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= At the conclusion of this activity, the participant will be
able to:

LE A R N | N G = 1.Discuss a test and treat protocol

= 2.Describe the implementation process of a test and treat

O UTCO I\/I ES protocol in a clinical setting

= 3.Discuss outcomes of time to viral load suppression
when test and treat protocols are implemented




Ending the HIV Epidemic: A Plan for America
48 Highest Burden Counties + DC + San Juan + 7 States with Substantial Rural HIV Burden
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Key Strategies from Ending the HIV Epidemic: A Plan for America

PREVENT

new HIV
transmissions by using
proven interventions,
including pre-exposure
prophylaxis (PrEP)
and syringe services
programs (SSPs).

AIDSVU.ORG SOURCE: ENDING THE HIV EPIDEMIC: A PLAN FOR AMERICA AlDSV“Q



WHO Guidelines July 2017

“Rapid ART initiation should be offered to all
Eleople living with HIV following a confirmed
IV diagnosis and clinical assessment.”

» “Rapid” defined as within 7 days

"ART Iinitiation should be offered on the
same day to people who are ready to start.”

Goal: To improve linkage to care and reduce
LTFU

GUIDELINES FOR

MANAGING ADVANCED
HIV DISEASE AND

RAPID INITIATION
OF ANTIRETROVIRAL
THERAPY

JULY 2017

HIV TREATMENT




IAS-USA Guidelines

The International AIDS Society (IAS)-USA recently released its 2018 HIV treatment and prevention
recommendations. The document is particularly notable for its discussion of "When to Start ART."

The IAS-USA recommends "rapid” or immediate start of ART upon diagnosis of HIV, stating that
treatment "should be initiated as soon as possible after diagnosis, including immediately after diagnosis,
unless [the] patient is not ready to commit to starting therapy (evidence rating Ala).” IAS-USA recognizes
that structural and other barriers may hinder immediate linkage, patient evaluation, and provision of ART,

but recommends that testing sites and treatment sites work to resolve any impediments to same-day
initiation of ART.

BIIAS-USA

International Antiviral S r{'it'l‘_‘.'—[ [SA
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DHHS Guidelines

United States. The Panel on Antiretroviral Guidelines for Adults and Adolescents (the Panel)
recommends initiating ART at the time of diagnosis (when possible) or soon afterwards to increase
the uptake of ART, decrease the time required to achieve linkage to care and virologic suppression, and
improve the rate of virologic suppression among individuals who have recently received HIV diagnoses
(All). This rating for this recommendation reflects the fact that only observational trials have been
conducted in the United States or other highly resourced countries, where health systems and
socioeconomic contexts differ substantially from those in the countries where randomized trials were

AlDSmfo DHHS

conducted.

GUIDELINES
i

OFFERING INFORMATION ON HIV/AIDS TREATMENT, PREVENTION, AND RESEARCH




Better clinical outcomes

Earlier engagement in care to prevent lost to follow up

B E N E F |TS = Less anxiety with waiting

Earlier viral suppression

Treatment as prevention




Rapid Start Protocol

Positive HIV
Screening

Intake, labs, No Consent
consent for
test & treat
L~
v
e
. Schedule routine
Same-day ART initiation .
. physician
& adherence counseling .
appointment
J in 4 weeks
[EST & TREAI (e
counseling,
confirm HIV VL
PROTOCOL o
[
Day 10: Adherence Reassessment of
counseling, confirm physician if non-
TB negative adherent or HIV
VL ti
negative )
[
Day 17: Adherence Reassessment of
counseling physician if non-
adherent or TB
ositive
positiv )

Day 24: Physician
visit, lab review,
and adherence
counseling
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Observational Study Design

TEST & TREAT

Tmmmm;

- 8 months - Primary Endpoint = 18 months - Secondary Endpoint ‘




* Observational Study Design
= August 2018 to June 2019

* Primary endpoint: HIV-1 RNA < 50 copies at 9 months

26
_Newly
9 MIONTHS | Liguosed

METHODS:

Test & Treat
Protocol




= August 2018 to June 2019: 26 enrolled
“ July 2019 to February 2020: 18 more enrolled

_ * Secondary endpoint: HIV-1 RNA < 50 copies at 18 months

METHODS:

18 MONTHS

Test & Treat Standard
Protocol - Protocol




* Newly diagnosed (within 14 days of new HIV positive test)
with proof of positivity

| N C LU S | O N = Willing to start medications (HIV Med Readiness Scale)

CRITERIA = Verbal consent

= Willing to bring all information for HDAP to initial
(for test and treat) appointment




* Newly diagnosed > 14 days ago

= Unwilling to start meds immediately or low scoring HIV
Med Readiness Scale

“ No consent

EXC I_U S | O N = Active tuberculosis
C R ITE R | A = Cryptococcal meningitis

(for test and treat) = Acutely ill (alarming signs of fever, cough, night sweats,
weight loss, or persistent headache) or need for
immediate hospitalization




Baseline
Characteristics

Age
Race
White

African American

Hispanic

Asian
Sex

Male

Female
Transgender

Mean initial CD4
CD4 < 200

Mean initial
HIV-1 RNA

HIV-1 RNA > 100,000

33.57

59.1%
18.2%
18.2%
4.5%

81.8%
9.1%
9.1%
504
13.6%

203,712

21.3%

Baseline Test & Treat Standard
Characteristics n=22 n=22

33.45

63.6%
13.6%
18.2%
4.5%

12.7%
21.3%
0%
461
18.2%
714,258

22.1%



VIROLOGIC OUTCOMES
Test & Treat 9 months standard 9 months

= Test & Treat 18 months = Standard 18 months

VIROLOGIC

OUTCOMES

0% (0% - [e%] [o%T==i=

HIV-1 RNA >50 No virologic data




RESULTS

Days To Fir;t Physician
Appointment

" Test & Treat

m Standard




RESULTS

Days To Viral Load Suppression

# Test & Treat = Standard




= MSM. Diagnosed 1 day prior. Previous male partner
reported that he is HIV positive and that the patient
needs to get tested. Admits to not using condoms with
the previous partner and was in a relationship with him

_ for 2 years but broke up Jan 2017 with no further sexual

relations with him.

“ He has had a few other partners since then and did use
P ATl E NT C AS E condoms. Now he is in a relationship for about 1 year
with current male partner who is HIV negative and they
always use condoms and his current partner was
previously on PrEP but no longer.

= Pt lived in Mexico where he was tested and was HIV
negative 3 yrs ago but moved to Ireland for 6 months
and then moved to Tulsa after his breakup above about
2 years ago. Denies IVDA, tattoos, or blood transfusions.



= Risk factors

= Partner history and status, use of condoms?

P ATl E N-l— = Previous testing

H |STO RY = Review other medical history and meds




Choices:

0 = not at all ready (patient refuses to do so)

= 1 = somewhat not ready (patient does not think s/he can

HIV MEDICATION do s0)

2 = unsure (patient needs more information before

READINESS
SCALE

doing so)

= 3 = somewhat ready (patient accepts s/he has to do so)

4 = completely ready (enthusiastic; agrees completely
to do so)



HIV MEDICATION

READINESS
SCALE

HIV Medication Readiness Scale:
Ready to take medications for a long time 4

Ready to carry the medications with you to all of your
activities 4

Ready to take the pills each day as prescribed 4

Ready to change your lifestyle to take your medications at a
specified time daily 4

Ready to use an alarm or cell phone to remind you to take
your pills 4

Ready to go to bed and wake up at consistent times to avoid
missing doses 4

Ready to continue taking medications even if you feel ill 4



Symptoms:
= Cough no
* Fever no

“ Night sweats no

ANY ALARMING

= Weightloss no

SY M PTO I\/I S ? “ Persistent headache no

= Active tuberculosis and cryptococcal meningitis are
contraindications for rapid start of ART.




_ » The patient understands that initiation of ART without
baseline laboratory data could lead reactivation
tuberculosis, emergence of opportunistic infections, or
a regimen switch at a later date based on resistance
testing. However, rapid initiation of ART can lead to
VE R BAL improved engagement and retention in care and
CO N S E NT adherence to treatment. These risks and benefits were

discussed with the patient, and the patient agrees to
proceed. All new patient labs will be drawn today. The

patient's readiness scale was assessed, and the patient
is willing to comply.



= If CD4 < 200, we will need to initiate PJP prophylaxis.

IMMEDIATE LAB

= If quantiferon positive, then patient will need to obtain

FO LLOW U P an immediate CXR to rule out active TB.




ADHERENCE

COUNSELING

Show videos from www helpstopthevirus.com
= The Goal of Undetectable

= B Reasons to Stick To Treatment

Discuss the importance of use of condoms and
disclosure of status

Discuss the importance of adherence to daily therapy

Discuss noncompliance can lead to resistance to
medications, AIDS, death, and transmission to others

Discuss the benefit of meds to long-term prognosis and
that HIV is a chronic illness, not a death sentence.


http://www.helpstopthevirus.com/

2 rapid or 1 serologic test to confirm HIV diagnosis

Within 14-day window of new diagnosis

HIV Medication Readiness Scale

EVALUATION

No alarming symptoms

Verbal consent obtained

Adherence and prevention counseling completed




REGIMENS -9

MONTHS

Time to physician appointment decreased from 46 days

to 6 days

Time to viral load suppression decreased from 95 days

to 56 days

14
Test & Treat
I
7 (50%) 4 (29%)
BIC-TAF-FTC DTG-TAF-FTC

3 (21%)
DRV-TAF-FTC




REGIMENS — 18

MONTHS

Test & Treat Regimens

Standard Regimens




START

TREATMENT

Take with/without food at same time daily

Potential side effects

Use pill boxes or phone/alarm reminders/apps to assist
Review drug-drug interactions

Confirm HDAP approval and/or insurance coverage

Provide instructions and phone # on pre-printed sheet
for patient to call pharmacy today

Provide samples if waiting period for drug access



LABS TODAY

CD4

Viral load

CBC

CMP

Lipid panel
RPR
Quantiferon
Urine GC/CL
Hepatitis panel
Genosure

HLA B5701
Toxoplasma antibodies

HCG test if female (optional)



Rapid Start Protocol

Positive HIV
Screening

case Mmger Intake, labs, No Consent

consent for

Peer Advocate test & treat
~ =

1 i PP Schedule routine
, SICIan Same-day ART initiation -
physician

& adherence counseling appointment

J

J in 4 weeks
TEST & TREAT Case Managex | ows e
counseling,
P ROTO CO I_ @hone) confirm HIV VL
positive
# P
Day 10: Adherence Reassessment of
case Mmger counseling, confirm physician if non-
TB negative adherent or HIV
VL negative

e v
Case Manager
counseling physician if non-
adherent or TB

(phomne) positve |

Day 24: Physician

(0] (0]
PhYSlClm visit, lab review,

and adherence
counseling
J




= Day 3:adherence phone call, verify HIV VL positive and
assess need for PJP prophylaxis

= Day 10: adherence visit, verify quantiferon negative

FO LI—OW U P * Day 17:adherence phone call

= Day 24: physician visit, review labs, re-draw labs to
assess response to therapy, adherence counseling




CASE

FOLLOW UP

Initial visit and labs: 7-26-19 (CD4=328,VL=1933)
Started on BIC-TAF-FTC same-day with co-pay card.
Case manager follow up Day 3, 10, & 17.

Next visit Day 24 and labs: 8-28-19 (CD4=366, VL=UD)
Genosure: no resistance

Quantiferon neg

Hepatitis panel negative

Partner HIV negative and on PrEP

Retained in care. Last visit 6-1-20. Last CD4=551,VL=UD



Test & Treat
antn-ﬂwup Retention

_ 59

= Retention Lost 1o follow up Moved

RETENTION

Standard

Lost to followup
G/22)

23% | Retention
(11/22)

® Retention Lost to follow up Moved
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THANK YOU!

If you would like to receive continuing education
credit for this activity, please visit:
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