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Introductions

= Name

= Preferred gender pronouns, if any
= Workplace/Agency

= Your goals for today’s program

Midwest AIDS Training + Education Center



Objectives

= |dentify current trends in the HIV epidemic and
implications for patient care

= Describe the clinical course of HIV disease and common
manifestations

= Describe laboratory tests used to diagnose, assess and
monitor response to HIV treatment

= Explain current recommendations for managing the
primary care of Persons Living With HIV (PLWH)

Midwest AIDS Training + Education Center



Objectives

= Explain current HIV treatment guidelines for the use and
management of antiretroviral therapy (ART)

= Describe common legal, emotional, and psychosocial
Issues that impact PLWH

= |dentify systems of power and stigma that affect the
primary care of PLWH

Midwest AIDS Training + Education Center
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Epidemiology

study of the distribution and determinants of health-
related states and events in specified populations
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the branch of medicine that deals with the incidence, distribution, and possible control of diseases and other factors relating to health. (google)

HIV/Aids video
- 80s was a new epidemic for HIV Aids.
Normal trajectory for an epidemic is a bell curve, with HIV, it has defied every type of logic that we have known in epidemiologic history. 
It’s a unique virus (politically and ??)



HIV/AIDS: The New Paradigm

= Once a universally terminal iliness
= now a chronic, manageable disease

= Similar to other chronic, manageable diseases
= Today, Persons Living With HIV (PLWH) are more likely
to die from non-HIV related causes
= World-wide: tuberculosis
= U.S.: cardiac, non-HIV related cancers, COPD, liver-related

= There is optimism and a strategic plan to get to zero new
infections in lllinois by the year 2030

Midwest AIDS Training + Education Center



What part of the world leads in HIV disease burden?

A. United States and Europe > 3% 3%

B. Asia

C. [Africa]




Number of new HIV infections in 2017 and change since 2010

E. Europe and Asia Pacific
Central Asia

= rso,ooo i Hzau.unn

1.8 million
people newly
infected in
2017 globally
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and M. America

Decrease in
number of new
infections across
the global
population each
year since 2010
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Western and
Central Africa

Latin America
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Source: UNAIDS Data 2018

Avert) wWww.avert.arg

https://www.avert.org/global-hiv-and-aids-statistics accessed 11/18/2019
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https://www.avert.org/global-hiv-and-aids-statistics accessed 11/12/2017

https://www.avert.org/global-hiv-and-aids-statistics

Review of HIV Epidemiology

= Continental Africa still has the majority of HIV infections
worldwide, followed by the Americas and Europe

= HIV no longer leading cause of death in Africa
= #2, after lower respiratory infections
= [n Eastern and Southern Africa, the number of people

living with HIV on ART has more than doubled since
2010, reaching almost 12.5 million people by June 2017.

= New HIV infections in Eastern and Southern Africa have
declined by a third in just six years, while AlIDS-related

deaths in the region plummeted by 42% over the same
period.

http://www.unaids.org/en/resources/presscentre/featurestories/2018/april/turning-point-
for-africa
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http://www.businessinsider.com/hivaids-is-no-longer-the-leading-cause-of-death-in-africa-2017-8?amp accessed 8/27/17
1995- http://www.nytimes.com/1996/02/16/us/aids-deaths-continue-to-rise-in-25-44-age-group-us-says.html?mcubz=1 (1995 was peak of HIV deaths)
http://www.kff.org/hivaids/fact-sheet/black-americans-and-hivaids-the-basics/
https://www.cdc.gov/nchs/data/nvsr/nvsr65/nvsr65_05.pdf (2014 data)



HIV in the United States

= More than 1.1 million people in the US are living with HIV
1in 7 living with HIV

are unaware of their infection.

https://www.hiv.gov/hiv-basics/overview/data-and-trends/statistics accessed 11/18/19
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http://www.cdc.gov/hiv/statistics/overview/ataglance.html
https://aidsvu.org/resources/aidsvu-hiv-infographics/ accessed 11/12/2017

- Most current to-date data available. 
We are comfortable selling sex, but not comfortable talking about sex. 
We have been able to decrease the amount of diagnoses by 19% in the last decade. 
Still have problems in certain populations- communities of color, impoverished communities, MSM, 
Since 2010, there has been a slower increase. 

https://www.hiv.gov/hiv-basics/overview/data-and-trends/statistics

HIV Epidemiology, United States

= More PLWH than ever before
= The epidemic is highly concentrated in the South

= Gay and bisexual men and populations of color are most
impacted by HIV infection

= For African American gay and bisexual men, there is a 1:2
lifetime risk of acquiring HIV

= For gay and bisexual Latino men, 1:4 lifetime risk of
acquiring HIV
= WWomen of color are disproportionately affected

Midwest AIDS Training + Education Center
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?? Diagnosis surpasses death
?? Highest rate among US women

MSM= gay, bisexual, and other men who have sex with men
http://www.kff.org/hivaids/fact-sheet/black-americans-and-hivaids-the-basics/


OF THE 38,/39 NEW HIV DIAGNOSES IN THE US
AND DEPENDENT AREAS IN 2017

COLMEY . 125PYWERE
W86 WERE © 90Ky © WEREAMONG * AMONG GAY AND
AMONGGAYAND © WEREAMONG PEOPLEWHO * BISEXUAL MEN

BSEUALIEY  HETEROSEIALS™ NECTORUGS - HONEC
COPWDT  DRUGS

Source: https://www.cdc.gov/hiv/pdf/statistics/overview/cdc-hiv-us-ataglance.pdf
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New HIV Diagnoses in the US and Dependent Areas
for the Most-Affected Subpopulations, 2017
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New HIV Diagnoses by Age in the
US and Dependent Areas, 2017
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Source: https://www.cdc.gov/hiv/pdf/statistics/overview/cdc-hiv-us-ataglance.pdf
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AFRICAN AMERICANS are by far the most affected raclal/ethnlc group with a lifetime HIV risk of:

1N 20

for African American men

I, 40 20 40 40 40, 0 40 40, 40 40\ 40 40 40 40 41
1 IN 2 mﬂmﬂmmmmmmmmmmam.
for African American @@MM@M@@NMMMMM\N -

gay/bisexual men

for African American women

AIDSVU.ORG SOURCE: US CENTERS FOR DISEASE CONTROL & PREVENTION
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You are beautiful. You are whole.
You are more than enough.
Everything about you creates the
beauty that is you... | don't think
the typical young, Black, Hispanic,

gay or bisexual man hears that
enough from their communities.

REV. E. TAYLOR DOCTOR
CAPACITY BUILDING MANAGER AT HEALTHHIV
AND ORDAINED MINISTER

We want every Black Gay Man

to know that he is valuable. If he
knows that, then we can ask him
to stand up and advocate against
issues like racism, discrimination,
and homophobia.

RICH HUTCHINSON
CO-FOUNDER OF THE HE IS VALUABLE PROJECT
YMSM PROGRAM SPECIALIST AT NAESM




|f current rates persist:

N B
-IN HISPANIC/LATINO GAY
| AND BISEXUAL MEN
will be DIAGNOSED WITH HIV

during their lifetimes

AIDSVU.ORG SOURCE: CDC AIDSVul® nusgAao ‘
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g

ses among White gay and bisexual men
\ oses for both Black and Hispanic
bisexual men increased.

HISPANIC/LATINO MSM

BLACK MSM

CHANGE IN ANNUAL NUMBER OF NEW HIV DIAGNOSES, 2008-2016

AIDSVU.ORG SOURCE: U.5. CENTERS FOR DISEASE CONTROL AND PREVENTION AIDSVuo
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New HIV diagnoses in the United
States, 2017

= Heterosexual contact : 24% (10,527) of estimated HIV
new diagnoses

= Women: 19% (8,328) of estimated HIV diagnoses
= heterosexual contact (87%, or 7,242)
= injection drug use (13%, or 1,045)

= |njection drug use: 6% (2,635) of estimated HIV
diagnoses

http://www.cdc.gov/hiv/statistics/overview/ataglance.html

Midwest AIDS Training + Education Center


Presenter
Presentation Notes
http://www.cdc.gov/hiv/statistics/overview/ataglance.html

-anyone who has unprotected sex are at risk for HIV
Heterosexual contact is 24% of HIV diagnoses. 
Women- 19%
PWID- 6%- sterile needles, methadone, etc… (what are the advances in injection drug use community)** 


Impact on women, 2017

0 O
-
0 O

e o
04% oF WOMEN

One in five new HIV living with HIV in the U.S._ are
diagnoses in the U.S. Black, though Black women are
are among women 13% of the female population

https://www.hiveonline.org/prep4women-disparities/ accessed 11/12/2018
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https://www.hiveonline.org/prep4women-disparities/
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Where are the most cases of HIV in the US?

259 259 252 %

A. Northeast
B. Midwest
C. West
D.South




Lifetime risk of HIV (2016, CDC)
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Are people still dying of HIV/AIDS?

A. Yes
B. No




Chicago data (2017)

Number of people living with HIV, 2017 Percent of people living with HIV, by Race/Ethnicity, 2017
19,704 51.0% Black | 20.9% Hispanic/Latinx | 22.0%
White

Percent of people living with HIV, by Sex, 2017
81.2% male | 18.8% female

New HIV Diagnhoses HIV Mortality

Number of new HIV diagnoses, 2017 Number of deaths of people with HIV in Chicago, 2017
743 171

Number of new HIV diagnoses, by Sex, 2013-2017 Number of deaths of people with HIV in lllinois, 2016
84.2% male | 15.8% female 539

Number of new HIV diagnoses, by Race/Ethnicity, 2013-2017
54.2% Black | 21.8% Hispanic/Latinx | 18.5%
White

https://aidsvu.org/local-data/united-states/midwest/illinois/chicago/ accessed 11/18/19
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https://aidsvu.org/local-data/united-states/midwest/illinois/chicago/

Chicago (2017)

= 752 persons were newly diagnosed with HIV

= 367 persons were newly diagnosed with AIDS

= 23,824 persons living with HIV, highest it has ever been

= More HIV infection diagnosis occurring among men than women

= Largest proportion of HIV infection diagnoses occurred among in
Non-Hispanic (NH) blacks

= Persons age 20-29 years were 38TH% of all new diagnoses
= Burden of disease is in young black gay and bisexual men

= Highest rates of new HIV diagnosis: Uptown, Chatham, and
Washington Park

= Highest rates of PLWH: Uptown, Edgewater, Rogers Park, and South
Shore

CDPH 2018 HIV/STI Surveillance Report

Midwest AIDS Training + Education Center



HIV IN ILLINOIS

In 2015, an estimate New HIV transmissions in lllinois has nearly
lllinois dropped by nearly

38,314 289 ELIMINATED

people were living with HIV perinatal HIV transmission
in lllinois over the decade from 2006-
2015

Cay, bisexual and other men

1 3 who have sex with men
made up

of people living with HIV in

the state are covered by the

ACA and Medicaid
of persons living with HIV in

the state in 2015

Source: https://gtzillinois.hiv
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https://gtzillinois.hiv/
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https://gtzillinois.hiv/

Conclusions Thus Far

= Chronic, manageable illness
= Mortality from HIV/AIDS decreasing
= New infections declining overall
= Highest impact
= Gay and bisexual men
= Persons of color
= Communities of high economic hardship
= Chicago has new infection rate equal to the southern states

Midwest AIDS Training + Education Center



HIV CARE CONTINUUM
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It took Reagan 3-4 years to mention the word AIDS because there were certain populations that were not deemed worthy. 
Video of Reagan joking about AIDS and being gay. 
Video of the HIV Care Continuum 


What is the treatment cascade?

A. |Another name for care continuum

A musical group of healthcare
professionals

o

C. Away to determine if patients

receive duplicate treatments for
the same iliness
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What is it for?

= |t is a way of measuring PLWH along the pathway from
diagnosis to viral suppression

= Diagnosis

= Engaged in Care

= Prescribed ART

= Virally Suppressed

https://www.aids.gov/federal-resources/policies/care-continuum/
https://www.cdc.gov/hiv/pdf/library/factsheets/cdc-hiv-care-continuum.pdf
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Linked to care:  diagnosed with HIV in a given calendar year who had one or more documented viral load or CD4 test within 90 days of diagnosis. Calculated using NHSS data from states and D.C. that have complete laboratory reporting. The NHAS 2020 indicator has changed to linkage within 30 days of diagnosis; consequently, the 30 day linkage measure is the measure that will be monitored

“engaged in care,” measured as the percentage of people living with HIV who had at least one HIV medical care visit during the survey’s sampling period. NHSS data from states and D.C. that have complete laboratory reporting can also be used to determine “in care” and “retained in care.” NHSS data from states and D.C. with complete reporting of CD4 and viral load test results are used to estimate those “retained in care,” measured as the percentage of diagnosed individuals who had two or more documented viral load or CD4+ tests, performed at least three months apart.


MMP data are used to estimate the number and percentage of people receiving
medical care and whose most recent HIV viral load was less than 200 copies/mL.
NHSS data from states and D.C. that have complete laboratory reporting can also
be used to determine viral suppression.

MMP data are used to estimate the number and percentage of people receiving medical care and whose most recent HIV viral load was less than 200 copies/mL. NHSS data from states and D.C. that have complete laboratory reporting can also be used to determine viral suppression.


HIV Transmission Stage of Care

TODAY'S NEWS IN A MINUTE

HIV TESTING AND TREATMENT FOR HEALTH AND PREVENTION:

HOW HIV TRANSMISSIONS DECREASE
AS PEOPLE GO THROUGH CARE

Source: Centers for Disease Control and Prevention
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https://www.cdc.gov/nchhstp/newsroom/2015/hiv-transmission-stage-of-care.html

<iframe width="855" height="428" src="https://www.youtube.com/embed/sj48fpiUG8E" frameborder="0" allowfullscreen></iframe>


HIV TRANSMISSIONS IN 2016

% OF PEOPLE ACCOUNTED FOR X% OF
WITH HIV STATUS OF CARE NEW TRANSMISSIONS*

15% didn’t know they had HIV 38%
0, knew they had HIV but 0,
23 /0 weren’t in care 43 /0
0 in care but not virally 0
11 /0 suppressed 20 /0
taking HIV medicine and
51 °/o virally suppressed 00/0
*Values do not equal 100% because of rounding SOURCE: Vital Signs, 2019

ENDING THE HIV EPIDEMIC: A PLAN FOR AMERICA

Diagnose HIV as Treat HIV quickly Protect people Respond quickly

early as possible and effectively at risk to clusters of
new cases

bit.ly/2DW9Deb

Vitdlsigns (g e

“

www.cdc.gov/vitalsigns/end-HIV hon

C5206484-
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HIV Continuum of Care, Chicago, 2017

= 82% of those diagnosed w HIV were linked to HIV
medical care within one month of diagnosis

* By 12 months post-diagnosis, 92% of the newly
diagnosed had been linked to medical care

* 63% had accessed care (having at least 1 medical visit)

» 36% were retained in care (having at least 2 visits)

» Less than 50 % were considered to be virally
suppressed (HIV viral load < 200 copies/mL)

STI/HIV Surveillance Report 2018, City of Chicago CDPH

Midwest AIDS Training + Education Center



Figu re 1.1: HiVv Continuum of Care Among Cases 13 Years and
Older, Chicago, 2016 (as of 9/26/2017) with 2020
National HIV/AIDS Strategy Indicators #4-6(red)

| I

# New HIV % Linked to Care % Linked to Care % Linked to Care % Linked to Care # Diagnosed thru® Accessing Care % Retained in  # Personswith at % Virally
Diagnoses (2016) within 1 month wilhin 3 months within 6 menths  within 12 2015 and living (at least 1 visit in Care (at least 2 least 1 Viral Load Suppressed (<

0%

20%

10%

0%

(a) of HIV diagnosis of HIV diagnosis of HIV diagnosis months of HIV with HIV in 2016 2016) (g) visits in 2016, 3 test in 12 200 copies/mL)
) {c) (d) diagnosis (e) {f) months apart)  months (i) (i)
(h)

https://www.chicago.gov/content/dam/city/depts/cdph/HIV_STI/HIV_STISurveillanceRep
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National HIV Prevention Objectives
for 2020

* Increasing the percentage of PLWH who are diagnosed
to 90%

* Increasing the percentage of persons newly diagnosed
PLWH who are linked to care within one month to 85%

* Increasing the percentage of PLWH who are retained in
care and taking ART to 90%

* Increasing the percentage of PLWH with viral
suppression to 90%, with an emphasis on youth and
persons who inject drugs

https://www.hiv.gov/federal-response/national-hiv-aids-strategy/overview

Midwest AIDS Training + Education Center
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9/20 Include all PO’s for 2020
https://www.hiv.gov/federal-response/national-hiv-aids-strategy/overview accessed 8/27/17


National HIV/AIDS Strategy Goals

Reduce new infections

Increase access to care and improve health outcomes for
people living with HIV

Reduce HIV-related health disparities and health
iInequities

Achieve a more coordinated national response to the HIV
epidemic

https://www.hiv.gov/federal-response/national-hiv-aids-strategy/overview

Midwest AIDS Training + Education Center
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If anyone wants to read about all the strategy objectives, they are listed here online, about 15 or 16


Ending The Epidemic: A Plan for America

The plan will fund three major areas of action:

= |ncreasing investments in geographic hotspots through our
existing, effective programs, such as the Ryan White HIV/AIDS
Program, as well as a new program through community health
centers that will provide medicine to protect persons at
highest risk from getting HIV.

= Using data to identify where HIV is spreading most rapidly
and guide decision-making to address prevention, care and
treatment needs at the local level.

= Providing funds for the creation of a local HIV Health Force in
these targeted areas to expand HIV prevention and treatment.

Our efforts will focus on four key strategies that together can end
the HIV epidemic in the U.S.: Diagnose, Treat, Protect, and
Respond

Midwest AIDS Training + Education Center



| Ending _G OE-:_

| the
HIV
| Epidemic 75%
reduction in new
HIV infections
in 5 years

and at least
00%

reduction

g in 10 years.
www.hiv.gov

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

i w -

ALABAMA ARKANSAS KENTUCKY

MISSISSIPPI MISSOURI

L

NUMEBER OF PERSONS NEWLY DIAGNOSED WITH HIV, 2016

S e oew ow DKE S oMs SOUTH
sl CAROLINA
NUMBER OF PERSONS NEWLY
L@ﬂ.ﬂ'ﬂﬁ“ﬂ_ ;'h SAN JUAN - NUMBER OF PERSONS NEWLY DIAGNOSED WITH HIV, 2012-2016 DIAGNOSED WITH HIV, 2016
= ?“':‘:?l-“h‘ 5-8 9-n 12-% -1 -9 0-30 f,’ | saem T-m s ' [ Tn 76125 126-300 | 201-400

RN

: B B51-1200 1201237 2376+

AIDSVuU.ORG SOURCE: U.S. CENTERS FOR DISEASE CONTROL AND PREVENTION AlDSVuQ
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Ending The Epidemic

= Of the 48 highest burden counties targeted by the
initiative, 48% are in the South.

* |n 67% of the 48 target counties and DC, the percent of
people living in poverty is higher than the national
average.

= Most of the 48 target counties fall in states with a high
unmet need for PrEP.

https://aidsvu.org/resources/ending-the-hiv-epidemic/ accessed 11/18/2019

Midwest AIDS Training + Education Center
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HIV screening

Have you, as a health care consumer, ever been
offered an HIV test?

A. Yes
B. No
C. Uncertain




Have you ever had to advocate for yourself
and request an HIV test?

A. Yes
B. No
C. Uncertain




Routine HIV Screening

= Since 10/2006, CDC has recommended routine HIV
screening in all health care settings for all patients 13-64
years of age

= Repeat screening is recommended annually for those at
continuing risk

= |llinois now permits HIV testing based on a patient’s
verbal consent after being given mandatory pretest
information

Midwest AIDS Training + Education Center


Presenter
Presentation Notes
If we normalize HIV testing, it reduces stigma


In practice, why test?

~ 14% HIV cases are undiagnosed
Routine testing reduces HIV-related stigma

Awareness of sexual risk factors leads to reduced high-
risk sexual behaviors and fewer new infections

Early initiation of ART (antiretroviral therapy) is now the
standard of care

= Getting patients enrolled in routine care early helps
maintain optimal health

= Sustained ART achieves viral suppression and reduces
further transmission (treatment as prevention-TasP)

Midwest AIDS Training + Education Center
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9/20 Treatment as Prevention�14% undiagnosed HIV: https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6424a2.htm, accessed 12/2/16


DISCUSS: Challenges of Implementing
CDC HIV Testing Guidelines

 Why have we been so slow and ineffective in
implementing CDC HIV testing guidelines in all practice
settings?

= Brainstorming: What can we, as HIV care providers and
coordinators of care, do to promote the uptake of HIV
testing?

= What impact would increased HIV testing potentially have
“‘downstream™?

Midwest AIDS Training + Education Center



HIV Diagnosis Challenge

= The challenge with HIV diagnosis is the time it takes the body to
develop antibodies

Window Period

‘ “iral Load Anti-HIW Antibody
Window Period
/ ;‘_’.‘15{}(7 \ ﬁ
; 90%, : ; Antibodies J '
o\ 3 G Detected |9 12
Infection Months from Infection
Occurs

(90% diagnosed by 3 months, 100% diagnosed by 6 months)

Midwest AIDS Training + Education Center
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9/20 We need to understand this better and be able to explain the graphic, and perhaps find a better graphic?
http://slideplayer.com/slide/6152507/ from North Dakota Dept. of Health


Generations of HIV Tests

= In response to this delay, multiple “generations” of HIV testing have been

developed
= Each generation has improved on the time from actual infection to being able to

detect antibody or antigen dramatically

I I Ly 0
Days 0 10 20 30 40 50 &0 70 80 90 100

L drd Gen. HIV antibody EIA

Detectable p24 antigen EIA

+—4t-| Gen. HIV p24 Ag + antibody EIA
MAT Detectable HIV RMNA
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http://www.rnceus.com/fl2hiv/test2.html


Diagnostic Tests for HIV Infection

Assay Type Indicated Uses
4t - .
.| Determine® screening for both acute
generation HIV-1 / HIV-2 Ab / Ag| and chronic HIV infection
dual assay i i 9

= detects p24 antigen within 10-14 days of
infection

= detects antibodies to HIV-1 or HIV-2 within 4 wks
= positive Ag must be confirmed with NAT
= positive Ab must be confirmed with Multi-spot

Midwest AIDS Training + Education Center
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Stress the importance of confirmatory in at least 2 platforms nucleic acid test 


4t Generation Testing

4th generation HIV-1/2 immunoassay

v v
(+) (-)

Negative for HIV-1 and HIV-2
l antibodies and p24 Ag

HIV-1/HIV-2 antibody differentiation immunoassay
I
' . . '

HIV-1 (+) HIV-1 (-) HIV-1 (+) HIV-1 (-)

or indeterminate

HIV-2 (-) HIV-2 (+) HIV-2 (+) HIV-2 (-)
HIV-1 antibodies HIV-2 antibodies HIV antibodies *
detected detected detected*
RNA
v v
*Additional testing required to rule out dual infection RNA {+} RNA (']

https://aidsetc.org/guide/expedited-hiv-testing
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https://www.hptn.org/sites/default/files/2016-06/01%20Estelle%20Pinowar-Manning%20-%20FINAL.pdf




Which group accounts for most HIV
transmissions?

A. HIV infected, not diagnosed
B. E—IIV diagnosed but not retained in]

care

C. Retained in care but not
prescribed ARV

D. Prescribed ART but not virally 0% 0% 0% 0% 0%
suppressed _&6 . N

E. Retained in care and virally = & @’“@ &oo*“ &
suppressed z&&f & 8&@*"’ zf" ob.\of
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B. HIV Diagnosed, but not retained in care. 
- 



Answer

= PLWH not retained in care accounted for the most
transmissions (61.3%).

Skarbinski, et al. JAMA Intern Med. 2015;175

Midwest AIDS Training + Education Center
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Treatment as Prevention

People living with HIV who take HIV medicine as
prescribed and get and keep an undetectable viral load
have effectively no risk of transmitting HIV to their HIV-
negative sexual partners.

https://www.cdc.qgov/hiv/risk/art/index.html
updated 11/3/2017

Midwest AIDS Training + Education Center
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How many of you have had antibiotics in the past year? How many of you completed your prescription? It’s hard to comply, even if we know we need to comply. 
Most HIV+ patients are diagnosed when they feel good. Most people take meds when they don’t feel well, so they will feel better, but once they feel better, they don’t want to take meds anymore. 

https://www.cdc.gov/hiv/risk/art/index.html

Undetectable
— Equals Untransmittable

NAM supports the Consensus Statement on the risk of sexual
transmission of HIV from a person living with HIV who has an

undetectable viral load.
www.preventionaccess.org/consensus

Published 07 February 2017

AETC aem® 58
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https://www.aidsmap.com/page/3116508/


Treatment as Prevention

= Not all persons taking ART are undetectable
= Relies on partner’s report
= Part of prevention toolkit

= Condoms

= Seroselecting partners

= PrEP

= We don’t want to further stigmatize those for whom
becoming undetectable may not be an achievable goal or
a personal goal.

= |f it is, we should do our best to connect them to the
resources to enable them pursue their goals.

Midwest AIDS Training + Education Center



Clinical Spectrum of HIV Disease




HIV/AIDS

= HIV: Human Immunodeficiency Virus
= AIDS: Acquired Immuno-Deficiency Syndrome

= Virus attacks CD4 or (T-cells), CD4 cells die

= Low CD4-cells causes body to lose ability to fight
iInfections

= CD4-cells less than 200 is an AIDS diagnosis

Midwest AIDS Training + Education Center
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Difference between HIV and AIDS:
AIDS CD4-cells are under 200 or they present with an opportunistic infection or you can have both low CD4 count and OI. 
Once you have an AIDS diagnosis, you always have an AIDS diagnosis. Once your CD4 count increases and you are virally suppressed, your immune function recovers, but you will always have an AIDS diagnosis. 
Stage 1 vs Stage 4 for cancer, this type of analogy can also be used for HIV…it’s a progression. HIV is stage 1 and the progression to AIDS is like stage 4. 
Co-morbidity definition? 


When you get infected with HIV, your cells respond to some things that they encounter; they make immune system antibodies to fight the HIV infection (antigen).
When you have AIDS, it is nearly complete destruction of your immune system, so you have severely limited ability to respond to infections, and each person’s individual response to come back and have CD4 cell recovery varies. A person will never be able to come back to 100% healthy immunity and one may get a varied immune response. 


Fast facts

= HIV cannot multiply on its own

= HIV attaches to an immune system cell - the CD4 cell

= it then fuses with the cell

= it releases viral RNA into the cell

= it uses the cell's machinery to make a DNA copy of the RNA
= it integrates the DNA copy into the cell's DNA

= it uses the DNA to make HIV proteins and new HIV RNA

= these assemble into full HIV viruses as they are released
Different HIV treatment medications stop these steps:

attachment, fusion, copying the RNA into DNA,
iIntegration, protein assembly, and maturation

Midwest AIDS Training + Education Center



Destruction of CD4 Cells by HIV

* HIV uses CD4 cells’ genetic material to create more HIV
virions
= HIV virions bud off the host cell, utilizing the CD4 cell
membrane, destroying it
= When CD4 cells are destroyed, multiple functions of the
Immune system are lost
= Eventually PLWH become vulnerable to opportunistic
infections
= Antiretroviral therapies can interfere with the replication
process, inhibit viral production and prevent further CD4
cell destruction

Midwest AIDS Training + Education Center



Relationship between CD4 Count and Viral Load

T-Cell Count+ distance to crash, HIV RNA= speed of train

Viral load = Speed

1000
10,000

100,000

AIDS

///

-i—i——i——ll——l——————

I1000 900 800 700 600 500 400 300 200
CD4+ Count = Distance
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As viral load goes up, CD4 goes down.   The rate that CD4 or T cells are destroyed is determined by the amount of viral load in the blood.

The higher the cd4 count, the less the viral load. The higher the viral load, the lower the cd4 count. 
Since 1993, the cd4 count has been 200 because women didn’t present with the same Ois. 
One of the things that happens when our immune system declines is immune system memory. 
How quickly cd4 cells are destroyed is based on how much virus is in the blood. The lower the viral load, the less virus in the blood. The higher the viral load, the faster the t cells will be destroyed and the more quickly one will progress to AIDS. 



Course of HIV Disease

1000




Acute / Primary HIV Infection

Most patients have an acute symptomatic iliness:

Fever 96% Headache

Swollen lymph node 74% Diarrhea

Sore throat 70% Oral or genital ulcers
Rash 70% Nausea/vomiting
Malaise 68% Abnormal liver/spleen
Muscle aches 54% Weight loss > 5 Ibs.
Low platelets 51% Neurologic symptoms
Low white cells 38% Oral thrush

32%
32%
28%
27%
14%
13%
12%
12%

Midwest AIDS Training + Education Center
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Sometimes when patients are initially becoming infected, they have severe, flu-like symptoms.  This is a great time, if a patient has multiple risk factors to offer an HIV test.  By identifying and treating a patient with acute HIV infection, it can help prevent some of immune dysfunction that occurs with prolonged HIV infection.  It cannot prevent infection, however.

HIV can live on a surface for 24 hours (verify this) 



Which of the following is NOT
considered an opportunistic infection?

A
B
C
D
E
F

. 1B
. Cryptococcal meningitis

[syphilis |

. Pneumocystis pneumonia
. Toxoplasmosis
. Oral candidiasis (thrush)

0%

0% 0%

0% 0%
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C. Syphilis 


Recognizing HIV-related Conditions

Common Symptoms
= Persistent fatigue " Rashes
= Recurrent fevers " Possible STls

= Chills/night = Oral infections
sweats = Body aches

= Persistent = Swollen lymph nodes
diarrhea

= Weight loss

Midwest AIDS Training + Education Center
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Get baseline labs (CD4 count and viral load) once someone has been diagnosed with HIV



Late Symptomatic Disease / AIDS

*Pneumocystis pneumonia (PJP)

* Toxoplasma encephalitis

=Candida esophagitis (thrush)
*Mycobacterium avium complex (MAC)
=CMV Retinitis

Midwest AIDS Training + Education Center
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If you breathe in and breathe out, you have been exposed to PCP and MAC, but our immune systems are built up to fight them. Other conditions like cancer, stress, long-term steroid use, breeches in immune system (even pregnancy is immune suppressive), can cause PCP and MAC. 
If you walked outside and kicked up leaves you can be exposed to MAC
We don’t get sick from these things because our immune systems are designed to fight them out, but if someone has AIDS, their immune system cannot fight this.  



CD4 & Risk of Clinical Disease

CD4 count

Acute retroviral syndrome Iﬂﬂzﬁﬂﬂ
Thrush, esophagitis, PCP P " 2200
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Months Years
Time after HIV infection
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Coordination of Care

= What are some tests and screenings that patients
typically need when they have a CD4 < 2007

= What are best practices for helping patients stay healthy
and live well until their CD4 count increases > 2007

Midwest AIDS Training + Education Center



Pneumocystis pneumonia (PJP)

Midwest AIDS Training + Education Center
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When a patient has PCP, it’s a dry cough, high fever, shortness of breath, and they are really sick. Many people will present with PCP as the first sign that they have HIV. 

What does a regular x-ray look like? Why is this PCP?  
This is outside of my expertise--still


PJP

= What are some things that you should be thinking about
when assessing a patient for PJP?

= What is an easy clinical test a clinician can do if you
suspect PJP pneumonia in your patient?

= As a case manager or health educator, what kinds of
things are you thinking about to promote improved health
and well-being?

Midwest AIDS Training + Education Center



Oral Thrush

Midwest AIDS Training + Education Center
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- Same organism that causes vaginal yeast infections, it’s just in the mouth. In women, if she has a vaginal yeast infection, she should be tested for HIV. For men, it’s mostly oral. 


Oral Candida (Thrush)

= What are some things that you should be thinking about
when assessing a patient for oral candida?

= What is an easy clinical test one can do if you suspect
thrush in your patient?

= As a case manager or health educator, what kinds of
things are you thinking about to promote improved health
and well-being?

= What are some things that you may need to advocate for
If your patient has thrush?

Midwest AIDS Training + Education Center



HIV Conditions Independent of CD4

Infections: Malignancies:
=Syphilis =Kaposi Sarcoma (KS)
=Tuberculosis *Lymphoma
=Hepatitis C *HPV Dysplasias
= Cervical dysplasia/carcinoma
Nervous SyStem: = Squamous cell carcinoma of
=H|V-associated anus
neurologic disease
*Neuropathy

Midwest AIDS Training + Education Center



Syphillis
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Hands: http://www.bestonlinemd.com/syphilis-signs-and-symptoms/

Chancroid: http://www.cdc.gov/std/syphilis/stdfact-syphilis.htm


Early Syphilis Late Syphilis
Prlmary —PSecondary @& |atent =W Tertiary

' Early | Late

~ 3 weeks ~ 6 weeks Weeks to

Years to
after after years after Decades after
infection infection infection infection

Can be transmitted congenitally, most likely during early stages

Neurologic complications can occur at any stage of syphilis

P
ODPHP Office of Disease Prevention
‘." and Health Promotion

Yoy,
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Syphilis: Screening, Treatment

= STl rates are at a record high in the US, make one more
vulnerable to HIV

= RPR is the standard test for syphilis, concentration of
infection is based on a titer of 1:?

= Previous screening and treatment history is needed to
make treatment decisions; goal of treatment is a four-fold
decrease In titer

= Benzathine penicillin G 2.4 MU IM single dose for primary
and secondary

= No previous screen > 1 year requires 1 dose x 3 weeks

= With higher titers, consider assessment for neuro and
ocular complications

Midwest AIDS Training + Education Center



Primary and Secondary Syphilis

Presentation

= chancre; rash (palms/soles)
Diagnosis:

= RPR

= LP if neuro symptoms (per guidelines), assess for vision
changes

= some experts recommend LP if titer >1:32 or CD4 <350
Treatment:

= benzathine penicillin G: 2.4 mil units IM

= |f rash, can treat as secondary, regardless of screening hx

= monitor titer: 4-fold 1 in 12-24 months

Midwest AIDS Training + Education Center


Presenter
Presentation Notes
HIVMA Primary care guidelines: a LP should always be performed with a reactive syphilis serology who have neurologic or ocular symptoms irrespective of past syphilis tx(http://www.hivma.org/hiv_guidelines/)

LP should be done in patients who experience serologic treatment failure (ie, whose notreponemal titers fail to decline 4-fold after stage-appropriate therapy or whose titers increase 4-fold if reinfection is ruled out), also HIVMA guidelines
HIV Clinical features: 
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http://emedicine.medscape.com/article/1083998-clinical

Back: http://www.aocd.org/?page=KaposisSarcoma


Kaposi Sarcoma

A cancer that develops from cells that line lymph or blood
vessels.

= usually appears as tumors on the skin or on mucosal surfaces
such as inside the mouth

= tumors can also develop in other parts of the body (lymph
nodes, lungs, or digestive tract

= abnormal cells of KS form purple, red, or brown blotches or
tumors on the skin called lesions
= skin lesions of KS most often show on the legs or face
= may look bad, but they usually cause no symptoms

= some lesions on the legs or in the groin area may cause the legs
and feet to swell painfully

KS can cause serious problems or be life threatening when the
lesions are in the lungs, liver, or digestive tract.

Midwest AIDS Training + Education Center



HIV-Associated Neurologic Disease

Stage 1: Mild
=fatigue, appetite and sleep disturbances
=decreased concentration, attention, short-term memory
=apathy, decreased interest, social withdrawal

Stage 2: Moderate
=decreased cognitive and / or gross motor functioning
*long-term memory deficits, slowed mentation/speech

Assess and REFER to neurologist when appropriate

Midwest AIDS Training + Education Center
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Key points: how to assess? Refer? MMSE, Montreal?

Summary: Monitor over time, ask caregivers, partners, spouses, family, friends if they notice any subtle changes; usually difficult to notice since they are subtle and slowly progressive




Diagnosis & Baseline Assessment




Diagnosis and linkage to care

= Diagnosis of HIV given to patient with linkage to care

= Offer mental health services, assess patient’s psychological
response to diagnosis, stabilize, educate, refer
= |nitial lab tests

= Routine health labs (lipids, blood counts, chemistry (kidney and
liver function)

= HIV genotyping
= Baseline hepatitis, STls (3-site), tuberculosis testing
= CD4 count and viral load

= HIV treatment recommendations are to treat all patients, some
consideration should be given to high VL or low CD4 counts

Midwest AIDS Training + Education Center



ART and Opportunistic Infection Treatment
Guidelines

= ART should start as soon as possible after diagnosis

= Opportunistic infection prophylaxis will be initiated if CD4
counts are under 200, additionally if below 100 and 50

= Newer recommendations offer flexibility of PJP
prophylaxis for patients with undetectable viral loads
whose CD4 count is between 150-200 for 3 months

= |t is important to assess for drug allergies (Sulfa drugs)
for patients who are prescribed SMP/TMX (Bactrim), and
do a G6PD for those who are prescribed dapsone

https://aidsinfo.nih.gov/guidelines/html/4/adult-and-adolescent-opportunistic-




Baseline Laboratory Assessment

»CBC (diff & platelets)

» T-lymphocyte subsets (CD4 count/ CD4 %)
»HIV-RNA PCR (viral load assay)

»Chem panel / GFR (LFTs, glucose, kidney function)
» Fasting lipids (NNRTIs & Pls can cause 7T lipids)

» Resistance test (genotype to check for mutations)
»HLA B-5701 [hypersensitivity to abacavir], optional

» Calculate renal clearance (may impact choice of
ART)

Midwest AIDS Training + Education Center



Baseline Laboratory Assessment

» Hepatitis panel (check for immunity/infection)
» Urinalysis (check for proteinuria)

» Quantiferon or PPD (check for latent TB)

» RPR

» Chlamydia and Gonorrhea

» Toxoplasma 1IgG titer if low CD4 (+ means risk of
toxoplasmosis)

» Pap test (refer for colposcopy if abnormal)
» Anal Pap test (if hx of anal sex)

» Chest X-ray (optional)

» Stool cultures (optional)

Midwest AIDS Training + Education Center



Primary Care Management of HIV
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Presentation Notes
This section describes current recommendations for managing the general health care of patients with HIV disease.


Objectives

= Explain the clinical management of the person living with
HIV (PLWH)

Midwest AIDS Training + Education Center



Opportunistic Infection Prophylaxis

=PCP (CD4 <150-200)
=Toxo (CD4 <100)
*MAC (CD4 <50)

=TB (if PPD+)
=Recurrent Candida
=Recurrent HSV

TMP-SMX, dapsone
TMP-SMX, dapsone

(no longer recommended)
INH + B; X 9 months
fluconazole, clotrimazole
acyclovir, valacyclovir

Midwest AIDS Training + Education Center



Vaccinations

=Prevnar
=Pneumovax

*Influenza
=Hepatitis A
=Hepatitis B
“HPV
=Tdap
*Polio
*MMR

=\/aricella

=Zoster
sMCV

prior to Pneumovax

g§-12 months after Prevnar, then in 5y & age

injection only

for all patients w/out documented immunity
for all patients w/out documented immunity
for males & non-preg females age 9 — 45y
as indicated and/or Td booster

inactivated vaccine only

for unvaccinated born after 1957 & non-preg;
contraindicated if CD4 <200

for non-immune born after 1980 & non-preg;
contraindicated if CD4 <200

for patients >age 50 with CD4 >200 (Shingrex)
meningococcal conjugate vaccine (Menactra®
or Menveo®)

Midwest AIDS Training + Education Center
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https://www.cdc.gov/vaccines/vpd/mening/public/index.html


Influenza inactivated (IIV) or
Influenza recombinant [Rl'u"]@

Influenza live attenuated
(LAIV)

Tetanus, diphtheria, pertussis
(Tdap or Td)

Measles, mumps, rubella
[MMR)

Varicella
(VAR)

Zoster recombinant

Zoster live
(ZVL)

Human papillomavirus (HFV)
Female

Human papillomavirus (HFV)
Male

Prneumococcal conjugate
(PCW13)

Pneumococcal polysaccharide
(PPSV23)

Hepatitis A
[Hepa)

Hepatitis B
[HepB)

Meningococcal A, C,' W, Y
(MenACWY)

Meningococcal B

Recommended Adult Immunization Schedule by Age Group
United States, 2019

_ 19-21 — m 2749 S 50-64 S m

1 dose annually
1 dose annually
1 dose Tdap, then Td booster every 10 yrs
1 or 2 doses depending on indication (if born in 1957 or later)

2 daoses (if born in 1980 or later)

2 doses
1 3!
2 or 3 doses depending on age at initial vaccination
2 or 3 doses depending on age at initial vaccination
1dose

1 or 2 doses depending on indication 1 dose
2 or 3 doses depending on vaccine
2 or 3 doses depending on vaccine

1 or 2 doses depending on indication, then booster every 5 yrs if risk remains

2 or 3 doses depending on vaccine and indication

(MenE)
Haemophilus influenzae type b
(Hib) ph P 1 or 3 doses depending on indication
Recommended vaccination for adults who meet age requirement, Recornmended vaccination for adults with an Mo recommendation
lack documentation of vaccination, or lack evidence of past infection additional risk factor or another indication
031919 Centers for Disease Control and Prevention | Recommended Adult Immunization Schedule, United States, 2019 | Page 2




Routine Laboratory Tests

Viral load g3-4 mo after achieving undetectable VL, then every 6 months to a year if suppressed
consistently, and in care

CD4 count g3 mo until undetectable VL and > 200, then q3-6 mo until undetectable VL x 2yrs. May be
extended to every 6-12 months with suppressed viral load, good adherence and consistent
care. ADAP requires q 6 months labs to recertify

CMP/lipids g6 mo x 1yr on ART, then yearly if stable

Pap cervix: upon initiation of care, repeated at 6 months and annually thereafter if results are
normal. Women with atypical squamous cells , glandular cells, low or high-grade
intraepithelial lesions or squamous carcinoma should undergo colposcopy and directed
biopsy, with further treatment as indicated

anal: institutional protocols, ANCHOR study

PPD or Quantiferon g6 mo, then yearly if neg x 2, or Quantiferon Gold TB testing

UA baseline urinalysis and calculated creatinine clearance or estimated glomerular filtration rate.
UA & calculated creatinine clearance assay should be done prior to initiation of nephrotoxic
drugs

RPR, site specific gc/ct | Every 3 months if risk exists

AETC wnae
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Key points: 

Cervical CA: if normal: q 3 yrs https://www.cdc.gov/std/tg2015/tg-2015-print.pdf
Lit search : https://www.uptodate.com/contents/screening-for-cervical-cancer-in-hiv-infected-women-and-adolescents?source=see_link




Health Maintenance

=Regular medical, dental and vision visits
*Non-HIV chronic conditions may require more frequent health care
visits
=Routine mental health assessment / referrals
*Medication Adherence
*Smoking cessation, limit alcohol, and other drug use
*Proper diet / nutritional counseling
=Adequate exercise and rest

=Safer sex / STI prevention practices
=Regular testing (q3-6 months) with high-risk behaviors

=Family Planning
=Disclosure of Status/Recommend PrEP for partners

Midwest AIDS Training + Education Center



Antiretroviral Therapy
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Objectives

= Describe the goals & indications of antiretroviral therapy
(ART)

= Discuss the classes of antiretroviral therapy (ART)

= |llustrate the prescription and management of
antiretroviral therapy (ART) regimens

= Review side effect and resistance management

Midwest AIDS Training + Education Center



Goals of Therapy

»Maintenance of Viral Suppression
»Restore/Preserve Immunologic Function
»Reduce Morbidity and Mortality
»Improve Quality of Life

Surrogate Markers:
= Reduced Viral Load (viral suppression, undetectable viral load)
= Increased CD4 count, Monitor CD4 Percentage

Midwest AIDS Training + Education Center
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Summary:
Plasma viremia is a strong prognostic indicator in HIV infection. Furthermore, reductions in plasma viremia achieved with antiretroviral therapy account for much of the clinical benefit associated with therapy. Therefore, suppression of plasma viremia as much as possible for as long as possible is an important goal of antiretroviral therapy. However, this goal must be balanced against the need to preserve effective treatment options. Switching antiretroviral regimens for any detectable level of plasma viremia may rapidly exhaust treatment options; reasonable parameters that may prompt a change in therapy are discussed below. 
In addition, there are clinical tools which are essential to accomplish these objectives.  These include optimal adherence to antiviral therapy, which requires the establishment of patient readiness to adhere to therapy and ongoing monitoring of patient adherence.  Recently, resistance testing has been shown to be of value in the selection of antiviral regimens following first regimen failure; this resistance testing is another tool unto which to achieve therapeutic goals.



Trends in Annual Rates of Death due to HIV Infection
by Age Group, United States, 1987—-2013
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Classic slide to illustrate the effectiveness of ARV


Indications for Initiating ART

= Antiretroviral therapy (ART) is recommended for all HIV-infected
individuals, regardless of CD4 T lymphocyte cell count, to reduce the
morbidity and mortality associated with HIV infection (Al).

= ART is also recommended for HIV-infected individuals to prevent HIV
transmission (Al).

= When initiating ART, it is important to educate patients regarding the
benefits and considerations regarding ART, and to address strategies
to optimize adherence. On a case-by-case basis, ART may be
deferred because of clinical and/or psychosocial factors, but therapy

should be initiated as soon as possible.

https://aidsinfo.nih.gov/guidelines/html/1/adult-and-adolescent-arv-guidelines/10/initiation-of-antiretroviral-therapy

Midwest AIDS Training + Education Center



Lifecycle of HIV

Protease
__F_F___.___—_—_:_ _______
Viral
Translation o Assembly

0 FProtein
'ﬁ-ﬁ_brh

BNA and Cleavage
Reverse

Transcription ™
Injection of N Transcﬂ;tal%,f’;e
C;]ne;;ﬁ;;g [ A - Mé‘*‘-wf‘d .
% B\ i
i ] i Ay Y 'l I|I \
:éf F?;?,::T:rs-% e : Maturation

4, structu re'_i_i,’f'
ey o \_/
Integration of Provirus

DMA into Host DMNA

Completed
HIV Particle

Binding

AETC e
&@m\ Midwest AIDS Training + Education Center



Current ART Medications

NRTI Pl Entry Inhibitor

§ Abacavir (ABC) § Atazanavir (ATV) § Enfuvirtide

§ Didanosine (ddl) § Darunavir (DRV) (ENF, T-20)

§ Emtricitabine (FTC) § Fosamprenavir §Maraviroc (MVC)

§ Lamivudine (3TC) (FPV) §Trogarzo (Ibalizumab)
§ Stavudine (d4T) § Indinavir (IDV) Pharmacokinetic (PK)

§ Tenofovir DF (TDF) § Lopinavir (LPV) Booster

§ Tenofovir alafenamide (TAF)*  |§ Nelfinavir (NFV) 3 RUENT (RN

§ Zidovudine (AZT) § Saquinavir (SQV) 3 CeEREL (Ge)E)
NNRTI § Tipranavir (TPV)

§ Delavirdine (DLV) Integrase Inhibitor

§ Efavirenz (EFV) § Dolutegravir (DTG)

§ Etravirine (ETR) § Elvitegravir (EVG)

§ Nevirapine (NVP) § Raltegravir (RAL) A A
§ Rilpivirine (RPV) § Bictegravir (BIC) -IL?DI\:IIII:_I;(I::,IFTC,

Doravirine (DOR) EVG/COBI/TAF/FTC

Midwest AIDS Training + Education Center
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TAF is available as a stand alone drug called Vemlidy but typically used as such for treatment of Hep B


Antiretroviral Agents

= Entry Inhibitors

= Enfuvirtide = Fuzeon
binds to HIV blocking attachment to CD4 receptors

= Maraviroc = Selzentry

after binding to a CD4 receptor HIV must bind to one of two co-
receptors: CCRS (R5) or CXCR4 (X4)

binds to R5 co-receptors (but not X4 co-receptors) on CD4 cells
blocking fusion of the virus to the cell

requires a tropism assay to determine the patient’s virus is RS
tropic and not R5/X4 dual/mixed tropic

Midwest AIDS Training + Education Center



Antiretroviral Agents

Nucleoside Analog
Reverse Transcriptase Inhibitors (NRTIs) “Nukes”

(structurally altered substitutes for DNA building blocks)

AZT/ZDV Zidovudine Retrovir
TDF Tenofovir (Disoproxil  Viread
Fumarate)
TAF Tenofovir Only available in co-
(alafenamide) formulations,
Descovy, Genvoya
and Odefsey, Biktarvy
3TC Lamivudine Epivir
FTC Emtricitabine Emtriva
ABC Abacavir Ziagen

Midwest AIDS Training + Education Center



Antiretroviral Agents

Non-nucleoside Reverse Transcriptase Inhibitors (NNRTIs)
“Non-nukes” (chemically bind to RT to prevent assembly of viral DNA)

NVP Nevirapine Viramune
‘ EFV ‘ Efavirenz ‘ Sustiva ‘
RPV Rilpivirine Edurant
ETV Etravirine Intelence®
DOR Doravirine Pifeltro*

* approved for patients with demonstrated resistance to other NNRTIs

Midwest AIDS Training + Education Center



Antiretroviral Agents

Integrase Inhibitors
(block the integration of proviral DNA into the host genome)

RAL Raltegravir Isentress
DTG Dolutegravir Tivicay

EVG Elvitegravir Vitekta

BIK Bictegravir Only in STR

Midwest AIDS Training + Education Center



Antiretroviral Agents

Fixed Dose Combination (FDC) NRTIs

Abbreviation Generic/Brand FDC Brand

TDF/FTC Tenofovir/Emtrictabine Truvada
Viread/Emtriva

TAF/FTC Tenofovir Alafenamide/Emtricitabine Descovy

Tenofovir Alafenamide/Emtriva

ZDV/3TC Zidovudine/Lamivudine Combivir
Retrovir/Epivir

ABC/3TC Abacavir/Lamivudine Epzicom
Ziagen/Epivir

ZDV/3TC/ABC Zidovudine/Lamivudine/Abacavir Trizivir
Retrovir/3TC/ABC

AETC e
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Single Table Regimens (STRs)

Abbreviation Generic/Brand

TDF/FTC/EFV Tenofovir/Emtricitabine/Efavirenz
Truvada + Sustiva

TDF/FTC/EPV Tenofovir/Emtricitabine/Rilpiverine
Truvada/Edurant

TDF/FTC/EVG/COBI Tenofovir/Emtricitabine/Elvitegravir/COBI
Truvada/Vitekta/Tybost

TAF/FTC/EVG/COBI Tenofovir Alafenamide/Emtricitabine/
Elvitegravir/
COBI
Descovy/Vitekta/Tybost

TAF/FTC/RPV Tenofovir Alafenamide/Emtricitabine/
Rilpiverine
Descovy/Edurant

ABC/3TC/DTG Abacavir/Lamivudine/Dolutegravir
Epzicom/Tivicay

BIC/FTC/TAF Bictegravir/Emtricitabine/Tenofovir
Alafenamide
Bictegravir/Descovy

DTG/RPV Dolutegravir/Rilpiverine
Tivicay/Edurant

DRV/COBI/TAF/EVG Darunavir/COBI/Tenofovir Alafenamide/

Emtricitabine
Prezista/Tyboost/Descovy

Midwest AIDS Training + Education Center

FDC Brand
Atripla

Complera

Stribild

Genvoya

Odefsey

Triumeq

Biktarvy

Juluca

Symtuza



Antiretroviral Agents

Protease Inhibitors (PIs)
(block cleavage of viral proteins & assembly of new virions)

Abbreviation Generic/Brand FDC Brand

DRV Darunavir Prezista
AZV Atazanavir Reyataz
LPV Lopinavir/r Kaletra
RTV Ritonavir Norvir

Newer FDCs of Pls:
Atazanavir (Reyataz) + Cobicistat = Evotaz
Darunavir (Prezista) + Cobicistat = Prezcobix

Midwest AIDS Training + Education Center



Appropriate Antiretroviral Regimens: How
to Decide?

= Appropriate ART prescriptions should be client centered:
What does this mean to you?

= Dependent on patient profile, a regimen may match the
DHHS guidelines exactly

= |f a patient has been highly treated or has a high degree
of resistance, regimens may consist of uncommon
combinations of drugs that match patient’s needs

= Assess patient’s potential for successful adherence,
patient’s preference of taking with food or without food,
time of day, QD (once daily) vs BID (twice daily) dosing

Midwest AIDS Training + Education Center
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Presentation Notes
Source: NCRC 2016 ARV slide set 7-2016
Summary of Recommended Regimens 
The most extensively studied combination antiretroviral regimens for treatment-naïve patients generally consist of two NRTIs plus either one NNRTI or a PI (with or without ritonavir boosting). A list of Panel-recommended components for initial therapy in treatment-naïve patients can be found in Table 6. Potential advantages and disadvantages of the components recommended as initial therapy for treatment-naïve patients are listed in Table 7 to guide prescribers in choosing the regimen best suited for an individual patient. A list of agents or components not recommended for initial treatment can be found in Table 8. Some agents or components that are not recommended for use because of lack of potency or potential serious safety concerns are listed in Table 9 


Medication Adherence

= Assessment of patient’s potential for and barriers to
consistent med adherence is extremely important

= Providing ongoing monitoring of med adherence is
integral and essential; practice with multivitamins!

* Providing support and technical assistance can promote
optimal adherence, promote patient empowerment

= Assessing patient’s knowledge, attitudes and beliefs
about ART can provide useful insight into motivation

* Providing appropriate medication teaching, what to
anticipate with side effects, missed doses, empower to
manage medication refills and pharmacy skills are helpful

Midwest AIDS Training + Education Center



Appropriate Antiretroviral Regimen

= All regimens need to contain at least 3 drugs
from at least 2 different classes of ARVs (except
new DTG/RPV or DTG/3TC regimens)

= Aregimen may have combinations that look like
this:
= 1 INSTI + 2 NRTlIs
= 1 INSTI + 1 NNRT for long-term well controlled?
= 1 PK-boosted Pl + 2 NRTIs
= 1 NNRTI + 2 NRTIs

Midwest AIDS Training + Education Center
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Source: NCRC 2016 ARV slide set 7-2016
Summary of Recommended Regimens 
The most extensively studied combination antiretroviral regimens for treatment-naïve patients generally consist of two NRTIs plus either one NNRTI or a PI (with or without ritonavir boosting). A list of Panel-recommended components for initial therapy in treatment-naïve patients can be found in Table 6. Potential advantages and disadvantages of the components recommended as initial therapy for treatment-naïve patients are listed in Table 7 to guide prescribers in choosing the regimen best suited for an individual patient. A list of agents or components not recommended for initial treatment can be found in Table 8. Some agents or components that are not recommended for use because of lack of potency or potential serious safety concerns are listed in Table 9 


Basic ART Recipes

For treatment-experienced patients:

At least 2 fully active medications (preferably 3) from different
drug classes

Integrase Inhibitor

Active NRTIs

Active NNRTI (ie, Intelence)
Active PI

= Entry Inhibitor

* Intelence is indicated for BID dosing (twice daily dosing);
Isentress has typically been BID dosing, recently received
indication for one daily, high-dose (HD) dosing

Midwest AIDS Training + Education Center


Presenter
Presentation Notes

Summary:
When initiating therapy in the patient naïve to antiretroviral therapy, one should begin with a regimen that is expected to achieve sustained suppression of plasma HIV RNA, a sustained increase in CD4+ T cell count, and a favorable clinical outcome (i.e. delayed progression to AIDS and death). Additional consideration should be given to the regimen's pill burden, dosing frequency, food requirements, convenience, toxicity, and drug interaction profile compared with other regimens. Strongly recommended regimens include either efavirenz, indinavir, nelfinavir, ritonavir + saquinavir, ritonavir + lopinavir, ritonavir + indinavir, or efavirenz in combination with one of several 2 NRTI combinations (Table IX). Clinical outcome data support the use of a PI in combination with 2 NRTIs (25-27) (BI). 


Initial Regimens: Recommended

INSTI plus 2 NRTIs:
Note: For individuals of childbearing potential, discuss
childbearing intentions, consider avoiding dolutegravir-based

regimens.

e BIC/TAF/FTC (Al)

e DTG/ABC/3TC (Al)—if HLA-B*5701 negative

e DTG plus tenofovir/FTC (Al for both TAF/FTC and TDF/FTC)
e RAL plus tenofovir/FTC (Bl for TDF/FTC, Bl for TAF/FTC)

3TC can be used in place of FTC and vice versa; TDF: caution if renal insufficiency

Rating of Recommendations: A = Strong; B = Moderate; C = Optional

Rating of Evidence: | = Data from randomized controlled trials; Il = Data from well-designed nonrandomized trials,
observational cohort studies with long-term clinical outcomes, relative bioavailability/bioequivalence studies, or regimen
comparisons from randomized switch studies; |ll = Expert opinion
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Summary of Recommended Regimens 7-16
The most extensively studied combination antiretroviral regimens for treatment-naïve patients generally consist of two NRTIs plus either one NNRTI or a PI (with or without ritonavir boosting). A list of Panel-recommended components for initial therapy in treatment-naïve patients can be found in Table 6. Potential advantages and disadvantages of the components recommended as initial therapy for treatment-naïve patients are listed in Table 7 to guide prescribers in choosing the regimen best suited for an individual patient. A list of agents or components not recommended for initial treatment can be found in Table 8. Some agents or components that are not recommended for use because of lack of potency or potential serious safety concerns are listed in Table 9 


Recommended Initial Regimens in
Certain Clinical Situations

INSTI plus 2 NRTIs:
Note: For individuals of childbearing potential, see Table 6b before prescribing one
of these regimens.

e EVG/c/tenofovirb/FTC (BI for both TAF/FTC and TDF/FTC)
e RALc plus ABC/3TCa (Cll)—if HLA-B*5701 negative and HIV RNA <100,000
copies/mL

Boosted Pl plus 2 NRTIs: (In general, boosted DRV is preferred over boosted ATV)

e (DRV/c or DRV/r) plus tenofovirb/FTCa (Al)
e (ATV/c or ATVIr) plus tenofovirb/FTCa (BI)
e (DRV/c or DRV/r) plus ABC/3TCa —if HLA-B*5701 negative (BII)

3TC can be used in place of FTC and vice versa; TDF: caution if renal insufficiency

Rating of Recommendations: A = Strong; B = Moderate; C = Optional

Rating of Evidence: | = Data from randomized controlled trials; Il = Data from well-designed nonrandomized trials,
observational cohort studies with long-term clinical outcomes, relative bioavailability/bioequivalence studies, or regimen
comparisons from randomized switch studies; |ll = Expert opinion
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Evolution of the STR (Single-Tablet Regimen)

Name Year Classes Drugs

Atripla 2006 NNRTI + 2 NRTIs | Efavirenz/Emtricitabine/Tenofovir Disoproxil Fumarate (TDF)

Complera 2011 NNRTI + 2 NRTIs | Rilpivirine/ Emtricitabine/Tenofovir Disoproxil Fumarate (TDF)

Stribild 2012 INSTI + COBI + 2 | Elvitegravir/Cobicistat/ Emtricitabine/Tenofovir Disoproxil Fumarate (TDF)
NRTIs

Triumeq 2014 INSTI + 2 NRTls Dolutegravir/Abacavir/Lamivudine

Genvoya 2015 INSTI + COBI + 2 | Elvitegravir/Cobicistat/
NRTIs Emtricitabine/Tenofovir Alafenimide (TAF)

Odefsey 2017 NNRTI + 2 NRTIs | Rilpivirine/ Emtricitabine/Tenofovir Alafenimide (TAF)

Juluca 2017 INSTI + NNRTI Dolutegravir/ Rilpivirine

Biktarvy 2018 INSTI + 2 NRTls Bictegravir/ Emtricitabine/Tenofovir Alafenimide (TAF)

Symtuza 2018 Pl + COBI + 2 Darunavir/Cobicistat/ Emtricitabine/Tenofovir Alafenimide (TAF)
NRTIs

Delstrigo 2018 NNRTI + 2 NRTIs | Doravirine/Lamivudine/ Tenofovir Disoproxil Fumarate (TDF)

Dovato 2019 INSTI + NRTI Dolutegravir/ Lamivudine




Combination Antiretrovirals

Atripla Blktarvy Comblvirt Complera Delstrigo
(EFV/TOF/FTC) (BIC/TAF/FTC) (ZDV/3TC) (RPV/TDF/FTC) (DORMDFATG)
Descovy Epzlcnm’f Genvoya Juluca Odefsey
(TAF/FTC) (ABC/3TC) (EVE/COBUTAF/FTC) (DTG/RPY) (RPV/TAF/FTC)
- il st : - m
Stribild Symtuza Triumeq Trizivirt Truvada
(EVG/COBLTDRFTC) (DRV/COBLTAF/FTC) (DTGAABRC/ATO) (ABC/3TC/ZDN) (TDF/FTC)
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Managing Adverse Effects

With all new ART, nausea and diarrhea are possible
Integrase Inhibitors: class effect = mostly well
tolerated, now believed may cause weight gain

Dolutegravir has been associated with headaches and
Insomnia

NRTIs: class effect = fat wasting, lipodystrophy
+Zidovudine= bone marrow suppression
+enofovir DF = bone thinning, renal issues*

+¥Abacavir = hypersensitivity reaction®, do an HLA

B5701 before starting; concern for increased risk for
cardiovascular events *Indicates Black Box warning

Midwest AIDS Training + Education Center



Managing Adverse Effects

NNRTIs: class effect = CNS, elevated lipids

-Efavirenz = CNS effects: vivid dreams, insomnia,
depression

Rilpivirine = CNS effects (HA, insomnia, depression)

*Nevirapine = liver toxicity™; avoid in men with CD4
>400 and women with CD4 > 250

-Etravirine = Generally well tolerated

Pls: class effect = metabolic complications: elevated liver
enzymes, blood sugar / diabetes, elevated lipids,
lipodystrophy, bone thinning
+Atazanavir = elevated bilirubin

*Indicates Black Box warning

Midwest AIDS Training + Education Center



Monitoring Response to Treatment

=Remote follow-up @ 1-2 weeks for side effects and adherence

"Repeat VL @ 4-8 weeks after starting therapy; then g8 weeks
until undetectable (w/in 2-6 mo)

=CD4 count @ 3 months then g3-6 months once undetectable

=Indications for changing therapy
» Inadequate viral suppression
» Sustained viral rebound after full suppression
» Declining CD4 count or clinical deterioration

Midwest AIDS Training + Education Center



Barrier to Resistance for HIV
Medications

= In general: NNRTI’s have a lower barrier to resistance
= One resistance mutation makes most of drug class ineffective
= Not always the same mutation for every drug in the same class
= |n general: protease inhibitors have a high barrier to
resistance

= Multiple resistance mutations must be present to make drug
ineffective

= Exception is Atazanavir- one mutation causes drug resistance

= Among the integrase inhibitors, dolutegravir and bictegravir
have high barriers to resistance, raltegravir and elvitegravir
have lower barriers

= Arare integrase mutation, often confers resistance to all




2018 IAS-USA Antiretroviral Guidelines: Key Updates

+ Recommend initial regimens focus primarily on unboosted (InSTI) regimens
+ Encourage rapid initiation of ART, including ‘same day’ initiation, if feasible

+ Recommend against routine use of Mycobacterium avium complex
prophylaxis for those with advanced disease on effective ART

+ Recommend discontinuation of routine CD4+ counts once a patient has
sustained undetectable HIV RNA for a year and has a CD4+ count >250
cells/uL

+ Expand alternatives for preexposure prophylaxis for MSM who are
uninfected with HIV but remain at risk for infection to include an episode-
based “2-1-1" approach, where at risk individuals can take 2 ART pills prior

to exposure followed by 1 pill once daily for 2 days after exposure (2-1-1)

Shice 18 of 80 Saaq. Benson Gandhi, el al JAMA 2018

AIDS Education &
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New |IAS-USA Guidelines 2018

Recommended Laboratory Monitoring (Cont.)

Once HIV RNA level is <30 ¢/mL, monitor every 3 months until virus is
suppressed for at least a year. Then, monitoring can be reduced to every 6
months if the patient maintains adherence

* CD4 cell counts every 6 months until counts >250/uL for at least 1 year with
concomitant viral suppression; Then no longer monitor CD4 counts unless
virologic suppression is lost

= Age- and risk-appropriate screening for STls at various anatomical sites, anal or
cervical dysplasia, TB, general health, and medication toxicity is recommended

* Once a viral load is >30 ¢/mL, repeat test within 4 weeks and reassess for
adherence and tolerability

* Measurement of viral load at 4 to 6 weeks after starting a new ART regimen is
recommended

Shie 55 of 20 3] A ot al JAMA 2018
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Dolutegravir in Pregnancy: Background

No fetal toxicity or teratogenicity in animal studies described in
manufacturer's submission for regulatory approval’

High placental transfer of DTG relative to other ARVs in an ex vivo study?

"Unexpected placental transfer of DTG with fetal accumulation and then
slow neonatal clearance™

18 May 2018: Report of Neural tube defects in 4/426 (0.9%) babies
born to women taking DTG in Botswana...compared to 14/11,173

(0.1%) non-DTG

DOl 10.1056/NEJMc 1807653 ; 24 July 2018

| Slide 30 of 80
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In response to the FDA alert, interim guidance has been issued by the HHS Antiretroviral
Guidelines Pancls regading dolutegravir (DTG).? The Office of AIDS Research Advisory
Council will be reviewing for proposed guideline changes. The interim recommendations of the
Panels are as follows’:

o Health care providers are encouraged to counsel women of childbearing age with HIV
currently receiving DTG about this newly identified potential risk.

o Pregnant women with HIV who are currently taking DTG should not stop their ARV
therapy and should speak with their health care provider for additional guidance.

o Women of childbearing age with HIV who desire to become pregnant should discuss
alternative ARV regimen options with their health care provider.

o Women of childbearing age with HIV who are not planning to become pregnant may be on
DTG-based regimens provided their pregnancy test before initiation of therapy is negative,
and they consistently use a reliable contraceptive method.

o Health care providers are encouraged to report all pregnancy data to the Antiretroviral
Pregnancy Registry (1-800-258-4263; http://www.apregistry.com).

https://hivcareconnect.com/wp-content/uploads/Dolutegravir-risk-HAB-5-23-18.pdf
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What's new in the pipeline”?

FDA approved

= Juluca- 2 drug regimen (Dolutegravir/Rilpivirine) approved for
persons who have long been virally suppressed. Less medication is
better?

= Biktarvy- 2"d generation Integrase Inhibitor, Bictegravir, no booster

=  Symtuza- Single-tablet regimen which is Pl based (Prezcobix,
Descovy)

= Dovato, latest 2-drug single tablet regimen (STR), for naive & switch
= New generation of NNRTI: Doravirine, Delstrigo (STR)

= TAF/FTC for PrEP; shown to be non-inferior, recently approved in
MSM only, not tested on women

Coming soon
= Long acting injectables for HIV management: Cabotegravir/Rilpivirine

= Long acting injectable for PrEP?

Midwest AIDS Training + Education Center



Rapid Start

Initial Visit ARV start — 3-4 hour visit

RAPID Visit: ART Start

* Disclosure, counseling

* Registration

* Insurance

* Assess housing, substance use, mental health
needs

 Labs

* HIV education

* Counseling

* Medical evaluation

* Assess preparedness

 ART dispensed

 Telephone follow-up

AETC HIV LEARNING
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Hot Topics

“Truvada Lawsuit”

= Tenofovir disoproxil fumarate (TDF) may cause worsening
kidney function and decreased bone mineral density

= Newer version of tenofovir is tenofovir alafenamide (TAF)

= Labs are monitored on a regular basis, and changes are made
if concerns arise.

= Patients should be switched off of TDF or offered switch and
documented

= What is the impact of this on patients’ adherence? Mistrust?
Long-acting injectables

= Currently will be monthly, large dose IM gluteal shot for HIV
management, no need to take pills anymore. Concerns?

Midwest AIDS Training + Education Center



U = U: Undetectable = Untransmittable

It is now generally widely accepted that PLWH who have
an undetectable viral load are not able to transmit the virus
to others (PARTNERS 1 & 2 study).

= importance of retention in care of PLWH

= Importance of medication adherence to maintain viral
suppression (in addition to reducing morbidity and
mortality)

As a broad public health goal, increasing the prevalence of
PLWH who are virally suppressed, and linking those who
are still HIV negative to PrEP services, would promote a
reduction in new HIV infections by reducing transmission
and ability of HIV negative persons of acquiring HIV.

Midwest AIDS Training + Education Center



Results of Partners 2 Study Presented at
AIDS 2018 Conference

TITLE

Risk of HIV transmission through condomless sex in MSM couples with
suppressive ART: The PARTNER 2 Study extended results in gay men

Background: Although zero cases of HIV transmission in gay men have been
reported in observational studies (PARTNER1 and Opposites Attract) of
serodifferent couples where the positive person was on suppressive ART, the
level of evidence for gay men remained less than for heterosexual couples. The
aim of PARTNER 2 was to provide more precise estimates of transmission risk
through condomless-sex in serodifferent gay male couples where the HIV-
positive partner was on suppressive ART.

Conclusions: Despite almost 75,000 condomless-sex acts in gay serodifferent
couples where the positive partner was on suppressive ART, we found zero
cases of within couple HIV transmission. PARTNER 2 provides a similar level of

confidence for gay men as for heterosexual couples in PARTNER 1.

Rodger A et al. Risk of HIV transmission through condomless sex in gay couples with suppressive ART: the PARTNERZ2
study expanded results in gay men. 22nd International AIDS Conference, Amsterdam, abstract WEAX0104LB, 2018.
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Getting to Zero Campaign, lllinois

GOAL & VISION

We want to make sure that the HIV epidemic is no longer able to sustain itself by
achieving both HIV prevention and access to care goals.
We want to see:

1. Zero new HIV transmissions
2. Zero people living with HIV who are not receiving treatment
Through increasing access and uptake of PrEP (pre-exposure prophylaxis), retaining

more people living with HIV in care and the continued funding of ongoing supportive
services, we can get to zero.

AETC et 131
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PEP vs. PrEP

PEP

PrEP

Post-Exposure Prophylaxis

Pre-Exposure Prophylaxis

Prevention of HIV infection

Prevention of HIV infection

HIV medication given within 72 hours
of exposure

Medication given prior to exposure to
prevent HIV infection

Medication taken for a period of a
month

Medication taken as long as needed

Antivirals prescribed based on
exposure

Truvada (tenofovir DF/emtricitabine) or
Descovy (tenofovir AF/emtricitabine)

Midwest AIDS Training + Education Center




How PrEP Works

Host cell

Viral RNA

VA VAV AN

IV B =ise [——— Tenofovir, emtricitabine
transcriptase

viral DNA UL

\ Nucleus

Viral replication
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AIDS: Drugs that prevent HIV infection
Mark A. Wainberg
Nature 469, 306–307 (20 January 2011) doi:10.1038/469306a

Accessed 2-6-17 from http://www.nature.com/nature/journal/v469/n7330/fig_tab/469306a_F1.html


PrEP

= Must have enough medication in cells to be
effective

= Different body parts need different amounts of
medication

= 6-7 days for rectal/back parts (anal) protection
= 20 days for vaginal/front parts protection

= 20 days (estimated) for injection drug use
protection

Midwest AIDS Training + Education Center



Using PrEP (daily dosing)

= TDF/FTC (Truvada)

= or TAF/FTC (Descovy) for rectal/back parts sex in men
= one pill every day by mouth
= Labs, clinic visit every 3 months

= Review use, desire to continue

= HIV screening

= STI screening

= Kidney health screening

= Pregnancy testing (vaginal/front parts sex)

Midwest AIDS Training + Education Center



On-demand or Event-driven PrEP

= Only for anal/back parts sex between men

= Not approved by the FDA, but recommend by the World
Health Organization

= 2+1+1
= Two tablets taken 2-24 hours before sex
= One tablet 24 hours after first dose

= One tablet 48 hours after first dose

= May extend by continuing one tablet every 24 hours if sex
continues beyond one day

= Labs and clinic schedule same as daily PrEP

Midwest AIDS Training + Education Center



On-demand or Event-driven PrEP

. Schematic of how to take ED PrEP (the 2+1+1)

2 pills 1 pill 1 pill

2 to 24 hours 36X 24 hours 24 hours
before sex v after first 2 pills after 3" pill

a@®

What'’s the 2+1+17? Event-driven oral pre-exposure prophylaxis to prevent HIV for men who have sex with men:
Update to WHO’s recommendation on oral PrEP. Geneva: World Health Organization; 2019
(WHO/CDS/HIV/19.8).
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Daily or Event-driven PrEP?

= How often sex occurs
= 2 times per month was average in on-demand study
= |f more than 2 times per week, switch to daily PrEP

= How predictable is sex
= Or, can sex be delayed by at least 2 hours to take dose
= Sex cruise vs. Saturday night sex
= Plan for the cruise, start daily at least a week before!

= Concerns about kidney health or bone density (may
prefer on-demand)

Midwest AIDS Training + Education Center



Off label use of medication

= Off-label use of medication: “event driven PrEP” or “2-1-1
PrEP” is not approved by the FDA

Midwest AIDS Training + Education Center



Why take PrEP?

Sex should be fun, enjoyable, and pleasurable to
all partners.

PrEP (taken as directed) is 99% effective at
preventing sexual HIV transmission.

Midwest AIDS Training + Education Center



Pre-Exposure Prophylaxis (PrEP)

US Public Health Service

PREEXPOSURE PROPHYLAXIS

‘ FOR THE PREVENTION OF HIV
INFECTION IN THE UNITED
STATES - 2014
v
A CLINICAL PRACTICE GUIDELINE TT
*"i
[P,

UCSF Clinician Consultation
Center

= Call for a Phone Consultation
= (855) 448-7737 or (855) HIV-PrEP

= Monday — Friday, 11 a.m. — 6 p.m.
EST

AETCA[DSE i
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Presentation Notes
Again, not meant to explain all the elements of providing PrEP, but to make mention of the idea and introduce as good to have in your practice if working with communities vulnerable to HIV.  Reference to guidelines, other resources for implementation


Family Planning

= Almost anything is possible with regard to family planning
goals for PLWH

 PLWH should be undetectable when trying to conceive
HIV negative female partner may elect to be on PrEP

|deally, female partner should be undetectable at time of
conception, chose a regimen that is safe for pregnancy in
anticipation of conception (raltegravir-based)

If a female is undetectable in early pregnancy, maintain
regimen (except for dolutegravir?) and viral suppression

Consult high-risk pregnancy specialist, PACPI, registry

Midwest AIDS Training + Education Center



PrEP continues during pregnancy

 Recommended by World Health Organization

= Large study (1530 women exposed to PrEP) found
“Pregnancy outcomes and early infant growth did not
differ by PrEP exposure.

« PrEP Implementation for Mothers in Antenatal Care
(PrIMA) 20 African clinics expected end 5/2020

https://www.who.int/hiv/pub/toolkits/prep-preventing-hiv-
during-pregnancy/en/

https://www.ncbi.nlm.nih.gov/pubmed/31498563
https://clinicaltrials.qgov/ct2/show/NCT03070600
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ECHO study

= 7829 African women HIV negative at start of trial

* Randomly assigned DMPA-IM, a copper IUD, or an LNG
implant

* “no substantial difference in HIV risk”

= All methods safe, highly effective, well accepted by
women who used them

= New HIV infection rate 397 (3.8% per year)

http://echo-consortium.com/ accessed 11/20/2019
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WHO updates recommendations for

contraceptive eligibility for women at
high risk of HIV

29 August 2019 | WHO has changed its recommendations
for progestogen-only injectables and intrauterine devices

(IUDs) for women at high risk of HIV from a Category 2 to a
Category 1.

MEC Category 1: A condition for which there is no
restriction for the use of the contraceptive method

https://www.who.int/reproductivehealth/contraceptive-eligibility-women-at-high-risk-
of-HI\//en/ accessed 11/20/2019
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Legal Issues Impacting
HIV Clients
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Social determinants of health

Conditions in the places where people live, learn, work,
and play affect a wide range of health risks and
outcomes. These conditions are known as social
determinants of health (SDOH). coc definition

= Poverty
= Stigma
= Racism
= Trauma
= Education

Midwest AIDS Training + Education Center



Brainstorming

= What legal challenges have your clients shared that they
have had with you?

Midwest AIDS Training + Education Center
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Have participants tell you what legal issues you have encountered with patients:
Sex with no protection
Outing someone
Unintentional disclosure
Finding employment/firing from employment (doctors appts)
Housing
Criminalization  


Case 1

= Jamie is a 12 year-old boy who has burning on urination.
= Can he get STI treatment without his parents consent?

= An HIV test?

= What about PrEP?

Midwest AIDS Training + Education Center
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In IL, 12 y.o. can get treatment for STI and HIV test without consent.  PrEP is tricky since if a 12 y.o. uses his/her/their parents’ insurance, it could out the teen.   This is being actively worked on at present in the PrEP community.

*have participants discuss this with neighbors* 
Notes: 
Can he get STI treatment without his parents' consent? Yes- 12 is the age in Illinois for anything related to sexual health (the issue is this age group is on their parents’ insurance so they will need to disclose to parents or it will show up on their parents insurance) 
An HIV test? Yes- you can get tested without parental consent 
What about PrEP? Tx is not approved for anyone for under 18






Case 2

= Sandra sues her fiancee’s parents because they knew
his HIV status and didn't tell her.

= Did the parents have an obligation to disclose his status?
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Presentation Notes
IL disclosure law allows for physician only to disclose status to married spouse.   It does not obligate the MD to do so.

Did the parents have an obligation to disclose his status?
- No parents did not have an obligation to disclose status. This is an Illinois case and it was on NPR. There was a woman engaged to be married. Fiancé was positive and he died before they were married. She sued the parents because they did not disclose his status before his death. That was upheld because she was not a married spouse. The clinicians were not obligated to tell her, and parents had no obligation to her, so the suit was thrown out. She did not do her due diligence as well to find out nor did her fiancée disclose. Also, Illinois law says you do not have to disclose status if you use condoms. 
In Illinois, a physician may inform a married spouse. 
Confidentiality Act- most stringent in Illinois that says that now that I have disclosed my HIV status to you, as a medical provider, you are not allowed to tell anyone else. If so, HIV+ person can sue, and it also covers everyone in the state in Illinois. If another person discloses status, you cannot talk about it. Intentional breech of confidentiality is 20k
Unless there is a medication issue that needs to be addressed, you do not have to disclose child's status to schools.
Syringes- in  Illinois you should be able to go to any pharmacy to get 25 syringes no questions asked. Pharmacies give you a hard time by telling you have to buy 50, which requires a prescription. 
There have been cases in IL of ppl who did not disclose, found guilty, and served prison time. 


Case 3

= Joachim has HIV and has sex with a condom with all his
partners but does not share his status.

= |s he at risk of prosecution for HIV criminal transmission?
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Presenter
Presentation Notes
No, IL states he is protected if he uses a condom

Is he at risk for HIV criminal transmission?
No, not by law. 


lllinois law
= Opt-out testing since 6/1/08

= Minors age 12 and older may consent for testing
= If positive, provider may but NOT REQUIRED to inform parents

= Only sexual partner who provider may notify is legal spouse
(NOT REQUIRED, high intimate partner violence risk)

= Test results must be delivered “by personal contact” whenever
possible

= Persons who test positive must be referred for counseling and
appropriate HIV care

= Although not required by law, high-quality screening and
treatment programs will also counsel HIV negative patients
about risk-reduction

= PLWH are not required to disclose status if using condoms

https //www.aidschicago.org/resources/legacy/pdf/2008/adv_HIV _testing
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Legislation for Legal Issues

= AIDS as a Handicap Under the lllinois Human Rights Act
= HIV Testing and Disclosure

= |L Perinatal Prevention Act

= |L Criminal Transmission Act

= |L AIDS Confidentiality Act

= Resources

= http://www.ilga.qov/leqgislation/ilcs/ilcs3.asp?ActID=1550&Ch
apterlD=35

= http://aidslegal.com/wp-content/uploads/2014/05/HIVV-and-
Confidentiality.pdf

= | EGAL COUNCIL NOT AIDSLEGAL

Midwest AIDS Training + Education Center


http://www.ilga.gov/legislation/ilcs/ilcs3.asp?ActID=1550&ChapterID=35
http://aidslegal.com/wp-content/uploads/2014/05/HIV-and-Confidentiality.pdf

Legal Resources for Patients

= Legal Council for Health Justice

= http://legalcouncil.com/
= Lambda Legal, lllinois

= http://www.lambdalegal.org/states-regions/illinois
* Prairie State Legal Services

= http://www.psleqgal.org/

Midwest AIDS Training + Education Center
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http://www.lambdalegal.org/states-regions/illinois
http://www.pslegal.org/
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Thank you!
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