CA HIV PREVENTION GOALS

* PROVIDE ACCESS TO CONDOMS, STERILE SYRINGES & SUPPORT HIV ADHERENCE

* IMPROVE ACCESS TO PREP AND PEP UNDER SB 159, ESPECIALLY FOR UNDERSERVED
PATIENTS NOT ENGAGED IN CARE

* PROVIDE LINKAGE TO CARE FOR ONGOING PREP PRESCRIPTIONS, HIV TESTING, AND LAB

MONITORING I

* PHARMACIES ARE IDEAL LOCATIONS FOR EMERGENCY ACCESS TO PEP AND TO
PROVIDE TRANSITION TO PREP IF APPROPRIATE
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LEARNING OBJECTIVES

» DESCRIBE THE DATA SUPPORTING USE OF PREP IN HIV PREVENTION

* USE CDC GUIDELINES TO IDENTIFY PATIENTS APPROPRIATE FOR STARTING PREP
MEDICATIONS.

* (COUNSEL PATIENTS REGARDING THE IMPORTANCE OF CONFIRMING NEGATIVE HIV TEST
PRIOR TO STARTING HIV PREP.

e COUNSEL PATIENTS REGARDING DOSING AND COMMON SIDE-EFFECTS FOR PREP
MEDICATIONS.

» CONSIDER PATIENTS APPROPRIATE FOR TENOFOVIR DIPROXIL FUMERATE (TDF) VERSUS

TENOFOVIR ALAFENAMIDE (TAF) CONTAINING PREP REGIMENS.
* (COUNSEL PATIENTS REGARDING LINKAGE TO CARE AND FOLLOW-UP LABORATORY

|

MONITORING.




PRE-EXPOSURE PROPEY L AXIS
PR

HIV
INFECTION

Pre-exposure
Prophylaxis
(PrEP)

RISKY HIV

EXPOSURE

Negative HIV
test 7 days
before starting

PrEP
CALIFORNIA STATE BOARD OF PHARMACY

Be aware and take care. Talk to your Pharmacist! www.pharmacy.ca.gov
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HIV NEGATIVE PERSONS APPROPRIATE FOR PREP

MSM (Men Who Have Heterosexual Persons Who Inject Drugs
Sex with Men) Men and Women (PWIDs)

- Male partner in last 6 mo. Sex with partner in the last 6 mo -Injection of non-prescribed
-Not in monogamous -Not in @ monogamous drugs

relationship . relationship ) - And use of stimulants such as

AND one of the followmgf AND one of the following me’rhomphe’romlnes during sex
*No condoms w/ anal sexin -«ls a bisexual man

last 6 mo . |nfrequen1- condom use with =1 AND one of 1'he fO"OWII'Ig
-STl in the last 6 mo at-risk partner (e.g. PWIDS, -Sharing of injection or drug
- Relationship with HIV bisexual) use equipmentin the last 6

positive partner - Relationship with HIV+ partner mo

) . i i » Risk of sexual transmission
- Transactional sex for money, Bacterial STl in the last 6 mo

drugs, housing = Transactional sex for money, drugs,
housing

= Transactional sex for money,
drugs, and housing

» Persons who request PrEP are also appropriate candidates
» Negative HIV test and no acute HIV symptoms within 7 days of starting PrEP

Adapted from USPHS Preexposure Prophylaxis for the Prevention of HIV Infection in the United States—2017 update.



ASSESS FOR ACUTE HIV. SYMPTOMS

» WITHIN 2 TO 4 WEEKS AFTER HIV INFECTION, ABOUT 2/3 WILL HAVE A FLU-LIKE SYMPTOMS.

e FEVER * SORE THROAT

e CHILLS * FATIGUE

* RASH * SWOLLEN LYMPH NODES
*  NIGHT SWEATS e MOUTH ULCERS

MUSCLE ACHES

> LAST FROM FEW DAYS TO SEVERAL WEEKS. SOME ARE ASYMPTOMATIC

» REFER PERSONS WITH THESE SYMPTOMS FOR HIV RNA TESTING AND SUPPORTIVE CARE.
» PROVIDE EDUCATION THAT PERSONS ARE INFECTIOUS FOR HIV TRANSMISSION DURING

ACUTE/CHRONIC PHASES OF INFECTION

» RECOMMEND SAFER SEX, CONDOM USE TO PREVENT SEXUAL TRANSMISSIONS

|




""Both FDA indicated

DA APPRO BDED] OR PREF for Hep B therapy
Drugs/Dosage Brand FDA PrEP Indications Not Recommended
FTC/TDF or F/TDF Truvada, |All HIV-negative adults: CrCL <60ml/min

(Emtricitabine 200 mg | Generic | [men who have sex with men
plus tenofovir (MSM), persons who inject drugs | 2 Childs Pugh class C
disoproxil fumarate (PWIDs), discordant heterosexual | liver impairment
300mg) . men/women, fransgender men
Cne o oy |G oment

and adolescents > 35 kg(771b)
FTC/TAF or F/TAF Descovy [2019: HIV negative MSM_and Avoid in receptive

(Emtricitabine 200 mg
+ tenofovir
alafenamide 25 mg)
One tablet daily with
or without food

** fransgender: sex at birt

transgender women** having
sex with men and
adolescents > 35 kg (771b)

h differs fron|1 their self-identified gender and lifestyle

vaginal sex (cis-
women, transgender
men), PWIDs

-CrCL < 30 ml/min
-CrCL <15 cc/min

unless on dialysis
-¢<¢ Childs Pugh class
C liver impairment

-P4503A inducers




Clinical Trials of TDF/FTC Efficacy as PrEP

Adjusted efficacy
% reduction in HIV Sesed on TOF

Clinical frial Parficipants infecfions delecion in blood ©
% (95% Cl) %

F/TDF 44 (15-63)

MSM, frans
women

HIV discordant TDF 67 (44-81)
POnners Yk couples F/TDF 75 (55-87) Adherence

TDF 2 EIENOSCKORY F/TDF 62 (22-83) IS essential

iPrEx

men & women

Bangkok DU TDOF 49 (10-72) for PrEP

PROUD MSM F/TDF 86 (58-96) effica cy

IPERGAY MSM on- 84 (40-99)
demand

Kaiser MSM F/TDF 100
He'r_erosexuolly F/TDF NS
active women

He’rfarosexuolly F/TDF 49
active women
Young MM 17-22
yrs old

Fem-PrEP

VOICE

ATN 110 F/TDF HIV 3-6%

US Public Health Services. Preexposure Prophylaxis For The Prevention Of HIV Infection In The United States, 2014, Hosek SG et al. JAIDS 2017;74:21




F/TAF VS F/IDE FORHNVGEREVENHONZPISCOVER TRIAL

« COMPARING FIC/TAF 10 FTC/TDF IN MEN & TRANSGENDER WOMEN (N=5387) WHO
HAVE SEX WITH MEN (MSM) X 96 WEEKS. EXCELLENT ADHERENCE (96-98%)

* ONE HIV+ INFECTION IN EACH GROUP (FTC/TAF NON-INFERIOR TO FTC/TDF)
« FTC/TAF HAD BETTER BONE AND RENAL OUTCOMES

« TAF/FTC NOT FDA APPROVED IN CIS-WOMEN OR TRANSGENDER MEN FOR RECEPTIVE
VAGINAL SEX. NO DATA IN PWIDS

Randomized At entry and Q12W:

. Primary analysis:
11 Adherence counseling Y y

Open-label

MSM or TGW 96 weeks Pesadion airices HIV incidence/100 PY switch

participants . Risk reduction when 100% complete W48 ~ for 48 weeks

Double-blinded counseling & 50% complete W96 l {—

|

Active + Condoms/ubricant
controlled

Mayer KH et al, Lancet 2020; 396



TENOFOVIR AND EMTRICITABINE (FTC)
PHARMACOLOGY
* BOTH TENOFOVIR DF AND AF FORMULATIONS AND EMTRICITABINE (FTC) ARE NUCLEOSIDE
REVERSE TRANSCRIPTASE INHIBITORS (NRTIS) THAT INHIBIT
* HIV REVERSE TRANSCRIPTASE ENZYME TO BLOCKS FURTHER HIV VIRAL REPLICATION
* HBV POLYMERASE TO BLOCK HBV REPLICATION

e CONVERTED INTRA-CELLULARLY TO TENOFOVIR DIPHOSPHATE (TDF-DP) & EMTRICITABINE
TRIPHOSPHATE (FTC-TP)

* 90% HIGHER TENOFOVIR PLASMA LEVELS WITH TDF THAN TAF
« LOWER TAF PLASMA LEVELS: W RISK OF RENAL DYSFUNCTION AND BONE LOSS

e COMBINED WITH 3 OR MORE ANTIRETROVIRALS TO TREAT HIV INFECTION

|




TENOFOVIR AND EMTIRICIFABINE PHARMACOLOGY

* ACTIVE AGAINST HEPATITIS B VIRUS (HBV).

* HBV SCREENING REQUIRED AS PART OF BASELINE LABORATORY TESTS TO EXCLUDE
UNDERLYING HBV INFECTION

* COUNSEL PATIENTS WITH CHRONIC HBV INFECTION NOT TO STOP PREP UNLESS
ADVISED BY THEIR PRIMARY CARE PROVIDER.

* ABRUPT DISCONTINUATION OF PREP IN PERSONS WITH CHRONIC HBV INFECTION CAN

CAUSE HBV FLARES, LIVER DYSFUNCTION, AND SIGNIFICANT MORBIDITY.
* CHRONIC HBV INFECTION IS NOT A CONTRAINDICATION TO PREP

|




TIME TO MAXIMUM PROTECTION FOR

TIME FROM STARTING DAILY ORAL DOSES OF F/TDF TO MAXIMAL HIV PROTECTION IS UNKNOWN AND
VARIES BY SITE OF EXPOSURE.

PHARMACOKINETIC STUDIES IN HIV NEGATIVE PERSONS PROVIDE PRELIMINARY DATA ON TIME TO ACHIEVE
STEADY STATE TDF-DP IN BLOOD, MONONUCLEAR CELLS, RECTAL, VAGINAL TISSUES.

GIVING A DOUBLE DOSE INITIALLY OF TDF/FTC MAY REDUCE TIME TO PROTECTION, ESPECIALLY IN MSM

PENETRATION INTO GENITAL SECRETIONS: RECTAL >> CERVIX/VAGINAL

Daily F/TDF  Time to Maximum Intracellular
Concentrations of TFV-DP in Different Tissues
Rectal tissue ~T days

Blood ~20 days

Cervicovaginal tissues ~20 days

Penile tissues No data available




PREP PRECAUTIO!

S WARNINGSFABDVERSE EFFECTS

SAFE AND WELL TOLERATED

START UP SYNDROME: SELF LIMITING

STOPPING DUE TO ADRS RARE (<2%)

WARNINGS AND PRECAUTIONS
* ADVERSE DRUG REACTIONS (ADRS): KIDNEY, BONE MINERAL DENSITY, METABOLIC
e LACTIC ACIDOSIS, HEPATOMEGALY WITH STEATOSIS

BLACK BOX WARNINGS:
* SEVERE ACUTE HBV EXACERBATIONS REPORTED IN HBV-INFECTED PERSONS WHO

STOPPED PREP

DRUG RESISTANCE (<0.1%) FOLLOWING UNDETECTED ACUTE HIV INFECTION




PREP STARTUP:S¥NEROME

> 1-18% OF PERSONS STARTING PREP

» Gl: (NAUSEA 4-5%, DIARRHEA 5-6%), < 2%: HEADACHE, FATIGUE,
ABDOMINAL PAIN/DISCOMFORT, FLATULENCE

e USUALLY TRANSIENT AND SELF LIMITING (1-3 WEEKS BUT CAN BE PROLONGED ,
UP TO 3 MONTHS IN STUDIES)

» COUNSELING:
e TEMPORARY, IMPROVES WITH TIME
* SUPPORTIVE CARE
« TAKE WITH FOOD, GINGER, CRACKERS, ETC, PRN NAUSEA

* SHORT TERM APAP/NSAIDS PRN HEADACHE, PAIN, FATIGUE

* HYDRATION TO REPLACE FLUIDS PRN VOMITING

* ANTI-MOTILITY AGENTS, BRATT DIET IF DIARRHEA



PREP SAFE & WELL TOLERATED BUT REQUIRES ROUTINE MONITORING

Renal
dysfunction

V eGFR 1-5 ml/min,

A proteinuria, Fanconi
syndrome (rare)

Delayed onset (65+/-28 mo)
A risk if age > 40 yrs old,

CrCl <90 cc/min, DM, HBP,
A high dose/frequent NSAIDS
Avoid if CrCl < 60cc/min

AeGFR 1.8 ml/min
WV proteinuria/Scr
Fanconi
syndrome not
reported

Avoid if CrCL< 30
cc/min unless on
dialysis

Monitor BUN/Scr
every 3 months
Maintain hydration
Avoid high dose
NSAIDS, nephrotoxins

Bone
Mineral
Density
(BMD)

Vv BMD in 1-2 yr ¥0.99% hip;
1.12% spine BMD

NoO A\ risk of fractures

Back to baseline BMD if d/c
Consider F/TAF if appropriate

stable hip, Aspine
0.5% BMD

NO # risk of
fractures

Lalb/DXA not
recommended
unless osteoporosis
or osteopenia.
Abone health
(Vsmoking, ETOH,
ACA, exercise)

Expert Opinion on Safety 2016; USPSTF JAMA. 2019;321(22):2203-22; Mayer H et al. Lancet 2020; 396:239



PREP SA

FE & WELL TOLERATED:-BUT:R

Lipids and
weight

Lipids: ¥ median TC —0.28;
LDL —0.18, HDL -0.13 mmol/L

Weight ¥ mean 0.1 kg/no
change

Lipids: Median TC -0.03,
LDL+ 0.03, HDL —0.05
mmol/L

Weight q\1.1 fo 1.3 kg/yr

No change in
TC/HDL ratio so
unclear CV risk
Maintain healthy
weight, dief,
exercise

Pregnancy
and Breast
feeding

15t tfrimester TDF exposure
(class B) suggest no risk of
poor birth outcomes or
delays in infant growth
Minute levels in breast milk

Limited data

TAF/FTC in 29 trimester
with good birth
outcomes.

Pregnancy fest
TDF/FTC safe during
preconception and
pregnancy

4

Mugwanya, Baeten Expert Opinion on Safety 2016; USPSTF JAMA. 2019;321(22):2203-22; Mayer H et al. Discover trial; Lancet 2020; 396:239,




Mechanism

F/TDF

-Drugs that reduce renal function
or compete for tubular secretion
may A\ TDF

-some Hep C drugs may ANTDF
renal dysfunction

-Drugs that reduce renal function or
compete for tubular secretion AATAF
-P-gp inhibition can #4 TAF
-P-gp induction can ¥ TAF

Drug
Interaction
(examples)

-high dose or multiple NSAIDs
-ledipasvir/sofosbuvir

-high dose or multiple NSAIDs
-aminoglycosides

-velpatasvir/sofosbuvir
-velpatasvir/voxilaprevir/sofosbuvir

Selected 3A4/P-gp Inducers: W TAF

Carbamazepine/Oxcarbazepine
Anficonvulsants: phenytoin,
phenobarbital

Herbals: St. John's Wort

Rifampin, rifabutin, rifapentine

Liverpool HIV Drug Interaction https.//www:hiv-druginteractions.org/


https://www:hiv-druginteractions.org/

OTHER TREATMENT CONSIDERATIONS

» PREP DOES NOT PREVENT STI: 1 FREQUENCY STI OBSERVED

e (GONORRHEA AND CHLAMYDIA — URINE, RECTAL SWABS, THROAT SWABS Q 3MO OR IF
SYMPTOMS

* SYPHILIS — RPR Q 3 MO OR IF SYMPTOMS
* EDUCATE AND RECOMMEND CONDOMS

* HEPATITIS C: AN RISK MSM AND PWIDS: HCV AB BASELINE AND YEARLY
» HEPATITIS B: BASELINE SEROLOGY (HBSAG, HBCOREAB, HBSAB)
* VACCINATE IF NOT IMMUNE AND ENSURE IMMUNITY

* RISK OF HBV FLARE/?1 LIVER FUNCTION TESTS IF PREP STOPPED IN PERSONS WITH
UNDERLYING HBV INFECTION

« HBV IS NOT A CONTRAINDICATION TO PREP




PREP: WORKELOWY

IDENTIFY PERSONS WHO COULD BENEFIT FROM OR REQUEST PREP
PROVIDE CONFIDENTIAL PHARMACY AREA FOR SENSITIVE DISCUSSIONS
ASK ABOUT INTEREST, READINESS, AND UNDERSTANDING ABOUT USING PREP

CONFIRM HIV NEGATIVE STATUS WITHIN 7 DAYS OF PREP START AND NO SIGNS OF ACUTE
HIV INFECTION

COUNSEL ABOUT DAILY ADHERENCE, TIME TO PROTECTION, SIDE EFFECTS
OFFER ADHERENCE SUPPORT (I.E. PHONE APP)

|




PREP:-WORKEEC WY

PROVIDE REFERRAL/LIST OF LOCAL PREP PROVIDERS, LOCAL DPH FOR LABORATORY
ASSESSMENT (STI, HBV, HCV, RENAL) AND ONGOING PRESCRIPTIONS.

DISPENSE AT LEAST 30 DAYS OF PREP

ENROLL IN PATIENT ASSISTANCE PROGRAM FOR COPAY SUPPORT IF UNINSURED
BILL MEDI-CAL FOR COUNSELING SERVICES

AT 30 DAY REFILL, CONFIRM LINKAGE TO CARE, ASSESS ADHERENCE

CAN DISPENSE ANOTHER 30 DAY OF PREP IF GOOD ADHERENCE AND LINKED TO CARE

|




SUMMARY: PREP

 APPROX 99% EFFECTIVE IN SEXUAL EXPOSURES AND 70% IN PWIDS WITH GOOD ADHERENCE
e LONGER AND MORE EXPERIENCE WITH F/TDF: UNCOMMON AND DELAYED TOXICITIES
« TAF/FTC ONLY STUDIED/FDA APPROVED IN MSM/TRANSGENDER WOMEN.

* AVOID IN WOMEN AND TRANSGENDER MEN HAVING RECEPTIVE VAGINAL SEX AND IN
PERSONS WHO INJECT DRUGS (PWIDS) UNTIL DATA IS AVAILABLE

 LESS RENAL AND BONE EFFECTS BUT MORE WEIGHT GAIN AND T CHOLESTEROL
* MAY BE PREFERRED IN >40 YEARS OLD, DM, HTN, CRCL <90 cc/ML, OSTEOPOROSIS
* DRUG INTERACTIONS WITH 3A4/PGP INDUCERS (E.G. ANTICONVULSANTS)

« SB159 PREP FOR 30-60 DAYS DURATION SAFE FOR MAJORITY OF RECIPIENTS

|




CONCLUSION

PHARMACISTS HAVE:
* THE TRAINING AND EXPERTISE TO SUPPORT PERSONS WHO NEED PREP.
* THE SKILLS TO COUNSEL ABOUT THE IMPORTANCE OF PREP ADHERENCE
* PHARMACISTS CAN
* |DENTIFY AND COLLABORATE WITH PREP PROVIDERS TO BEGIN PREP
* |DENTIFY HIV TESTING PROGRAMS AND ABILITY TO PROVIDE CLIA-WAIVED TESTS
* CONFIRM HIV NEGATIVE STATUS WITHIN 7 DAYS BEFORE STARTING PREP
* LINK PATIENTS TO CARE FOR LABORATORY MONITORING OF STI, RENAL FUNCTION,

HCV, HBV STATUS AS WELL AS ON-GOING PRESCRIPTIONS.




SELECTED PREP:RESOURCES FORFHEAETH CARE PROVIDERS

CLINICAL QuICK GUIDE TO PREP _ HITPS: California Department of Public

CLNICAL QuIck GUIDE 1O PREP - CDPH - CA.GOV. ~ Health hitps://cdph.ca.gov

CDC GUIDELINES . |
HTTPS: //WWW.CDC.COV/HIV/CLINICIANS/PREV: & Liverpool HIV Drug Interactions

ENTION/PREP-AND-PEP.HTML hitps://www.hivdruginteractions

.org/

PACIFIC AIDS EDUCATION AND TRAINING
CENTER HTTP://PAETC.ORG/

« University of Washington HIV
NATIONAL CLINICIANS CONSULTATION Curriculum

CENTER: PRE-EXPOSURE PROPHYLAXIS https://www.hiv.uw.edu/
TELEPHONE CONSULTATION 1-855 448-7737

OR (855) HIV-PREP)HTTPS://NCCC.UCSF.EDU/ ¢ Health HIV
https://healthhiv.org/



https://www.cdc.gov/hiv/clinicians/prevention/prep-and-pep.html
https://www.cdph.ca.gov/Programs/CID/DOA/CDPH%20Document%20Library/CA%20HIV%20PrEP%20quick%20guide%20-PAETC-CDPH-3.2019%20(002).pdf
https://www.cdc.gov/hiv/clinicians/prevention/prep-and-pep.html
http://paetc.org/
https://nccc.ucsf.edu/
https://cdph.ca.gov/
https://www.hivdruginteractions.org/
https://www.hiv.uw.edu/
https://healthhiv.org/
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LEARNING OBJECTIVES

IDENTIFY PATIENTS WHO CAN BENEFIT FROM POST-EXPOSURE PROPHYLAXIS (PEP)
FOR HIV

CHOOSE A PEP REGIMEN APPROPRIATE FOR THE PATIENT

EFFECTIVELY COUNSEL PATIENTS ABOUT THE RISK OF HIV INFECTION AFTER
EXPOSURE AND BENEFIT OF PEP

LINK PATIENTS TO CARE FOR FOLLOW-UP TESTING AND SUPPORT FOLLOWING HIV

EXPOSURE.




POST-EXPOSURE (PEP) PROPHYEAXISSEFORPREVENTING HIV INFECTION
HIV
infection

exposure

= POST-EXPOSURE PROPHYLAXIS
STARTED ASAP BUT NO LATER THAN
/2 HR AFTER HIV EXPOSURE

REDUCES THE CHANCE OF HIV Pos’rjexposure
INFECTION prophylaxis (PEP) ASAP or

<72 hrs after exposure

= BEFORE STARTING PEP, MUST RULE
OUT ACUTE/ESTABLISHED HIV

INFECTION. Before prescribing PEP, it

Is critical to rule out
acute HIV infection

HIV prevention in the United States 2021.
https://www.cdc.gov/hiv/policies/strategicpriorities/mobilizing/index.htmI?ACSTrackingID=USCDC_1046DM48014&ACSTrackingLabel=HIV%20Prevention%

20in%20the%20United%20States %3A%20Mobilizing%20t0%20End%20the %20HIV %20E pidemic&deliveryName=USCDC_1046-DM48014


https://www.cdc.gov/hiv/policies/strategicpriorities/mobilizing/index.html?ACSTrackingID=USCDC_1046DM48014&ACSTrackingLabel=HIV%20Prevention

ESTIMATED PROBABILITY OF ACQUIRING HIV

Sexual

Receptive Anal Intercourse

Insertive Anal Intercourse

Receptive Penile-Vaginal Intercourse

Insertive Penile-Vaginal Intercourse

Insertive or Receptive Oral Intercourse
Parenteral

Blood Transfusion

Needle Sharing During Injection Drug
Use

Percutaneous Needle Stick

Mucous membrane

Mother to Child Vertical Transmission

Patel P et al. AIDS 2014; 28:1509; CDC.gov; Baggaley RF et al. AIDS 2006;20;805




WHO ARE POTENTIAL PEP CANDIDATES?

Sites of Exposure

Exposure to:

Assessment

PEP Recomendoﬂon

—Receptive vaginal, anal sex
—Insertive anal, vaginal sex
—Sexual assaults

—Qral sex

—Mucous membranes splash

—Non-intact Skin (Breaks in
skin)

—Percutaneous confact
(e.g. found needle, Persons
who inject drugs (PWIDS)

Semen, vaginal
secretions, rectal
secretions

Saliva, ejaculate

Eyes, mouth

Blood or visibly-
bloody body
fluids

Blood or visibly-
bloody body
fluids

-HIV+ or HIV+ risk factors
-Receptive vaginal and
anal higher HIV risk than
insertive penile or anal

-Low risk
-Receptive greater than
insertive oral sex

-HIV+ or HIV+ risk factors
-Blood or visibly bloody
fluids

-HIV+ or HIV+ risk factors

-HIV+ or HIV+ risk factors

-HIV+, recommend
-Consider/offer if PEP benefits >
risks of HIV infection

-Not warranted

-Consider/offer if receptive oral
sex with ejaculation, ulcerations,
sores, or blood

-HIV+, recommend

-If visible blood, consider/offer
-Not warranted if no visible
blood

-HIV+, recommend
-Not warranted if no blood
-Not warranted if infact skin

-High risk, recommend
-Low risk, offer/consider for
found needle

Adapted from CDC Updated Antiretroviral Guidelines after Sexual, Injection drug use, or other Non-occupational to HIV-US2016



PEDIATRIC CONSIDERATIONS

PRIMARILY CONSIDERED DURING SEXUAL ASSAULT SITUATIONS
ADOLESCENTS >35KG WOULD BE DOSED AS ADULTS

PEDIATRIC ARV USE MAY NEED DOSAGE ADJUSTMENTS, AVAILABLE IN PEDIATRIC
ARV GUIDELINES (HTTPS://CLINICALINFO.HIV.GOV/EN/GUIDELINES/PEDIATRIC-
ARV/OVERVIEW-02VIEW=FULL)

THESE DOSES ARE NOT INCLUDED IN LEGISLATION UNDER SB159 CURRENTLY

* CAN REFER TO EMERGENCY ROOM, WHO ALSO HAVE SEXUAL ASSAULT SUPPORT

SERVICES

|



https://clinicalinfo.hiv.gov/en/guidelines/pediatric-arv/overview-0?view=full

RECOMMENDED PEP REGIMENS X 28 DAYS

PEP Regimens

Dosage X 28 days Selected Side Effects (SE)

Emtricitabine 200 mg
(FTC)/tenofovir disoproxil
fumarate 300 mg (TDF)

Truvada®, generic
PLUS
Raltegravir (RAL, Isentress®)
400mg TAB or HD 600 mg TAB
OR
Dolutegravir (DTG, Tivicay®)
50 mg TAB

Fixed dose combination TAB
Biktarvy® (FTC 200 mg/TAF
25mg bictegravir (BIC)50 mg)*

Darunavir (DRV, Prezista®) 800
mg TAB plus Ritonavir (RTV,
Norvir®) 100 mg TAB if concern
about HIV resistance

Adapted from CDC Updated Antiretroviral Guidelines after Sexual, Injection drug use, or other Non-occupational to HIV-US2016

TDF/FTC:1 tablet po daily with or Nauseaq, fatigue, headache (HA),
without food if CrCL >60ml/min. diarrheq, flatulence.

Use TAF/FTC if CrCL > 30ml/min.

RAL 400 mg po BID or Nausea, Headache, insomniaq, dizziness,
RAL HD 2 X 600 mg tabs (1200 myalgias, A liver function tests
mg) daily with or without food.

DTG 50 mg po daily with or Nausea, headache, g\ serum creatinine
without food. (Scr) due to reduced Scr secretion

1 tablet orally once daily with or Nausea, vomiting fatigue, diarrhea A liver
without food if CrCL > 30 ml/min function tests, A Scr

*added to CA PrEP AP

Formulary 10/2019

One tablet each of darunavir ~ Nauseaq, HA, diarrheaq, A lipids, rash if
and ritonavir given together severe sulfa allergy. More SE than RAL or

with food. DTG.



SELECTED PEP DRUG INTERACTIONS

PEP Regimens

Selected Drug Interactions (DI)

Emtricitabine 200 mg (FTC)/tenofovir
disoproxil fumarate 300 mg (TDF)
Truvada®, generic
Emtricitabine 200 mg (FTC)
Tenofovir alafenamide (TAF) 25 mg
(Descovy®)

Raltegravir (RAL, Isentress®)
400mg TAB or HD 600 mg TAB

Dolutegravir (DTG, Tivicay®)
50 mg TAB
Fixed dose combination TAB Biktarvy®
(FTC 200 mg/TAF 25mg/bictegravir 50
mg
Darunavir (DRV, Prezista®) 800 mg TAB
plus Ritonavir (RTV, Norvir®) 100 mg TAB

Avoid high dose NSAIDS

WV TAF levels (e.g. 3A4/P-gp Inducers): anticonvulsants
(e.g. carbamazepine, Oxcarbazepine, phenytoin,
phenobarbital)

St. John's Wort, rifampin, rifabutin, rifapentine

Avoid co-administration of Al/Mg antacids
Avoid co-administration Ca carbonate only with HD RAL

Take DTG 2 hr before or 6 hr after Al/Mg antacids
Take calcium and DTG together with food

Take Biktarvy® 2 hr before or 6 hr after Al/Mg antacids
Take Biktarvy® and calcium together with food

Monitor for 3A4 drug intferactions (e.g. fluticasone,
statins, agents for erectile dysfunction, antidepressants,
rifamycins, anticonvulsants, etc)

Liverpool HIV Drug Interactions: https://www.hivdruginteractions.org


https://www.hivdruginteractions.org/

PEP: COUNSELING AND LINKAGE TO CARE

LINK PATIENT TO PROVIDER TO PROVIDE F/U HIV, HBV, HCV AND STl TESTING.
REQUIRE BOTH BASELINE AND REPEAT HIV/HCV TESTING FOLLOWING 28 DAY PEP REGIMEN.

COUNSEL ABOUT COMMON/ TRANSIENT SIDE-EFFECTS: NAUSEA, BLOATING, DIARRHEA,
FLATULENCE, HEADACHE

* TAKE WITH FOOD, USE GINGER-CONTAINING FOOD/BEVERAGES, DIETARY CHANGES
 TAKE NSAIDS OR APAP FOR HEADACHES
* ANTI-DIARRHEALS PRN DIARRHEA

INTEGRASE INHIBITORS AND POLYVALENT CATION DRUG INTERACTIONS

ADHERENCE: PILL BOX, ALARM, PHONE REMINDER APPS, CONNECT TO DAILY ROUTINE




PEP WORKFLOW

EVALUATE RISK OF HIV TRANSMISSION AND BENEFIT OF PEP
DOCUMENT TIME OF EXPOSURE IS WITHIN WINDOW FOR PEP (ASAP BUT </2 HRS)
ASSESS FOR ACUTE HIV SYMPTOMS
SELECT AND DISPENSE 28 DAY SUPPLY OF APPROPRIATE PEP REGIMEN ASAP

* DO NOT DELAY PEP TO ORDER MEDICATION.

* ACCESS PATIENT ASSISTANCE PROGRAMS FOR UNINSURED OR COPAY ASSISTANCE
COUNSELING

* RISKS AND BENEFITS OF PEP

* ADHERENCE AND SIDE-EFFECT MANAGEMENT

° LINK TO CARE FOR LABORATORY TESTING

|

* PEP TO PREP TRANSITION FOR ELIGIBLE PERSONS




CONCLUSION

* PHARMACISTS HAVE THE SKILLS AND TRAINING TO:

* PROVIDE TIMELY ACCESS TO POST-EXPOSURE PROPHYLAXIS (PEP)AFTER RISKY EXPOSURES TO
HIV ASAP BUT NO LATER THAN /2 HRS AFTER EXPOSURE.

* LINK PATIENTS TO PROVIDERS FOR BASELINE AND FOLLOW-UP TESTING FOR HIV,
SEXUALLY TRANSMITTED DISEASES, AND BLOODBORNE PATHOGENS (E.G. HCV, HBV).

* SELECT AN APPROPRIATE PEP REGIMEN AND IMMEDIATELY DISPENSE 28 DAYS FOR HIV
PREVENTION.

* COUNSEL PATIENTS ABOUT ADHERENCE, SIDE-EFFECTS, LINKAGE TO CARE AND
POTENTIAL TRANSITION OF PEP TO PREP IF ELIGIBLE

|




SELECTED PEP CLINICAL RESOURCES FOR HEALTH CARE PROVIDERS

« CDC GUIDELINES Cadlifornia Department of Public

HTTPS://WWW.CDC..GOV/HIV/CHNICIANS/PRE SIS //CdPh.Ca.gOoV
VENTION/PREP-AND-PEP.HIML

 Pacific AIDS Education and
NON-OCCUPATIONAL PEP GUIDELINE Training Center

HTTPS://STACKS.CDC.GOV/VIEW/CDC /38856  ntip://paetc.org/
NIH GUIDELINES

 Liverpool HIV Drug Interactions
HTTPS://AIDSINFO .NIH.GOV/GUIDELINES https:// www.hivdruginteractions.

NATIONAL CLINICIANS CONSULTATION CENTER org/
POST EXPOSURE TELEPHONE CONSULTATION

SERVICES  University of Washington HIV

Curriculum
1-888-448-4911 hitps://www.hiv.uw.edu/

e HTTPS://NCCC.UCSF.EDU/

|

« Health HIV hitps://healthhiv.org/



https://www.cdc.gov/hiv/clinicians/prevention/prep-and-pep.html
http://paetc.org/
http://paetc.org/
https://nccc.ucsf.edu/
https://cdph.ca.gov/
http://paetc.org/
https://www.hivdruginteractions.org/
https://www.hiv.uw.edu/
https://healthhiv.org/

LEGAL REQUIREMENTS OF
FURNISHING IN CALIFORNIA

www.pharmacy .Cca.gov


www.pharmacy.ca.gov

LEARNING OBJECTIVE

* DEFINE KEY ASPECTS OF LEGISLATION AUTHORIZING PHARMACISTS TO FURNISH
PREP AND PEP IN CALIFORNIA
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PREP

FURNISHING RESTRICTIONS: AT LEAST A 30-DAY TO 60-DAY SUPPLY UNDER SPECIFIED
CONDITIONS

* DOCUMENTED NEGATIVE HIV TEST WITHIN / DAYS BEFORE STARTING PREP
* NO REPORTED SIGNS OR SYMPTOMS OF ACUTE HIV INFECTION

* NO REPORTED CONTRAINDICATED MEDICATIONS

* MANDATORY COUNSELING AND PHARMACY DOCUMENTATION

o CDC GUIDELINES PREP — 2017 PREEXPOSURE PROPHYLAXIS FOR THE PREVENTION OF
HIV INFECTION IN THE UNITED STATES-2017 UPDATE: A CLINICAL PRACTICE GUIDELINE

(Www.CcbC.GoV)

|




PEP

FURNISHING RESTRICTIONS:

* PATIENT EVALUATION TO DETERMINE IF EXPOSURE OCCURRED WITHIN THE
PREVIOUS /2 HOUR WINDOW

PATIENT MEETS CLINICAL CRITERIA IN CDC GUIDELINES

HIV TESTING IS PROVIDED UNDER CLIA PROVISION

MANDATORY COUNSELING

NOTIFICATION TO PRIMARY CARE PROVIDER

« CDC GUIDELINES PEP — UPDATED GUIDELINES FOR ANTIRETROVIRAL
POSTEXPOSURE PROPHYLAXIS AFTER SEXUAL, INJECTION DRUG USE, OR
OTHER NONOCCUPATIONAL EXPOSURE TO HIV-UNITED STATES, 2016




HIV TESTING

CALIFORNIA STATE BOARD OF PHARMACY
Be aware and take care. Talk to your Pharmacist! www.pharmacy.ca.gov


www.pharmacy.ca.gov

LEARNING OBJECTIVES

e DETERMINE RECOMMENDED HIV TEST BASED ON CLINICAL CIRCUMSTANCES
* |DENTIFY PATHWAY FOR TESTING OUTSIDE TRADITIONS SETTINGS




HIV TESTING REQUIREMENTS IN-SB 159

e HIV TESTING IS ONE IMPORTANT PART OF THE LABORATORY TESTING RECOMMENDED IN
CDC GUIDELINES (LINKS PROVIDED)

° TIMELY TESTING AND TREATMENT, AS APPLICABLE, IS ALSO RECOMMENDED FOR RENAL
FUNCTION, HEPATITIS B, HEPATITIS C, SEXUALLY TRANSMITTED DISEASES, AND PREGNANCY

* TESTING COULD OCCUR AT OR BE ARRANGED BY THE PHARMACY OR THE CLINICAL
LOCATION WHERE LONG-TERM FOLLOW-UP CARE WILL OCCUR

* PHARMACIES ARE ENCOURAGED TO ESTABLISH PROTOCOLS WHERE THIS TESTING WILL OCCUR

|

54




HIV. TESTING FOR PREP ANE:PER

negative HIV test
within 7 days
before starting
PrEP

PEP is considered
an emergency
and can be
started before HIV
testing

Patient bring Recommend HIV
documentation of testing every 3
test or be tested  months

at the pharmacy

HIV testing can HIV testing in 4 1o 6
occur at the weeks and repeat
pharmacy orata af 12 fo 16 weeks
referral site




OPTIMAL HIV TESTS FOR DIFFERENT SITUATIONS

HIV exposure in last HIV RNA PCR (viral load) and If HIV infected — consider
month or symptoms of HIV antigen/antibody test rapid HIV freatment
acute HIV

Normal HIV anfigen/antibody test Lab-based is more
(4™ generation) - preferred sensitive than rapid CLIA
waived tests
HIV antibody only testing is
an alternative

“Stay-at-Home” Order; FDA-approved in-home HIV  Less sensitive but an option
in-person visits limited anfibody test on oral fluid* during the pandemic

* CDC Dear Colleague Letter: https://www.cdc.gov/hiv/policies/dear-colleague/dcl/051520.html


https://www.cdc.gov/hiv/policies/dear-colleague/dcl/051520.html

HIV TESTING IN NON-CLINICAL SETTINGS

MULTIPLE CLIA WAIVED HIV TESTS ARE COMMERCIALLY AVAILABLE FOR RAPID TESTING
TO FACILITATE THE PROVISION OF PREP AND PEP IN PHARMACY SETTINGS

PHARMACISTS ARE AUTHORIZED TO PERFORM CLIA WAIVED TESTS IN ACCORDANCE WITH
THE FEDERAL CLINICAL LABORATORY IMPROVEMENT AMENDMENTS OF 1988 (42 U.S.C.
SEC. 263A) AND AS SPECIFIED IN CALIFORNIA BUSINESS AND PROFESSIONS CODE (BPC

1206.5)

OTHER PHARMACY PERSONNEL CAN PERFORM CLIA WAIVED HIV TESTING AFTER RECEIPT
OF TEST COUNSELOR TRAINING AND MEETING REQUIREMENTS AS SPECIFIED BY
CALIFORNIA HEALTH AND SAFETY CODE (HSC) 120917

|
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PATIENT FINANCIAL
CONSIDERATIO)|

-

’4")/

CALIFORNIA STATE BOARD OF PHARMACY
Be aware and take care. Talk to your Pharmacist! www.pharmacy.ca.gov


www.pharmacy.ca.gov
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FINANCIAL CONSIDERATIONS

e TWO CATEGORIES OF PREP AND PEP COSTS
* PREP AND PEP MEDICATION COST INCLUDING COPAYS

* QUT-OF-POCKET FEES FOR CLINIC VISIT, LABORATORY TESTING, AND
MEDICATIONS TO TREAT COMMON SEXUALLY TRANSMITTED INFECTIONS

COSTS COVERAGE REQUIRE COMBINING INSURANCE AND ASSISTANCE PLANS

Comprehensive insurance plans Yes, PrEP copays to be removed  Covered, may
(including Medi-Cal) by end of 2020 have copay

Manufacturer patient assistance Yes (full coverage)

Federal Ready, Set, PrEP program PrEP only (full coverage)

California PrEP Assistance Program Covered in select situationswhen  Yes (full
not covered by other programs coverage)




THIRD PARTY REIMBURSEMENT

COMPREHENSIVE INSURANCE, MEDI-CAL, AND MEDICARE COVER PREP AND PEP
PREP COPAYS ARE REMOVED FROM MOST PLANS STARTING IN 2021

MAY HAVE COPAYS FOR CLINIC AND LAB TESTING

SB 159 ELIMINATED PRIOR AUTHORIZATIONS FOR PREP AND PEP

UNITED STATES PREVENTIVE SERVICES TASK FORCE (USPSTF) ISSUED A GRADE “A”
RECOMMENDATION FOR PREP FOR PERSONS AT HIGH RISK OF HIV (JUNE 2019)

PATIENT PROTECTION AND AFFORDABLE CARE ACT (PPACA) STATES A MEDICAL INSURER

MUST COVER, AND MAY NOT IMPOSE ANY COST SHARING REQUIREMENT FOR, ANY
EVIDENCE-BASED PREVENTIVE ITEMS OR SERVICES THAT HAVE A GRADE OF “A" OR “B"

|




MANUFACTURER ADVANCING ACCESS PATIENT

> @ gileadadvancingaccess.c

Gilead's Advancing Access® Program Is Here

* UNINSURED CLIENTS ENROLLED RECEIVE TRUVADA fo He|pYOU
OR D ESCOVY FREE OF CHARGE Gilead's Advancing Access program is committed to helping you afford your medication no ma
your situation. Whether you have insurance or not, we can explore potential coverage options t
* HTIPS://WWW.GILEADADVANCINGACCESS.COM/FINAN might be right for you.
C | A L_S U P P O RT/ U N | N S U R E D Our dedicated program specialists are here to help you. Talk to someone right away by calling 1-800-226-2056.
* [NSURED CLIENTS ENROLLED IN COST SHARING P —
The Advancing Access The Advancing Access
ASSISTANCE PROGRAM (CAP) RECEl\/E A CO_PAY CO-PAY COUPO!?I PROGRAM PATIENT SUPPORgT PROGRAM

COUPON CARD TO COVER CO-PAYMENTS TO AN i I
ANNUAL MAXIMUM THRESHOLD OF $7,200 N

HTTPS://WWW.GILEADADVANCINGACCESS.COM/COPAY-
COUPON-CARD

* GENERIC F/TDF (TEVA) CO-PAY CARD FOR INSURED
CLIENTS WHO QUALIFY 1-800-433-4893

e HTTPS://WWW.TEVAHIVGENERICS.COM

Enroll today and get access to the live support
you need for your Gilead medication.

Call 1-800-226-2056



https://www.gileadadvancingaccess.com/financial-support/uninsured
https://www.gileadadvancingaccess.com/copay-coupon-card

Federal Ready, Set, PrEP Program

The Ready, Set, PrEP program
makes PrEP medications available
at no cost for people who qualify.

HOW CAN | ENROLLIN (& Testnegative for Hiv
THE REAI]Y’ SET? PrEP Have a valid prescription
PR ﬂ E R A M? from your healthcare

provider
To receive PrEP medication

through the Ready, Set, PrEP @ Not have insurance that
program, you must: covers prescription drugs

WHERE CAN | LEARN MORE AND APPLY
FOR THE PROGRAM?

Find out if PrEP medication is right for you.
Talk to your healthcare professional or
find a provider at locator.hiv.gow.

= GETYOURPREP.COM
- 890.441.8410

Visit GetYourPrEP.com
or call toll-free 855-
447-8410 to qualify
and enroll

PrEP coverage only
No coverage for clinic
visits or lab testing

|

hitps://www.hiv.gov/federal-response/ending-the-hiv-epidemic/prep-program


https://www.getyourprep.com/
tel:855-447-8410
https://www.hiv.gov/federal-response/ending-the-hiv-epidemic/prep-program

Provides PreEP & PEP
medications, clinic visits,
labboratory monitoring.
Payer of |last resort

If not fully covered by
Medical or 3 party payers
Provides Truvada® or
Descovy® co-pays for low
income insured [£500%
Federal Poverty Line (FPL)]
after the $7,200 Gilead PAP
benefit is exnausted

hitps.//cdph.ca.gov

PrEP-AP

The State of California’s assistance program for the prevention of HIV
helps cover medical costs related to getting pre-exposure prophylaxis

Welcome to
California Pre-Exposure Prophylaxis
Assistance Program (PrEP-AP)

The California Pre-Exposure Prophylaxis Assistance Program (PrEP-AP) was

established in 2018 to Facilitate access to medications For the prevention of HIV for

HIV-negative individuals. There are over 5,000 pharmacies statewide where clients

V> <

can access these drugs.


https://cdph.ca.gov

HOW TO BECOME APREP-AP-PROVIDER

* PROVIDERS INTERESTED IN JOINING THE PREP-AP PROVIDER NETWORK CAN FILL OUT
THE PREP-AP CLINICAL PROVIDER APPLICATION AND E-MAIL IT
TO PREPSUPPORT@CDPH.CA.GOV FOR ADDITIONAL INFORMATION.

* PHARMACY/PHARMACIST CONTACTS CDPH/OFFICE OF AIDS
(HTTPS://WWW.CDPH.CA.GOV/PROGRAMS/CID/DOA/PAGES/OAADAP.ASPX #PREP)

* PHARMACY CONTRACTS WITH CDPH/OA AS AN ENROLLMENT SITE FOR A DEFINED LIMITED
ENROLLMENT SERVICE, TO ENROLL INTO PREP-AP TEMPORARY COVERAGE.

* PHARMACIST COMPLETES THE PREP-AP TRAINING TO ENROLL NEW CLIENTS IN PREP-AP

|

TEMPORARY COVERAGE.

https://cdph.ca.gov


https://www.cdph.ca.gov/CDPH%20Document%20Library/ControlledForms/cdph8735.pdf
mailto:PrEPSupport@cdph.ca.gov
https://www.cdph.ca.gov/Programs/CID/DOA/Pages/OAadap.aspx#prep
https://cdph.ca.gov

PREP

* PHARMACIST WILL RECEIVE PAYMENT FOR EACH CLIENT THEY ENROLL IN PREP-AP
TEMPORARY COVERAGE.

« PREP-AP TEMPORARY COVERAGE PROVIDES 30 DAYS OF TEMPORARY ELIGIBILITY TO
OBTAIN PREP OR PEP

e CLIENTS CAN ENROLL UP TO TWO TIMES TO OBTAIN TWO 30-DAY DISPENSES EVERY TWO
YEARS TO RECEIVE THE 60-DAY SUPPLY PER SB 159. DISPENSES CAN BE CONSECUTIVE,
.E. ONE DISPENSE ON MARCH 1 AND RETURN FOR SECOND DISPENSE ON APRIL 1), OR
30 DAYS SUPPLY OF PEP MEDICATION

|

https.//cdph.ca.gov


https://cdph.ca.gov

FiInancial Resources tor PrEP and PEP

= CA PrEP-AP hitps://www.cdph.ca.gov
= Gilead Patient Assistant Programs (PAP) 1-800-226-2056

https://www.qglleadadvancingaccess.com/financial-support/uninsured

hitps://www.qgilleadadvancingaccess.com/copay-coupon-card

n- Federal:ReaaySe RRrEREraeicong

hitps:.//www.hiv.gov/federal-response/ending-the-hiv-epidemic/prep-
program

= Generic F/TDF (Teva) co-pay card for insured clients who qualify

1-800-433-4893; https://www.tevahivgenerics.com
= Patient Advocate Foundation (PAF) 1-866-512-3861

hitps://www.patientadvocate.org



https://www.cdph.ca.gov/Programs/CID/DOA/Pages/OAadap.aspx#prep
https://www.gileadadvancingaccess.com/financial-support/uninsured
https://www.gileadadvancingaccess.com/copay-coupon-card
https://www.tevahivgenerics.com/
https://www.patientadvocate.org/
https://www.hiv.gov/federal-response/ending-the-hiv-epidemic/prep

PREP AND PEP CASES

LEARNING OBJECTIVES:

*  APPLY KNOWLEDGE THROUGH A PREP CASE STUDY AND A PEP CASE STUDY.

‘ CALIFORNIA STATE BOARD OF PHARMACY

Be aware and take care. Talk to your Pharmacist! www.pharmacy.ca.gov



www.pharmacy.ca.gov
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Apply evidence-based patient counseling
skills to elicit patient understanding and
assess counseling needs.

Confirm HIV status prior to starting HIV PreP

For patients with adherence lapse, determine

appropriateness of refills and HIV testing.

Utilize appropriate patient assistance
programs for uninsured patients

Link patients to care for follow-up testing




PREP CASE

JP 1S A 20 YEAR OLD CIS-MALE WHO REQUESTS A REFILL OF HIS PREPAND HELP ENROLLING IN A
PATIENT ASSISTANT PROGRAM. HIS LAST 30 DAY SUPPLY OF TENOFOVIR DF/EMTRICITABINE
(TRUVADA) WAS 3 MONTHS AGO AND HE HAS 2 REFILLS LEFT. HE BROUGHT IN HIS HIV NEGATIVE
ANTIBODY/ANTIGEN TEST RESULTS FROM 2 DAYS AGO

THE PHARMACISTS TAKES JP TO A CONFIDENTIAL AREA TO DISCUSS PREP USING LANGUAGE
APPROPRIATE FOR HIS GENDER (HE, HIM, HIS)

TAKE ONE MINUTE TO WRITE DOWN SOME OPEN-ENDED QUESTION YOU WOULD CONSIDER
ASKING JP BEFORE DISPENSING HIS PREP

|
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SOME ASSESSMENTS TO CONSIDER BEFORE DISPENSING PR

e CONFIRM HIV NEGATIVE STATUS — WITHIN 7/ DAYS BEFORE DISPENSING

* BE PRESENT AND LISTEN. ASSES PREP USE

* DETERMINE ADHERENCE WITH DAILY PREP? HOW HAVE YOU BEEN TAKING YOUR PREP? HOW DO
YOU REMEMBER TO TAKE IT DAILY?

* HOW IS PREP WORKING FOR YOU? ARE YOU HAVING ANY PROBLEMS OR CHALLENGES WITH
TAKING PREP? ANY QUESTIONS ABOUT USING PREP?

* ASSESS FOR POTENTIAL DRUG INTERACTIONS (E.G. HIGH DOSE NSAIDS¢)

* ASK ABOUT SYMPTOMS OF ACUTE HIV INFECTION AND SEXUALLY TRANSMITTED DISEASES (STIS)

|

* INQUIRE ABOUT ANY FOLLOW-UP LABS: RENAL, HCV, STI TESTING

* ACCESS TO OTHER PREVENTION TOOLS (I.E. CONDOMS, STERILE SYRINGES, BIRTH CONTROL)

CAN YOU REFILL HIS TENOFOVIR DF/EMTRICITABINE?



PREP CASE CONSULTATION

"THANK YOU FOR SHARING YOUR EXPERIENCE WITH PREP AND HOW IT HELPS YOU. | AM
ABLE TO REFILL AT LEAST 30 DAYS OF PREP TODAY BASED ON YOUR NEGATIVE HIV TEST
RESULT. LET'S GET YOU SIGNED UP WITH A PATIENT ASSISTANCE PROGRAM.

| HAVE INFORMED YOUR PROVIDER THAT YOU REQUESTED A REFILL TODAY, NEED A F/U
APPOINTMENT, YOUR INSURANCE HAS LAPSED, AND YOUR HIV TEST 2 DAYS AGO WAS

NEGATIVE.

INFORM JP A NEW PRESCRIPTION WILL BE NEEDED FROM HIS PROVIDER FOR HIS NEXT
TRUVADA REFILL SINCE PHARMACY HAS ALREADY DISPENSED 60 TABS

|




PREP CASE SUMMARY

ADDRESS PATIENT USING SELF IDENTIFIED GENDER (HOW WOULD YOU LIKE TO BE ADDRESSED?S)
CONFIRM HIV NEGATIVE STATUS BEFORE PREP REFILLS.

IDENTIFY AND ASSESS BARRIERS, CHALLENGES, AND SUPPORT NEEDS FOR GAPS AND
NONADHERENCE IN PREP USE

USE MOTIVATIONAL INTERVIEWING SKILLS AND OPEN-ENDED QUESTIONS TO ENGAGE PATIENTS
FOR SENSITIVE CONVERSATIONS

PHARMACISTS CAN
* ENROLL PATIENTS IN PATIENT ASSISTANCE PROGRAMS AND CO-PAY SUPPORT PROGRAMS.
e LINK PATIENTS TO PROVIDERS FOR ONGOING LABORATORY MONITORING

(E.G .HIV, RENAL FUNCTION, HCYV, STIs)

|




PEP CASE

CALIFORNIA STATE BOARD OF PHARMACY
Be aware and take care. Talk to your Pharmacist! www.pharmacy.ca.gov


www.pharmacy.ca.gov

LEARNING OBJECTIVES

e ASSESS THE RISK OF EXPOSURE FOR HIV INFECTION

* USE NON-OCCUPATIONAL POST-EXPOSURE PROPHYLAXIS (NPEP) GUIDELINES TO
DETERMINE APPROPRIATENESS OF MEDICATIONS.

* COUNSEL PATIENTS REGARDING APPROPRIATENESS OF PEP.

* CHOOSE AND DISPENSE A APPROPRIATE NPEP REGIMEN.

* ACCESS PATIENT-ASSISTANCE PROGRAMS AS NEEDED.

* LINK PATIENTS TO PRIMARY CARE FOR FOLLOW-UP TESTING AND MONITORING.




PER:CASE

FLIS A 55 YO TRANSGENDER WOMAN COMES INTO YOUR PHARMACY WITH
CONCERNS ABOUT CONDOM-LESS RECEPTIVE ANAL INTERCOURSE APPROXIMATELY
24 HOURS AGO. SHE KNOWS HER PARTNER, BUT DOES NOT KNOW HIS HIV STATUS.
SHE HAS HEARD THAT SHE CAN TAKE A SINGLE DAILY TABLET TO REDUCE HER RISK
OF HIV INFECTION. HER INSURANCE IS MEDI-CAL.

HER MEDICATIONS INCLUDE ETHINYL ESTROGENS 50 MCG DAILY, SPIRONOLACTONE
50 MG DAILY, METFORMIN 850 MG TID, FLUTICASONE-SALMETEROL INHALER BID

AND ALBUTEROL INHALER PRN.

|




RISK ASSESSMENT

IDENTIFY THE COMPONENTS OF AN APPROPRIATE RISK ASSESSMENT:
1) IS SHE EXPOSED TO POTENTIALLY HIV INFECTIOUS BODY FLUID@

2) WAS INFECTIOUS FLUID EXPOSURE ON BODY TISSUE THAT IS SUSCEPTIBLE TO
INFECTION ¢

3) HOW LIKELY IS IT THAT BODY FLUID MAY CONTAIN INFECTIOUS HIV?¢
4) IS SHE PRESENTING FOR CARE IN TIME FOR PEP TO BE EFFECTIVE?




INFECTIOUS BODY FLUIDS

SEMEN/RECTAL FLUIDS/EJACULATE

VAGINAL FLUIDS

BLOOD AND VISIBLE BLOODY BODY FLUIDS

***EVEN IF SOURCE PERSON IS LIVING WITH HIV, BODY FLUIDS ARE NOT INFECTIOUS IF
* NO VISIBLE BLOOD IN SALIVA, SWEAT, TEARS, URINE
* EXPOSURE ONTO INTACT SKIN

|




LIKELIHOOD OF BODY FLUID CONTAINING HIV VIRUS

e HIGHEST RISK IF LIVING WITH HIV INFECTION AND NOT ON ANTIRETROVIRALS WITH
DETECTABLE VIRAL LOAD (VL)

 PERSONS LIVING WITH HIV WHO ACHIEVE AN UNDETECTABLE VL DO NOT TRANSMIT
HIV. UNDETECTABLE = UNTRANSMITTABLE

* WHEN HIV STATUS OF SOURCE IS UNKNOWN, CAN CONSIDER RISKS AND BENEFITS
* “AS IF PERSON WAS LIVING WITH HIV".
* PEOPLE WHO ARE KNOWN TO BE NEGATIVE FOR HIV INFECTION CARRY NO RISK OF

TRANSMISSION, REGARDLESS OF BODY FLUID EXPOSURE.




TIMING OF HNV:POSEEXRPOSURE PROPHYLAXIS

STARTING PEP IS RECOMMENDED ASAP AND NO LATER THAN 72 HOURS FOLLOWING AN

EXPOSURE OF INFECTIOUS BODY FLUID FROM A PERSON LIVING WITH HIV WITH A DETECTABLE
VIRAL LOAD.

STUDIES IN ANIMAL MODELS FOUND THAT STARTING ASAP AFTER EXPOSURE IS MOST
EFFECTIVE. STARTING PEP AFTER 72 HOURS WAS NOT EFFECTIVE

STARTING ON THE DAY OF EXPOSURE IS MORE EFFECTIVE THAN 36 HR AFTER EXPOSURE.
INAPPROPRIATE TO TELL PATIENTS TO “COME BACK TOMORROW' TO START PEP.




RISK ASSESSMENT

IDENTIFY THE COMPONENTS OF AN APPROPRIATE RISK ASSESSMENT:
1) IS SHE EXPOSED TO POTENTIALLY HIV INFECTIOUS BODY FLUID?

YES, SEMEN

2) WAS INFECTIOUS FLUID EXPOSURE ON BODY TISSUE THAT IS SUSCEPTIBLE TO INFECTION?

3)

4)

YES — RECTAL MUCOSA

HOW LIKELY IS IT THAT BODY FLUID MAY CONTAIN INFECTIOUS HIV<e

POSSIBLE, HIV STATUS UNKNOWN BUT OBTAINING A HISTORY MAY BE HELPFUL

TO ASCERTAIN RISK VS. BENEFITS OF PEP

IS SHE PRESENTING FOR CARE IN TIME FOR PEP TO BE EFFECTIVE?

YES —WITHIN 24 HOURS

|




PEP — SELECTING:-A:RECGHNVEN

FL PREFERS A SINGLE TABLET FOR HIV PROTECTION
ALL CDC RECOMMENDED PEP REGIMENS REQUIRE MULTIPLE TABLETS

BICTEGRAVIR-TENOFOVIR ALAFENAMIDE-EMTRICTABINE (BIKTARVY®) IS AN EFFECTIVE ONCE DAILY
PEP REGIMEN AVAILABLE ON THE MEDI-CAL AND PREP-AP FORMULARY.

FEWER DRUG INTERACTIONS THAN PROTEASE-INHIBITOR REGIMENS AND DOLUTEGRAVIR (DTG)
* INCREASED FLUTICASONE LEVELS WITH PROTEASE INHIBITOR REGIMEN

* INCREASED METFORMIN LEVELS WITH DTG. METFORMIN DOSE IS AT MAXIMUM DOSE AND
WOULD NEED TO BE REDUCED IF DTG STARTED.

PATIENT ASSISTANCE PROGRAMS (PAP) AVAILABLE TO DISPENSE AT LEAST 30 DAY OF PEP

* ACCESS ONE PAP IF START SINGLE-TABLET REGIMEN.

|

* FOR MULTIPLE TABLET REGIMENS, MAY NEED TO CONTACT MULTIPLE PAP.




COUNSELING ABOUT PEP

* IMPORTANT TO ADDRESS FL BY HER SELF IDENTIFIED GENDER (SHE, HER, HERS)
» IDENTIFY HIV RISK OF HER EXPOSURE.

» REASSURE THAT STARTING AND COMPLETING AT LEAST A 28 DAY COURSE CAN REDUCE
RISK OF HIV TRANSMISSION BY AT LEAST 80%

* FULL 28 DAY COURSE NEEDED FOR EFFICACY

TRANSIENT SIDE-EFFECTS — NAUSEA, DIARRHEA, HEADACHES, INSOMNIA
* TAKE WITH FOOD TO REDUCE Gl EFFECTS
*  ANTI-EMETICS (I.E. GINGER) TO MITIGATE NAUSEA

* IMPROVE WITH TIME, LESS WITH DAYS/WEEKS

* CHECK FOR DRUG INTERACTIONS (E.G. AL/MG ANTACIDS, CALCIUM, NSAIDS)




LINKAGE TO CARE

* PATIENT APPOINTMENT WITH PROVIDER TO DO BASELINE AND FOLLOW UP TESTING: HIV,
HEPATITIS B AND C, STIS, RENAL FUNCTION

* PATIENTS SHOULD BE SEEN WITHIN FIRST FEW DAYS OF STARTING HIV PEP TO ASSESS
TOLERABILITY AND ADHERENCE

* PHARMACIES CAN PREPARE FOR SUCCESSFUL LINKAGE TO CARE FOR PATIENTS ON PEP BY

DEVELOPING LINKAGE TO CARE PROTOCOLS WITH PROVIDERS AND CLINICS IN THEIR
COMMUNITY.

|




SELECTED RESOURCES: LINKAGE TO CARE

e HEALTH HIV HTTPS://HEALTHHIV.ORG/

* AAHIVM REFERRAL HTTPS://PROVIDERS . AAHIVM.ORG/REFERRAL-LINK-SEARCH

« LocAL COUNTY HEALTH DEPARTMENT
HTTPS://WWW.CDPH.CA.GOV/PAGES/LOCALHEALTHSERVICESANDQOFFICES.ASPX #

 CDC WEBSITE TO FIND CARE IN YOUR AREA CODE HTIPS://WWW.CDC.GOV

e PREP LOCATOR: NATIONAL DATABASE FOR US PREP PROVIDERS
HTTPS://PREPLOCATOR.ORG



https://healthhiv.org/
https://providers.aahivm.org/referral-link-search
https://www.cdph.ca.gov/Pages/LocalHealthServicesAndOffices.aspx
https://www.cdc.gov/
https://preplocator.org/

CASE CONCLUSION SUMMARY

* ASSESS RISK OF EXPOSURE AND BENEFITS OF PEP X 28 DAYS.
* ENSURE STARTING PEP ASAP AND < /2 HOUR FROM TIME OF EXPOSURE.

* ACCESS PATIENT ASSISTANCE PROGRAMS IF UNINSURED OR NEEDING COPAY
ASSISTANCE

* COUNSEL ABOUT TRANSIENT SIDE EFFECTS AND MITIGATION STRATEGIES
* LINK PATIENT TO CARE FOR BASELINE AND REPEAT LABORATORY MONITORING
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