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Disclaimer

“Funding for this presentation was made possible by grant #5 U1OHA29293‐07‐00 
from the Health Resources and Services Administration HIV/AIDS Bureau. The 
views expressed do not necessarily reflect the official policies of the Department of 
Health and Human Services nor does mention of trade names, commercial 
practices, or organizations imply endorsement by the U.S. Government. Any
trade/brand names for products mentioned during this presentation are for training 
and identification purposes only.”

2



Disclosures

3

• Clinical Research
o Merck
o ViiV

• Advisor/Consultant
o Gilead
o Janssen
o ViiV



Learning Objectives
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• Discuss who should be offered HIV PrEP
• Identify current options in HIV treatment
• Recognize HIV care issues for people with 

HIV in rural areas



How many people have HIV in the United States?
• 1,189,700 people were estimated to have HIV in the 

United States at the end of 2019, the most recent 
year for which this information is available. 

• Of those people, about 87% knew they had HIV.

https://www.cdc.gov/hiv/basics/statistics.html

How many people receive an HIV diagnosis each year in the 
United States and 6 dependent areas?

• 36,801 people received an HIV diagnosis in the United 
States and dependent areas in 2019.

• The annual number of new diagnoses decreased 9% from 
2015 to 2019.



New HIV diagnoses and people with diagnosed 
HIV in the US and Dependent Areas 

by Area of Residence, 2019*

Legend
New HIV Diagnoses Number





HIV In Rural America

• While the HIV/AIDS epidemic began in largely urban areas in the 
United States, it has become increasingly prominent in rural 
communities over the past decade.

• In 2018, 21% of HIV/AIDS diagnoses occurred in rural areas.

• There are regional disparities as well, with the highest rates (15.6 
per 100,000) and most diagnoses (51%) occurring in the South.

• Further, racial disparities in HIV/AIDS rates mean that the burden 
of this disease is borne disproportionately by Black Americans.

UMN-PB_Evaluating-the-Rural-HIV-AIDS-Program_3.pdf



Rural Residents Living with HIV/AIDS

• The more than 50,000 rural 
residents living with 
HIV/AIDS need consistent 
access to timely, high-quality 
health care in order to 
manage their symptoms and 
quality of life.

• Given the well-documented 
barriers in access to care for 
rural individuals, additional 
support systems may be 
needed for small, rural 
organizations to effectively 
provide health care services to 
those in their communities 
living with HIV/AIDS.

UMN-PB_Evaluating-the-Rural-HIV-AIDS-Program_3.pdf



“Rurality” “How rural is it?”

This accounts for 
population size, density, 
distance to metropolitan 
areas

Extreme “rurality” is 
absent from most areas

https://www.apa.org/pi/aids/resources/exchange/2015/01/health-hiv-aids



HIV/AIDS Is Not Just an Urban 
Issue

• The effects of HIV in rural areas may be 
underestimated 

• Statistics generated by the CDC are 
based on residence at time of diagnosis: 

• Persons diagnosed in urban areas may 
migrate to rural hometowns after diagnosis

• Rural residents may go to urban testing 
locations for HIV screening and decline to 
provide their real residence to avoid stigma 

• Multiple definitions of “rural” used 
by different agencies may lead to 
varying estimates of HIV and AIDS 
incidence and prevalence, with 
implications for public policy and 
allocation of resources and 
services

https://www.apa.org/pi/aids/resources/exchange/2015/01/health-hiv-aids



Rural Context

Geographic estrangement 
from other men who have 
sex with men (MSM)

• Estrangement from 
venues that serve gay 
and bisexual men

Medical and mental health 
shortage areas
Systemic homophobia
Structural stigma

 May not identify as “gay” or  
“bisexual” and thus may not 
include themselves as a member 
of LGBT community

UMN-PB_Evaluating-the-Rural-HIV-AIDS-Program_3.pdf



Rural HIV populations…

 Experience numerous barriers 
to medical and mental health 
care

• Less likely to be engaged 
than their urban 
counterparts

 Lack of access to affirming 
providers
↑ Substance use; ↓ mental 

health—including loneliness 
and isolation
↓ access to HIV testing

New Options for Care
 Telemedicine
 At-home testing





Using the same grading system as the DHHS antiretroviral treatment guidelines 2021, these key 
recommendations are rated with a letter to indicate the strength of the recommendation and with a numeral 
to indicate the quality of the combined evidence supporting each recommendation.

Grading of Strength of Recommendations and Quality of Evidence







USPSTF  HIV Screening Recommendations
Updated June 2019







CDC Recommendations for Hepatitis C Screening Among 
Adults in the United States (1)

Universal hepatitis C screening:

• Hepatitis C screening at least once in a lifetime for all 
adults aged 18 years and older, except in settings where 
the prevalence of HCV infection (HCV RNA-positivity) is 
less than 0.1%*

• Hepatitis C screening for all pregnant women during each 
pregnancy, except in settings where the prevalence of 
HCV infection (HCV RNA-positivity) is less than 0.1%*

*Determining prevalence: In the absence of existing data for hepatitis C prevalence, health care providers should initiate universal hepatitis C screening until 
they establish that the prevalence of HCV RNA positivity in their population is less than 0.1%, at which point universal screening is no longer explicitly 
recommended but may occur at the provider’s discretion.

Source: CDC Recommendations for Hepatitis C Screening Among Adults – United States, 
2020 MMWR 2020 (RR 69)



• One-time hepatitis C testing regardless of age or setting prevalence among people with recognized 
conditions or exposures:

• People with HIV
• People who ever injected drugs and shared needles, syringes, or other drug preparation equipment, 

including those who injected once or a few times many years ago
• People with selected medical conditions, including:

• people who ever received maintenance hemodialysis
• people with persistently abnormal ALT levels

• Prior recipients of transfusions or organ transplants, including:
• people who received clotting factor concentrates produced before 1987
• people who received a transfusion of blood or blood components before July 1992
• people who received an organ transplant before July 1992
• people who were notified that they received blood from a donor who later tested positive for HCV 

infection
• Health care, emergency medical, and public safety personnel after needle sticks, sharps, or mucosal 

exposures to HCV-positive blood
• Children born to mothers with HCV infection

CDC Recommendations for Hepatitis C Screening Among 
Adults in the United States (2)

Source: CDC Recommendations for Hepatitis C Screening Among Adults 
– United States, 2020 MMWR 2020 (RR 69)



• Routine periodic testing for people with ongoing risk factors, while risk factors persist:
• People who currently inject drugs and share needles, syringes, or other drug preparation equipment
• People with selected medical conditions, including:

• people who ever received maintenance hemodialysis
• Any person who requests hepatitis C testing should receive it, regardless of disclosure of risk, because 

many persons may be reluctant to disclose stigmatizing risks

CDC Recommendations for Hepatitis C Screening Among Adults in 
the United States (3)

Source: CDC Recommendations for Hepatitis C Screening Among Adults – United States, 
2020 MMWR 2020 (RR 69)





USPSTF PrEP Guidelines

https://uspreventiveservicestaskforce.org/uspstf/recommendation/
prevention-of-human-immunodeficiency-virus-hiv-infection-pre-exposure-prophylaxis















2-1-1 Dosing

• The guideline now provides information on how to 
correctly use off-label 2-1-1 dosing for oral PrEP.

• This means taking 2 pills 2 to 24 hours before sex, 1 pill 24 
hours after the first dose, and 1 pill 24 hours after the 
second dose.

• This information may benefit gay, bisexual, and other men 
who have sex with men who choose to use 2-1-1 dosing.

• This approach is not approved by the FDA and is not 
recommended by CDC.

https://www.cdc.gov/hiv/basics/prep/on-demand-prep.html







Long-acting Injectable PrEP Approved: Cabotegravir

• The FDA approved the use of an extended-release injectable 
formulation of the integrase inhibitor cabotegravir (CAB) for pre-
exposure prophylaxis (PrEP) for adults and adolescents at risk for HIV 
infection.

• After two initial intramuscular (IM) injections given 1 month apart, it 
is administered every 2 months

• It is the first non-oral PrEP therapy to become available.
• Just before the FDA approval of IM CAB, the CDC 

published PrEP Guidelines, with recommendations for use of CAB plus 
important updates on oral PrEP.

https://aidsetc.org/blog/long-acting-injectable-prep-approved-cabotegravir

Approved:2/1/2022



HIV PrEP: Present, Emerging, and Future

Slide credit: clinicaloptions.com

Present Emerging
Once-daily* oral tablets

FTC/TDF

Future
Long-acting options

FTC/TAF

hiv.gov/hiv-basics/hiv-prevention/potential-future-options/long-acting-prep

*Off-label on-demand use of FTC/TDF supported by international guidelines. 

http://www.clinicaloptions.com/


HIV PrEP: Present, Emerging, and Future

Slide credit: clinicaloptions.com

FTC/TDF

FTC/TAF

hiv.gov/hiv-basics/hiv-prevention/potential-future-options/long-acting-prep

*Off-label on-demand use of FTC/TDF supported by international guidelines. 

Why?
Daily pill not a suitable or desirable prevention strategy for everyone. 

More options = expanded access/use by people at risk

Present Emerging
Once-daily* oral tablets

Future
Long-acting options

http://www.clinicaloptions.com/




What has 
changed 
in HIV 
Care?



Stage 1: Acute HIV Infection

People have a large amount of HIV in their blood. They are very 
contagious.
Some people have flu-like symptoms. This is the body’s natural 

response to infection.
But some people may not feel sick right away or at all.
If you have flu-like symptoms and think you may have been 

exposed to HIV, seek medical care and ask for a test to diagnose 
acute infection.
Only antigen/antibody tests or nucleic acid tests (NATs) can 

diagnose acute infection.

https://www.cdc.gov/hiv/basics/hiv-testing/test-types.html


Stage 2: Chronic HIV Infection
This stage is also called asymptomatic HIV infection or clinical latency.
HIV is still active but reproduces at very low levels.
People may not have any symptoms or get sick during this phase.
Without taking HIV medicine, this period may last a decade or longer, 

but some may progress faster.
People can transmit HIV in this phase.
At the end of this phase, the amount of HIV in the blood (called viral 

load) goes up and the CD4 cell count goes down. The person may have 
symptoms as the virus levels increase in the body, and the person 
moves into Stage 3.
People who take HIV medicine as prescribed may never move into 

Stage 3.



Stage 3: Acquired Immunodeficiency 
Syndrome (AIDS)

The most severe phase of HIV infection.

People with AIDS have such badly damaged immune systems 
that they get an increasing number of severe illnesses, 
called opportunistic infections.

People receive an AIDS diagnosis when their CD4 cell count drops 
below 200 cells/mm, or if they develop certain opportunistic 
infections.

People with AIDS can have a high viral load and be very 
infectious.

Without treatment, people with AIDS typically survive about 3 yrs. 

https://www.cdc.gov/hiv/basics/livingwithhiv/opportunisticinfections.html


Current Recommendations for Same-Day ART Initiation

 Rapid start or initiating ART on same day as HIV is diagnosed is an emerging 
strategy to reduce loss to follow-up and decrease time to viral suppression

 Evidence base limited but growing, and outcomes favorable thus far

1. DHHS Guidelines. December 2019. 2. WHO Guidelines. July 2017. 3. Saag. JAMA. 2018;320:379. Slide credit: clinicaloptions.com

WHO[2]

 Recommended
for all PWH, including 
same day, if patient is 
ready*

IAS-USA[3]

 Start ART as soon as 
possible, including 
immediately after 
diagnosis, if patient is 
ready

DHHS[1]

 Recommended at time 
of diagnosis (when 
possible) or soon 
afterward
‒ Resource intensive
‒ US experience from 

observational trials
*Rapid initiation defined as within 7 days of diagnosis. Priority should be given to patients with advanced disease.

http://www.clinicaloptions.com/


Patient Information Before Initiating Rapid ART

Need prior to start
 Patient prepared for ART and interest in 

rapid initiation

 Physical examination

‒ Active cryptococcal meningitis or TB 
infection could increase risk for IRIS and 
may warrant a short ART delay

‒ Other AIDS-defining conditions could 
increase risk of morbidity/mortality in the 
setting of rapid ART initiation

 Counsel on medication adherence

Not needed prior to start
 CD4+ cell count

 HIV viral load

 HIV genotype

 Resistance test results

 Hepatitis A/B/C status

 HLA-B*5701 status

 STI screening results

 Pregnancy test results

Slide credit: clinicaloptions.comWHO Guidelines. July 2017. DHHS Guidelines. December 2019. 

http://www.clinicaloptions.com/


Recommended Regimens
BIC/FTC/TAF

DTG + TDF/FTC, TAF/FTC, TDF/3TC, or ABC/3TC
Boosted PI + TDF/FTC, TAF/FTC, TDF/3TC, or 

ABC/3TC

Recommended Regimens for Rapid ART

Recommended Regimens
BIC/FTC/TAF

DTG + (TAF or TDF) + (3TC or FTC) 
(DRV/RTV or DRV/COBI) + (TAF or TDF) + 

(3TC or FTC) 

EACS2DHHS1

1. DHHS Guidelines for the Use of Antiretroviral Agents in Adults and Adolescents Living with HIV. 2. EACS Guidelines. v 10.1 October 2020. Slide credit: clinicaloptions.com

http://www.clinicaloptions.com/


Licensure of Antiretroviral Agents by Year

1987: zidovudine (Retrovir)



1987:zidovudine (Retrovir)
1991:didanosine (Videx)
1992:zalcitabine (Hivid)
1994:stavudine (Zerit)
1995:lamivudine (Epivir)

saquinavir (Invirase)
1996:ritonavir  (Norvir)

indinavir  (Crixivan)
nevirapine (Viramune)

1997:nelfinavir  (Viracept)
delavirdine (Rescriptor)

1998:efavirenz (Sustiva)
abacavir (Ziagen)

1999:amprenavir (Agenerase)
2000:lopinavir/ritonavir (Kaletra)
2001:tenofovir (Viread)
2003:enfuvirtide (Fuzeon)
6/03: atazanavir (Reyataz)
7/03: emtricitabine (Emtriva)
8/04: lamivudine/abacavir sulfate (Epzicom)
6/05:tipranavir (Aptivus)
6/06:darunavir (Prezista)
7/06:efavirenz/emtricitabine, 

tenofovir DF (Atripla)
8/07:maraviroc (Selzentry)
10/07:raltegravir (Isentress) 
1/08:etravirine (Intelence)
5/20/11:rilpivirine (Edurant)
8/11/11:rilpivirine/ tenofovir/ emtricitabine(Complera)
7/16/12:emtricitabine/tenofovir disoproxil fumarate (Truvada)
8/28/12:emtricitabine/ tenofovir/elvitegravir/cobicistat. (Stribild)
8/12/13:dolutegravir (Tivicay)

8/30/14    abacavir/dolutegravir/lamivudine (Triumeq)

1/29/15    atazanavir 300 mg and cobicistat /150 mg (Evotaz)

11/5/15    elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide.(Genvoya)

3/1/16      rilpivirine+emtricitabine+tenofovir alafenamide (Odefsey)

4/6/16      emtircitabine+tenofovir alafenamide (Descovy)

11/21/17  dolutegravir sodium / rilpivirine hydrochloride (Juluca)

2/7/18      bictegravir 50 mg /emtricitabine 200 mg/tenofovir alafenamide 25mg (Biktarvy)

3/6/18      ibalizumab-uiyk IV 2,000mg/800mg (Trogarzo) 

2/5/2018  efavirenz, lamivudine, and tenofovir disoproxil fumarate (Symfi)

2/5/18      efavirenz, lamivudine, and tenofovir disoproxil fumarate (Symfi Lo)

2/28/18    lamivudine and tenofovir disoproxil fumarate (Temixys, 3TC/TDF)

2/28/18    lamivudine/tenofovir disoproxil (Cimduo)

7/17/18    darunavir 800 mg/cobicistat 150mg/emtricitabine 200mg/tenofovir alafenamide                      10 mg (Symtuza)

8/30/18    doravirine (Pifeltro)

8/30/18 doravirine/lamivudine/ tenofovir disoproxil fumarate (Delstrigo)

11/28/18   lamivudine and tenofovir disoproxil fumarate; (Temixys; Celltrion)

4/8/2019  dolutegravir and lamivudine (Dovato)

7/2/2020  fostemsavir (Rukobia)

2/1/2021  cabotegravir (Cabenuva) – First long acting injectable

Highlighted yellow:  generic available in U.S.
Highlighted grey:  generic available, but rarely/never used

Blue: Fixed dose combinations of existing drugsUpdated: 4/2/2019

LICENSURE OF ANTIRETROVIRAL AGENTS BY YEAR



DHHS, IAS-USA Guidelines: 
Recommended First-line ART Regimens for Most PWH

DHHS1 IAS-USA2

Recommended (rating AI, unless otherwise specified) 
initial regimens for most PWH:

▪ BIC/FTC/TAF
▪ DTG/3TC/ABC if HLA-B*5701 negative and without 

chronic HBV coinfection
▪ DTG + (FTC or 3TC) + (TAF or TDF)
▪ DTG/3TC†

Recommended (rating A1a) initial regimens for most 
PWH:

▪ BIC/FTC/TAF
▪ DTG + FTC/(TAF or TDF)
▪ DTG + 3TC/TDF
▪ DTG/3TC†‡

1. DHHS Guidelines for the Use of Antiretroviral Agents in Adults and Adolescents Living with HIV. 2. Saag. JAMA. 2020;324:1651.

†Except for individuals with baseline HIV-1 RNA >500,000 copies/mL, with HBV, or for whom results of 
HIV genotypic resistance testing or HBV testing are not yet available.
‡Possibly not suitable for individuals with baseline CD4+ cell count <200 cells/mm3.

Slide credit: clinicaloptions.com

http://www.clinicaloptions.com/


Available Single-Tablet Regimens for Treatment-Naive Patients

Class Agent Components Caveats1

INSTI 

BIC/FTC/TAF INSTI + dual NRTI

DTG/3TC INSTI + single NRTI
Do not use if HIV-1 RNA >500,000 c/mL, 
HBV coinfection, or without resistance 

testing results

DTG/ABC/3TC INSTI + dual NRTI Only if HLA-B*5701 negative

EVG/COBI/FTC/(TAF or TDF) Boosted INSTI + dual NRTI

NNRTI*

DOR/3TC/TDF NNRTI + dual NRTI

EFV (400 or 600 mg)/3TC/TDF NNRTI + dual NRTI

EFV/FTC/TDF NNRTI + dual NRTI

RPV/FTC/(TAF or TDF) NNRTI + dual NRTI Only if HIV-1 RNA <100,000 c/mL and 
CD4+ cell count >200 cells/mm3

Boosted PI* DRV/COBI/FTC/TAF Boosted PI + dual NRTI

1. DHHS Guidelines for the Use of Antiretroviral Agents in Adults and Adolescents Living with HIV. Accessed November 22, 2021. 

*Recommended initial regimens in certain clinical situations. 

Slide credit: clinicaloptions.com

http://www.clinicaloptions.com/




DHHS Recommendations for Initial ART During 
Pregnancy

Slide credit: clinicaloptions.com

Guideline Status NRTIs INSTIs PIs NNRTIs

Preferred
3TC/ABC*
FTC/TDF

3TC + TDF

DTG†

RAL 
ATV/RTV

DRV/RTV‡

Alternative 3TC/ZDV LPV/RTV‡ EFV
RPV§

Insufficient data to recommend TAF BIC DOR

Not recommended EVG/COBI ATV/COBI
DRV/COBI

*Only if HLA-B*5701 negative. †Use of DTG at conception/very early pregnancy has been associated with small but statistically 
significant increase in the risk of NTDs; this information should be discussed with patients to ensure informed decision-making.
‡Must be used twice daily in pregnancy. §Only if pretreatment HIV-1 RNA ≤ 100,000 copies/mL and CD4+ cell count ≥ 200 cells/mm3.

DHHS Perinatal Guidelines. 2020.

http://www.clinicaloptions.com/


This means that people who take 
Antiretroviral Therapy (ART) daily 
as prescribed and achieve and 
maintain an undetectable viral 
load have effectively no risk of 
sexually transmitting the virus to 
an HIV-negative partner.

Treatment as Prevention:  
Undetectable means Untransmittable





With Effective ART, Survival of People With HIV Continues to Improve

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5427712/



Barriers to HIV/AIDS Care
in Rural Communities

Unique Social Aspects of 
Rural Communities
• Stigma
• Privacy and lack of 

anonymity
• Lack of awareness

Physical Isolation, Low Population 
Density, and Persistent Poverty

• Lack of services
• Lack of health insurance
• Lack of specialized service 

providers
• Lack of Ryan White 

providers
• Low population density and 

HIV prevalence
• Cost of treatment
• Insufficient internet access

https://www.ruralhealthinfo.org/toolkits/hiv-aids/1/rural-barriers



Satellite Clinic Sites



Kansas Satellite Clinics
• Charter aircraft 
• Team: 

• Physician, APRN’s and/or PA –
all AAHIVM Certified 

• MA, Lab tech, Outreach Case 
Manager

• Local FQHC Clinic or Health 
Departments provide space and 
local CM support

• Supplies: computers, support 
materials and vaccines are taken to 
each visit.



Kansas Prison 
Telehealth

• Tele video 
connection for 
consultation 

• Medical records are 
sent in advance

• Video connection is 
in the exam room 
with nurse and into 
the physician's office



COVID-19 and HIV

 Recent ramp up of telemedicine due to COVID-19 has led 
some rural populations to recently experience 
telemedicine visits for linkage to their care provider
 Has led to a greater need for virtual healthcare services 

and advancements in telehealth and telemedicine 
services being provided
 Increasing primary and secondary prevention activities to 

rural at-risk populations
 HHS allocated $20 million for expansion of telehealth 

services 
 Potential paradigm shift in the delivery of care for rural 

and underserved populations in the near futurehttps://www.ncbi.nlm.nih.gov/pmc/
articles/PMC7437610/



People With HIV

Antela,A., HIV Med, 17: 4-16.

PWHIV face a unique lifetime 
continuum of risks that 

compound and accumulate, 
with potential adverse effects 
on health and quality of life



With the right treatment and care, people with 
HIV can live a normal lifespan. 

People who have a good response to HIV 
treatment have excellent long-term prospects. 

You can increase your life expectancy by not 
smoking and having a healthy lifestyle.

https://www.aidsmap.com/news/mar-2020/yes-same-life-expectancy-hiv-negative-people-far-fewer-years-good-health

HIV Life Expectancy



HIV Life Expectancy

Once again, a life expectancy study has shown that HIV-positive people who start 
antiretroviral therapy (ART) promptly and have good access to medical care live as long 
as their HIV-negative peers. 

But the researchers found that HIV-positive people were living with additional health 
problems for many of those years – on average, they had major co-morbidities 16 years 
earlier than HIV-negative people.

If the person with HIV started ART with a CD4 count above 500, they would be 
expected to live to the age of 87 – a little longer than those without HIV.

https://www.aidsmap.com/news/mar-2020/yes-same-life-expectancy-hiv-negative-people-far-fewer-years-good-health



https://www.cdc.gov/vitalsigns/end-hiv/index.html



Midwest AIDS Training + Education Center

MATEC Resources



Contact Information

66

Midwest AIDS Training and Education Center of Kansas 
and Nebraska

Clinical Director:
Donna Sweet, MD, AAHIVS, MACP
dsweet@kumc.edu

Program Director:
Susan Tusher, LMSW
316-293-2682
stusher@kumc.edu

mailto:dsweet@kumc.edu
mailto:stusher@kumc.edu
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