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FOREWORD

South Africa is committed to preventing new HIV infections and attaining the UNAIDS
95-95-95 targets to control the HIV epidemic by providing quality healthcare services,
including highly effective antiretroviral medications for both prevention and treatment
of HIV.

The principal goal of ART is to attain and maintain viral suppression, which will prevent
new HIV infections, increase life expectancy, decrease morbidity and mortality, and
improve quality of life. To this end, the 2023 ART guideline introduced simplified ART
provision, and harmonised the management of children, adolescents and adults, as
well as pregnant women living with HIV/AIDS, TB and other common opportunistic
infections. The guidelines also introduced the use of Dolutegravir (DTG) dispersible
tablets for children from 3kg and 4 weeks old. All pregnant and breastfeeding women
must be on DTG-based regimens to ensure that they are virally suppressed as soon
as possible to prevent vertical transmission.

These guidelines have been revised with the latest version of the Differentiated
Models of Care SOPs to ensure the simultaneous consideration and alignment
of clinical, adherence and service delivery updates. The Differentiated Models of
Care SOPs form part of this guidance to enable optimal use of decentralised and
integrated service delivery to promote a patient-centred approach.

Integration of services remains critical in achieving better health outcomes. This
guideline provides resources to guide integration, especially with EPI services,
maternal contraception, TB services and NCDs to enhance the quality of clinical
care, the client's experience of care, support continued engagement in care, and
improve health system efficiencies.

Effective implementation of these guidelines will increase access to ART services,
advance South Africa’s ability to control the epidemic and help to achieve the 2030
SDG goals. | therefore urge all clinicians at PHC clinics, community health centres
and hospitals to use these guidelines diligently to offer quality, comprehensive
services to the public, thus contributing to the vision of A LONG AND HEALTHY
LIFE FORALL.

Dr SSS Buthelezi
Director-General: Health
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ABBREVIATIONS

2MMD 2 months dispensing (at once) EFV Efavirenz
3MMD 3 months dispensing (at once) eGFR Estimated Glomerular Filtration Rate
31C Lamivudine ECGK Electronic Gatekeeping
6MMD 6 months dispensing (at once) EML Essential Medicines List
ABC Abacavir EMTCT Elimination of Mother to Child Transmission of HIV
AHD Advanced HIV disease EPI Expanded Programme on Immunization
ALT Alanine Transaminase EX-PUP External Pick-Up Point
am In the morning FAC-PUP Facility Pick-Up Point
ANC Antenatal Care FC Film-coated
APC Adult Primary Care FDC Fixed-dose Combination
ART Antiretroviral Therapy FGR Foetal Growth Restriction
ARV Antiretroviral FTC Emtricitabine
ATVIr Atazanavir/ritonavir FTIC Fast Track Initiation Counselling (DMOC SOP 1)
AZT Zidovudine GDM Gestational Diabetes Mellitus
BANC plus Basic Antenatal Care Plus GIT Gastrointestinal Tract
bd Twice daily Hb Haemoglobin
BMI Body Mass Index HBsAg Hepatitis B surface Antigen
CBP Childbearing Potential HBV Hepatitis B Virus
CCMDD Central Chronic Medicines Dispensing and HCW Health Care Worker
Distribution HEI HIV-exposed Infant
CHW Community Health Worker HEU HIV-exposed but Uninfected
CICT Client-initiated Counseling and Testing HIV Human Immunodeficiency Virus
CM Cryptococcal Meningitis HIVSS HIV Self-Screening
CNS Central Nervous System HTAs High Transmission Areas
CPT Cotrimoxazole Prophylaxis Therapy HTS HIV Testing Services
CrAg Cryptococcal Antigen IEC Information, Education and Communication
CS Congenital Syphilis IM Intramuscular
CTX Cotrimoxazole IMCI Integrated Management of Childhood Ilinesses
CVS Cardiovascular System INH Isoniazid
DCs Dispensing Cycles InSTI Integrase Strand Transfer Inhibitor
DHIS District Health Information System IPT Isoniazid Preventative Therapy
DILI Drug-induced Liver Injury IPV Inimate Partner Violence
DMOC Differentiated Models of Care IRIS Immune Reconstitution Inflammatory Syndrome
DMPA Depo Medroxyprogesterone Acetate ITSR Index Testing Services Register
DR Drug-resistant IUCD Intrauterine Contraceptive Device
DS Drug-sensitive IV Intravenous
DSD Differentiated Service Delivery KP Known Positive
DST Drug Sensitivity Testing LAM Lipoarabinomannan
DT Dispersible Tablet LLETZ Large Loop Excision of the Transformation Zone
DTG Dolutegravir LGBTI Leshian, Gay, Bisexual, Transgender, Intersex
EAC Enhanced Adherence Counselling LP Lumbar puncture
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LPA

LPVIr

LTBI

MCR

MDO

MIP

MMD
MNCH
MNCWH&N

MSM
MUAC
NA
NCDs
NHLS
NNRTI
nocte
NRTI

NSA
NTD
NVP
od
OGTT
Ol
PBFW
PCG
PCR
PEP
PHC
PHC EML
Pl
PICT
PJP
PLHIV
pm
PNC
PO

Line Probe Assay

Lopinavir/ritonavir

Latent TB Infection

Maternity Case Record

Missed Diagnostic Opportunity
Mother-infant Pair

Multi-month Dispensing

Maternal, Neonatal and Child Health

Maternal Neonatal Child Women'’s Health and
Nutrition

Men who have Sex with Men

Mid-Upper Arm Circumference

Not Applicable

Non-Communicable Diseases

National Health Laboratory Service
Non-Nucleoside ReverseTtranscriptase Inhibitor
at night

Nucleoside/nucleotide Reverse Transcriptase
Inhibitor

Non-Suppression Algorithm

Neural Tube Defect

Nevirapine

Once daily

Oral Glucose Tolerance Test
Opportunistic Infection

Pregnant and Breastfeeding Women
Parent/Caregiver

Polymerase Chain Reaction
Post-exposure Prophylaxis

Primary Health Care

Primary Health Care Essential Medicines List
Protease Inhibitor

Provider-initiated Counselling and Testing
Pneumocyctis jerovecii Pneumonia
People living with HIV

in the evening

Postnatal Club

Per Os (per mouth)

PrEP
RfA
RPCs
RPR
RT
RTHB
Rx
SA
SC
SCR
sd
SOP
SRH
std
STls
TAF
B
TB NAAT
TDF
TEE

TLD
TLE
TPHA
TPT
TST
uTl

VL
VLS
VMMC
VT
VTP
WASH
WBOT
WHO
WLHIV
WOCP

Pre-Exposure Prophylaxis
Results for Action NHLS Reports
Repeat Prescription Collection Strategies
Rapid Plasma Reagin

Resistance test

Road to Health Booklet
Treatment

South Africa

Subcutaneous

Serum Creatinine

Single dose

Standard Operating Procedure
Sexual and Reproductive Health
Standard

Sexually Transmitted Infections
Tenofovir Alafenamide
Tuberculosis

TB Nucleic Acid Amplification Test
Tenofovir Disoproxil Fumarate

ART Regimen containing Tenofovir, Emtricitabine,
and Efavirenz

Tenofovir + Lamivudine + Dolutegravir
Tenofovir + Lamivudine + Efavirenz
Treponema Pallidum Haemagglutination Assay
TB Preventive Therapy

Tuberculin Skin Test

Urinary Tract Infection

Viral Load

Viral Load Suppression

Voluntary Medical Male Circumcision
Vertical Transmission

Vertical Transmission Prevention
Water, Sanitation and Hygiene
Ward-based Outreach Team

World Health Organisation

Woman Living with HIV

Women of Childbearing Potential
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What's new in this Guideline?

3 test algorithm to improve accuracy of results:

+ Removes retesting to cover the window period other than in cases of post sexual violence, occupational exposure or presenting with
signs and symptoms of possible acute HIV viral syndrome.

* Reuvises frequency for routinely retesting:

§ « Annually for all adults and adolescents 15 years and older or from 12 years if presenting to family planning services or reporting
> sexually active
e « Inclusion of screening algorithm for indicating need to test children older than 18 months who missed their 18-month test or who
o present sick.
£« Expands index testing to:
§ « Not only newly diagnosed clients, but also to all virally unsuppressed ART clients and clients re-engaging in care;
> + Beyond sexual and drug injecting partners, to offer index testing to:
T + all biological children under 19 years of age:
+ the wider social network for key populations and other high prevalence sub-populations to address confidentiality challenges
+ Expands the use of HIV self-testing for PEP follow-up, for PrEP continuation from the second follow-up visit, for PrEP re-engagement
(provided testing is conducted at a health facility), within facility-based HTS for triage when insufficient HTS providers are available,
and within index and social-network testing.
TLD 1 Clients on a DTG-containing regimen, who have never failed any other regimen
(or ALD 1 in children) (previous “first-line” terminology)
§ TLD 2 Clients on a DTG-containing regimen, who have failed an earlier regimen
E (or ALD 2 in children) (previous “second-line” terminology)
g Adispensing cycle (DC) is defined as the number of days for which a client would have treatment if a
e Dispensing single standard “monthly” quantity of tablets were dispensed. The term DC is preferred to the previously
cycle: used term ‘month’ due to the potential discrepancy that may arise between the days of treatment
dispensed (28 or 30 days) and the days in a month (on average, 30 days).
+ The preferred first-line ART regimen is tenofovir disoproxil fumarate-lamivudine-dolutegravir
(TLD) for those adult and adolescent clients initiating ART.
All adult and adolescent .« TDF weight-related eligibility criteria decreased from 35 kg to 30 kg
clients + All clients already on ART and not on dolutegravir (DTG), whether on first-line or second-line
230kgand 210 years of  regimens, should be evaluated for a switch to a dolutegravir-containing regimen.
age, including pregnant . . . : . . - :
and breastfeeding women  * TDF may safely be reused in 2nd-line therapy following 1st-line fallurg with 'I;DF-contammg regimens.
TLD will therefore be used as both first (TLD 1) and second (TLD 2) line regimens and in certain
cases, 3rd line regimens as well
+ Simplified switching from TEE to TLD not dependant on VL
(%]
5] + DTG 10 mg dispersible tablets for children from = 2 kg and = 37 weeks gestational age
£ New +» DTG-containing fixed-dose combination: ALD FDC [Abacavir (ABC) + lamivudine (3TC) + DTG]
§ formulations + ALD 600/300/50 mg - can be prescribed for clients = 25 kg
- * pALD 60/30/5 mg- can be prescribed for infants and children from = 2 kg, and = 4 weeks of age
g:: and = 37 weeks corrected gestational age)

Children 2 2 kg and « The preferred first-line ART regimen is abacavir-lamivudine-dolutegravir (ALD).
2 37 weeks gestational < All paediatric clients already on ART and not on dolutegravir (DTG), whether on first-line or second-
age until 299 kg or 9 line regimens, should be evaluated for a switch to a dolutegravir-containing regimen.
years of age

 Abacavir is the preferred alternative agent if TDF cannot be used
« Zidovudine (AZT) is no longer part of any standard ART regimen. AZT will be reserved only for cases

Other antiretrovirals with both renal failure and ABC hypersensitivity, or for preterm neonates
« Atazanavir/r replaces lopinavir/r as the preferred protease inhibitor except when on
TB treatment
gi_ VL monitoring First VL after ART initiation to be done after 3 dispensing cycles
Bk
g S Creatinine eGFR previously done at ‘month’ 6 moves to ‘month’ 3 (i.e. after 3 dispensing cycles)
= and eGFR to align with the new VL monitoring schedule

Chapter added on management of advanced HIV disease, including the screening, diagnosis and management of tuberculosis (TB),
cryptococcal meningitis (CM), and severe bacterial infections.

Advanced
HIV Disease

Xiv
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Virological Failure

Other Updates

HIV-Exposed
Infant

TPT

Syphilis

Other Updates

Definition: two or more VLs = 1000 c¢/mL after a minimum of 9 months on a DTG-containing regimen (TLD2 or TLD1 with special
circumstances).The client must have had at least two adherence assessments and interventions.

Focus on improved adherence: Resistance to DTG is uncommon. If other reasons for an unsuppressed VL (including drug
interactions) have been addressed or excluded, the highest probability of improving adherence would be to remain on a once-daily,
well-tolerated, fixed-dose combination regimen (TLD) while identifying and addressing the underlying root causes of non-adherence.
Resistance testing can be authorised by a medical officer experienced in HIV management, or other expert. Two samples should

be collected for both an HIV VL and a drug resistance test. If DTG is detected on drug-level testing (if available), the laboratory will
proceed to do an HIV drug-resistance test.

No DTG-containing regimen changes without a resistance test: Switching off a DTG-containing regimen should only happen if
InSTI resistance has been confirmed by a resistance test

Two high quality counselling sessions at ART start and at follow-up a month later

Reduces health facility visits in the first year on ART to support continued engagement in care, including visit schedule for first year
on treatment.

Removes time on ART from repeat prescription collection strategies (RPCs) eligibility criteria, enabling access as soon as first VL is
suppressed.

Reduces visits once enrolled in RPCs with a maximum of two visits per 6-month scripting cycle.

Emphasizes the importance of clinical care including TLD switch and VL management for clients enrolled RPCs with

VL 50-1000 c/mL

Enables multi-month dispensing (MMD) by the facility between clinical visits including for people not eligible for RPCs - children from
6 months of age, post-natal women, people co-infected with TB, with elevated viral loads or re-engaging in care.

Introduces facility-provided 6MMD specifically for clinically very stable clients meeting eligibility criteria for RPCs plus 12 months on
ART and two most recent VLs <50 c/mL (limited to TLD FDC until medicine stock availability is confirmed for other ART regimens
and hypertensive/diabetic treatment)

Introduces a differentiated approach to management on re-engagement.

Integrates contraceptive methods and TB preventative therapy into all service delivery models

Aligns ART visit schedules to TB management, infant EPI and family planning schedules to enable integration

Incorporates tools for enhanced adherence counselling and mental health assessment

-  The VL threshold for defining an HIV-exposed infant as “higher-risk” moves from = 1000 ¢/mL
DEIENE! to 2 50 c/mL
HIV er)1(|gher-r|sk ; ¢ Dual prophylaxis (AZT twice daily and NVP once daily) will be provided for all HIV-exposed infants at
posure at birth : Sy X
birth until delivery VL result is known

Cotrimoxazole Prophylaxis | ¢« HIV-exposed infants are no longer eligible for CPT

(CPT) ¢ HIV-infected infants remain eligible for CPT
TPT eligibility in + Pregnant women with advanced HIV disease (CD4 < 200, or WHO stage 3 or 4) should receive the
preganncy complete package of care for a client with AHD, including TPT.

Syphilis testing
frequency

Type of syphilis tests

A pregnant woman should be screened and tested for syphilis

* At her 1st/booking visit in antenatal care.

« If she tests negative, syphilis testing should be repeated at scheduled antenatal visits, at
approximately 4-weekly intervals, e.g., for BANC+ clients, this could be at 20, 26, 30, 34, and 38
weeks gestation

¢ During her labour/delivery admission

« At the time of diagnosis of an intrauterine death

* Atany time, if the mother has clinical symptoms or signs suggestive of syphilis

+ Syphilis testing should be aligned with the HIV testing schedule

+ Rapid syphilis tests (specific/treponemal) are preferred as first-line tests in pregnancy to facilitate
immediate treatment.
+ Dual rapid tests that test for both syphilis and HIV using the same drop of blood should be used
for women with unknown HIV status;
+ Single syphilis rapid tests (syphilis only) should be used for WLHIV
+ All positive rapid tests must be confirmed using an RPR test.

Notifications Al stillbirths related to syphilis should be notified

The following sections have been added/updated/enhanced
« Visit Schedule for Integrated Care: Mother living with HIV and her HIV-exposed Infant

Involving fathers in antenatal and postnatal services

PrEP Job Aids

Visit Schedule for Integrated Care: Mother taking PrEP

Three new EGK codes for VLs done in pregnant and breastfeeding women: C#Antenatal; C#Delivery; C#Postnatal



INTRODUCTION

4 ( N\ N\ N\ [/ N\ \
April 2004 2009/10 2013/14 2015/16 2019/20 2023
Introduction of ART: - National HIV testing - Introduction of EFV- - Introduction of - Introduction - Introduction of DTG
campaign based FDC (TDF, 3TC, Universal Test and of DTG-based 10mg dispersible
Eligibility Criteria: - Implementation of EFV) Treat policy FDC (TDF + tablet for children
CD4 < 200 NIMART - Criteria for ART - Adoption of 3TC +DTG) from 3kg and 4
- Introduction of TDF as initiation: CD4 < 500, cryptoccocal - National weeks of age
Available regimens: a replacement for d4T pregnant, reflex testing and Wellness - Alignment of clinical,
- la d4T + 3TC+ - Criteria for ART TB/HIV co-infection treatment Campaign adherence,and
EFV initiation: CD4 < 350 and all children < 5 service delivery
- 1b d4T + 3TC+ yrs regardless of CD4 updates
NVP count
. / . / / / / J

Figure 1: Key Milestones of the National HIV Programme

The national HIV programme has made significant strides in the last 20 years since the introduction of antiretroviral treatment (ART) in 2004,
as illustrated in Figure 1. These ART Guidelines replace the 2019 National Consolidated Guidelines for the Prevention of Mother to Child
Transmission of HIV and the Management of HIV in Children, Adolescents, and Adults.

Target Audience

The target audience of these guidelines are all categories of healthcare providers, programme managers at national, provincial, district and
facility level, and community-based organisations working with PLHIV in South Africa. Of particular note are frontline nurses, doctors, and
ancillary healthcare workers that provide the continuum of HIV care, treatment, and support services to people living with HIV (PLHIV).

Scope and Content

These guidelines address clinical and programmatic aspects of HIV prevention and treatment amongst adults, adolescents, children, infants,
pregnant and breastfeeding women, and key populations along the continuum of care, including:

Part 1: The minimum package of HIV prevention, care and treatment services to be offered by a
health facility

Part 2: HIV prevention, HIV testing services (HTS) and linkage to care

Part 3: ART initiation, optimising ART regimens and management of the client on ART

Part 4: Advanced HIV Disease

Part 5: Vertical Transmission Prevention

Certain aspects of care are covered comprehensively in other guidelines such as the National HIV Testing Services (HTS) Policy (2025),

the Differentiated Models of Care SOPs (2025), and the Pre- and post-exposure Prophylaxis Guidelines (PrEP 2021, PEP 2019, and

PrEP [Lenacapvir], 2025). While these guidelines provide a summary of the most important clinical aspects, it is recommended that
healthcare providers refer to these documents for more detail on these aspects of care. Furthermore, these guidelines do not provide detail
for complementary programmes such as sexually transmitted infections (STIs), cervical cancer screening, medical male circumcision,
contraception, fertility planning and non-communicable diseases (NCDs), as these are covered comprehensively in other guiding documents.
However, using an integrated and person-centred approach, the client's needs should determine the elements within their individualised,
comprehensive package of care.

XVi
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The Minimum Package
of HIV Prevention, Care
and Treatment Services

The Ideal Facility

What package of services do all
health facilities need to provide?




The Minimum Package of HIV Prevention, Care and Treatment

Services

All South African health facilities are expected to provide a minimum package of services for prevention, care, and treatment of HIV for the
population they serve. The minimum components of care are outlined in Table 1 below.

Table 1:

The minimum package of service to be provided at all facilities

PREVENTION REFERENCE

Health Education of HIV
Prevention

All facilities should provide education on HIV prevention and risk-
reduction both during individual client consultations and as part of daily
health talks in the facility.

HTS, 2025

Provision of male and female
condoms

Condoms should be routinely promoted and be made available in
facility waiting areas, toilets, and in every consultation room. Condoms
should be routinely offered during every HTS encounter, as part of dual
method family planning, and for clients presenting with STIs.

Condoms should be promoted and made available in the community
using the WBOT CHWSs, through outreach activities and mobile
services, and other non-governmental organizations. Condoms should
be promoted and made available at hotspots and high transmission
areas (HTAs), e.g., truck stops, shebeens, and taverns.

HTS, 2025

Screening and treatment of
STls

All facilities should provide screening and syndromic management of
STls and contact tracing according to the National STI guidelines.

STl screening should also be incorporated into ART and PrEP clinical
reviews.

Sexually Transmitted
Infections Management
Guidelines, 2018.

PrEP Guidelines, 2021’
ART Guidelines, 2023

Voluntary Medical Male
Circumcision (VMMC)

All facilities should offer VMMC or refer clients for VMMC. VMMC
should be included in health talks and other IEC materials.

South African National
Guideline for Medical Male
Circumcision (2016)

Post Exposure Prophylaxis
(PEP)

All facilities should provide PEP for 28 days within 72 hours to
healthcare workers who are accidentally exposed to HIV through

a needle stick injury (occupational exposure), anyone assessed

as having a significant risk of sexual exposure (sexual assault or
unprotected consensual intercourse or a burst condom with a known
HIV positive person or a person whose HIV status is unknown), or
anyone exposed through unintended accidents that lead to contact
with blood.

Post Exposure Prophylaxis
Guideline, 2019

Pre-exposure Prophylaxis
(PrEP)

All facilities, including the antenatal service, should have healthcare
workers trained in PrEP and should offer and be able to provide PrEP
to those testing HIV negative and who:

— request PrEP, even if he/she may not be perceived to be at risk
by the provider.
— may be at substantial risk of HIV infection.

After 1 month of starting PrEP, clients should be provided with 3MMD
for PrEP between clinical reviews. For pregnant and postnatal women,
PrEP refills are to be aligned with the antenatal, postnatal and EPI
schedules to reduce visit burden as per VTP guidelines (pg 49-50).

PrEP Guidelines, 2021’
HTS, 2025

VTP, 2023
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HIV TESTING SERVICES REFERENCE

Facilities should provide routine HIV
testing, including provider-initiated
counselling and testing (PICT) and
client-initiated counselling and testing
(CICT) for all clients attending the
facility at all facility service entry
points to adults, couples, adolescents,
children, infants, pregnant and
breastfeeding women and key
populations.

HTS services should be provided at, or accessible from, ALL
service entry points, including ANC services, TB services, STI
services, SRHR/family planning services, outpatient clinics,
medical, surgical, and paediatric inpatient wards, emergency units,
maternal, newborn and child health (MNCH) services, mental
health services and male circumcision services.

All facilities should have HIVSS kits accessible for clients to take
home to screen themselves or to provide to their partner to screen.
HIVSS can also be used to triage clients for further rapid testing
where there are insufficient human resources to ensure testing
coverage at the service entry point.

HIV diagnosis should follow the 3-test algorithm set out in the 2025
HTS guidelines.

HTS, 2025

Facilities should routinely retest
clients at the specified retesting
frequency

Clients should be routinely retested at the frequency set out in the
HTS and VTP guidelines. Retesting should be done for any client
with HIV symptoms or presenting with a HIV indicator condition
(STI, TB or Hepatitis) and at least annually for all adults and for

HTS, 2025 — Table 2

of HIV testing and to mobilise clients to attend facility-based and
community-based HTS.

adolescents 15 years or older or from 12 years if presenting to VTP, 2023
SRHR/family planning or ANC services (or if reporting sexually
active at other entry points).
All clients living with HIV should be Any HIV positive client is a potential index client, including those
provided with Index case testing for (i) newly diagnosed with HIV, (ii) ART clients with an unsuppressed
their partners, biological children or viral load, (jii) ART clients missed by index testing services and (iv)
siblings if under 19 years of age re-engaging ART clients.
: . o . . HTS, 2025
With the consent of the index client, index testing of their contact
list may take place at the facility, in the home (or at a preferred
community venue) or if over 18 years of age, by offering HIV self-
screening (HIVSS) kits.
Focused community-based testing HIV and HTS promotion and awareness campaigns should tailor
should be provided to under-tested messages to better reach and create demand among under-tested
populations priority populations less likely to access HTS at facilities specifically
focusing on key populations, men and young people.
Community-based testing, including distribution of HIVSS kits,
should be provided through mobile outreach HTS to hotspots HTS, 2025
including community venues, workplaces, tertiary institutions
and key population specific drop-in-centers with active linkage
to confirmatory testing for people screening reactive, treatment
services for people diagnosed with HIV and to prevention services
for people who will substantially benefit.
HIV self-screening should be HIV self-screening kits should be made available and promoted at
incorporated as an HIV testing health facilities and in community HTS for clients who prefer HIV
option in facility-based, focused self-screening either on or off-site (primary distribution) and for
community-based, index/social clients to take for their partners (secondary distribution).
network HTS and PEP/PTEP follow- | |ndex and social network-based testing should include HIV self- HTS, 2025
up screening as a HIV testing option for identified contacts.
HIV self-testing can be used for PEP follow-up and PrEP
continuation from 4-months of follow-up or at PrEP re-engagement
(provided conducted at a health facility).
Social network-based testing should be | Similar to index testing and also requiring consent, key population
provided to key populations individuals’ | individuals who (re)test for HIV should be offered HTS for their HTS. 2025
social networks social networks, expanding their contact list beyond reported :
sexual and/or drug-injecting partners.
Community Engagement All facilities should engage with their governance structures (e.g.,
hospital boards, clinic committees, ward counsellors) and other
relevant community-based groups to advocate for the importance HTS, 2025
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LINKAGE TO CARE REFERENCE

Clients who test HIV negative,
with a focus on individuals
who will benefit substantially,
should be actively linked to
prevention services (PEP/
PreP, VMMC and harm
reduction services).

Clients who test HIV positive
should be actively linked to
treatment services

All HTS service points should provide post-test counselling that is
informative as well as reassuring to facilitate linkage to care.

Prevention education, information, and condoms (use, distribution and
plan for self-collection) should be addressed with every person during
post-test counselling.

HTS providers are responsible for making appointments and providing
referral slips for people requiring active linkage.

Where feasible:

+ Clients who test HIV positive during community-based testing should
be linked to a CHW or community representative

 Clients who test HIV positive during facility-based testing should be
accompanied to the ART initiation services and introduced to the
service provider

HTS providers are responsible for linkage. Clear lines of communication
and referral pathways should be established between testing sites and
relevant service points for follow-up care. Loghbooks and appointment
systems should be used, and missed appointments should be traced.

HTS, 2025

ART Initiation

All facilities should provide ART initiation services for adults, adolescents,
children, pregnant, and breastfeeding women. Included should be the
following:

+ Baseline clinical assessment and WHO clinical staging

+ CD4 count/percentage

« TB screening, diagnosis, and treatment

+ TB Preventive Therapy (TPT)

+ Cotrimoxazole Preventive Therapy (CPT)

+ Cryptococcal antigen (CrAg) screening and fluconazole prophylaxis
+ Treatment of Opportunistic Infections (OIs)

+ Sexual and Reproductive Health Services (SRH) should be
integrated into ART services, including screening for pregnancy,
family planning assessment and method provision, STI and cervical
cancer screening

* Mental Health Screening
« Screening for non-communicable disease

+ Pregnant women should be initiated in the Antenatal Care Clinic
(ANC)

+ Breastfeeding women should preferably be initiated within routine
maternal and child health services in a “one-stop” approach to
improve adherence and retention in care.

At Primary Health Care (PHC) level, children should preferably be
initiated within Child Health / IMCI services, using the IMCI six steps

PROVISION OF ART SERVICES REFERENCE

ART Clinical
Guideline 2023

ART education and
adherence counseling

All facilities should provide the following types of education and adherence
support:

+ Fast track initiation counselling: education and support focused
on providing skills and identifying potential barriers to adherence
and explaining the treatment pathway ahead, including access to
longer ART refill collection at more convenient locations when virally
suppressed (DMOC SOP 1)

+ Enhanced adherence counselling: adherence monitoring and
targeted intervention for unstable patients (DMOC SOP 2)

¢ Child and adolescent disclosure for children living with HIV (DMOC
SOP 3)

+ Advanced HIV Disease education and counselling (DMOC SOP 9)

All facilities should monitor linkage and retention and ensure tracing of
clients missing an appointment by more than 7 days, starting with making
telephonic contact and following prioritization order.

2023, ART guidelines
-DMOC SOP 1,2,3
and 9
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PROVISION OF ART SERVICES REFERENCE

Follow-up for clients on ART | All clients should have the following assessed at ART follow-up visits,
until they are assessed as being stable and can enter either repeat
prescription collection strategies (external pick-up points, facility pick-up
points and adherence clubs) or facility provided 6MMD. Once in RPCs or
facility provided 6MMD, comprehensive clinical assessments will be done
annually, unless the clients become ill.

The follow-up of a client should include:
¢ Clinical assessment and WHO clinical staging

+ Monitoring of weight (adults) and growth and neurodevelopment in
children

+ Screen for medication side effects and potential drug interactions
+ Monitoring of renal function using creatinine and eGFR

+ VL monitoring and response Se_e Managing the
« TB screening, TPT eligibility and annual TB NAAT ﬂent on ART on page
o CPT eligibility

+ Contraception review including pregnancy screening, contraceptive
method choice, including offer of LARC and self-care methods
prescribed for the same script length with at least the same but
preferably longer refill length (oral or self-injectable DMPA-SC*);
consider most appropriate RPCs/facility 6MMD depending on
method chosen and visit alignment

+ STl screening and management

+ Cervical cancer screening.

* Mental health screening

* Non-communicable diseases screening

+ RPCs/facility BMMD review, rescript with appropriate refill length (for
RPCs minimum of 2 x 3MMD - see DMOC SOP 5)

+ At Primary Health Care level, children should preferably be followed
up within child health/IMCI services, using the IMCI seven steps

ART delivery for stable All facilities should provide a package of differentiated models of care for
clients stable clients on ART, known as RPCs.
A stable client is defined as a Clients should be offered and enrolled in their choice of RPCs immediately
client who: on viral suppression with a 6-month script and 3MMD:

+  Most recent VL < 50 ¢/mL « Facility pick-up point (fast track one-stop ART refill collection at

« Clinically well facilities)

« No Ols, including TB + Adherence club (group ART refill collection at facilities or in the

+ No uncontrolled NCD or communlt)l/) . ) ) .
mental health condition + External pick-up point (ART refill collection at community venues and

private pharmacies)

+Not pregnant or post natal , _

<12 months Once clients on ART* for 12 months and have 2 consecutive suppressed | ART Guidelines, 2023 —
viral loads, they should be offered a choice between RPCs and facility- DMOC SOP 4 &5

+ Over 5 years of age provided 6MMD.

Avery stable client is defined Clients may also choose none of the above RPCs or facility 6MMD. They
as a client who meets all of the | will still be eligible for 3MMD from facilities between clinical consultations.
above plus: (refer to DMOC SOP 4).

«  OnART* for 12 months Provided controlled, hypertension and diabetic treatment should be
provided through the same RPCs on the same 6-month prescription for
the same refill length as ART .

Oral or self-injectable contraception should be provided through the

same RPCs/facility 6MMD and scripted on the same 6-month prescription
with immediate dispensing of the full 6-months of contraception or at a
minimum the same refill length as ART and collection from the same RPCs
location.

* Has 2 consecutive
VLs < 50 copies m/L

*Limited to ART TLD FDC regimen only until national medicine stock availability is confirmed for other ART regimens and
hypertension and diabetic treatment.
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PROVISION OF ART SERVICES REFERENCE

ART delivery for unstable Facilities should use TIER.Net missed appointment lists (confirmed using
clients client folder or RPCs monitoring tools) and have systems in place to

An unstable (or red flag) client | trace clients who have missed their scheduled appointment or last RPCs
is one who: collection date by more than 7 calendar days, prioritising in the following

order: Clients (re)started in the last 6 months with advanced HIV disease
(AHD), clients with abnormal results, clients linked but not (re)started on
ART or overdue for VL monitoring — See DMOC 7.

Facilities should ensure effective VL monitoring and response by: ART guidelines, 2023 -

 Using the NHLS reports for action (RfA) to identify clients with a VL DMOC SOP 4, 7 and 8
more than 1000 and recall them to care for further action.

+ Having a functional results management process in place, so that VL
results are captured in the clinical stationery and into TIER.Net.

+ Use TIER.net reports to identify those due for a VL, and those who
have two VLs more than 1000 ¢/ml and may require a switch to a
See Data Management

second-line regimen. on page 167 on how
Clinicians should be able to assess a client with a VL > 50 c¢/ml, implement to rggigter for NHLS RfA

interventions accordingly, provide enhanced adherence support if
indicated, identify clients eligible for a resistance test, and maintain ART
as applicable See VL Non-

Unstable clients who do not require more frequent clinical management Suppression

can be provided with 3-month ART refills between clinical consultations to | Al90rithm on
support adherence by reducing health facility attendance burden (referto | Pa9¢ 144 for the
DMOC SOP 4.1: Facility 3MMD) management of an

_ o elevated VL
Clinicians should be able to assess a re-engaging client (more than
28 days late for a scheduled appointment) and differentiate clinical
management and service delivery, including when to repeat a CD4 count/
VL and appropriate ART refill length as set out in the re-engagement
algorithm (Re-engagement Algorithm on page 34). Clients less than
28 days late are regarded as routine clients and should remain in their
RPCs and collect their refill from their RPCs location, or if not enrolled,
assessed and offered RPCs.

PROVISION OF INTEGRATED TB/HIV SERVICES

+ missed an appointment or
attended late for refills

¢ aVL>50c/ml
* possible signs or

symptoms of treatment
failure

See the Tier.net reports
manual v 1.10

Facilities should provide All clients testing for HIV should undergo TB screening, and clients

integrated TB and HIV who present with one or more symptoms should be referred to a

services clinician for further management.
All clients diagnosed with HIV should be screened for TB at every visit | National Guidelines on the
at any facility service, including but not limited to ART services, and Treatment of Tuberculosis
have access to: |nfect|0n, 2023

« further investigations if indicated (TB-NAAT, LPA, culture and
DST, CXR, and urinary LAM)

. HTS 2025
« DS- or DR-TB treatment as applicable
All ART clients, irrespective of TB symptoms, should be annually tested
for TB using TB-NAAT. ART guidelines, 2023
All clients with abnormal results must be urgently recalled by the facility | (see Visit Schedule
for further managementl for |ntegl’ated Cal’e fOI’

Clients without TB symptoms should be considered for TPT. CI|en_ts_ on ART and Drug-
Sensitive TB Treatment

All clients with presumptive or diagnosed TB should be tested for HIV. | o page 48)

Clients who are TB and HIV coinfected should be able to receive
treatment for both conditions from the same consulting room, with
script and refill length alignment.
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PROVISION OF INTEGRATED SRH/MNCWH&N AND VTP SERVICES

HIV Testing, Care, Treatment,
VTP and SRH services should
be integrated into Antenatal
Care, at Delivery, during
Postnatal Care, and into
other routine MNCWH&N
services

VTP including HTS, PrEP, ART initiation, VL monitoring, enhanced
infant prophylaxis, early infant diagnosis (EID), access for ART
(including facility based MMD, RPCs, or facility provided 6MMD if
eligible), should be part of routine MNCWH&N services. Wherever
possible, different services should be aligned and provided on the
same day.

The mother and her infant should receive integrated care as a mother-
infant pair until at least the end of the breastfeeding period and ideally
up to the child being two years of age.

Because infant prophylaxis is dependent on the mother’s VL, the
clinician treating the child should always enquire about the health of
the mother, her adherence to ART, her most recent VL, and if she is
still breastfeeding.

Every woman attending ART services should be screened for
pregnancy and breastfeeding, have her family planning needs and
method choice reviewed at least annually, and have her contraception
method choice aligned and provided with ART refills and where
possible, provided through the same RPCs/facility-provided 6MMD.

All facilities should be able to provide cervical cancer screening at
specified frequency.

VTP guidelines, 2023
(alignment tables on Visit
Schedule for Integrated
Care for the Mother living
with HIV and her HIV-
exposed Infant on page
162)

HTS 2025

Facilities should provide
integrated NCD/HIV services

PROVISION OF INTEGRATED NCD/HIV SERVICES

All PLHIV should be screened for non-communicable diseases,
including hypertension, diabetes, and epilepsy, and have their
cardiovascular risk assessed as outlined in the PHC EML 2024.

All clients on ART should be screened for depression and anxiety

at least annually, and at any time if a client presents as unstable/a
red flag client (re-engaging, elevated VL, or possible clinical signs of
failure).

All clients with non-communicable Disease should be screened for HIV.

PHC EML, 2024

NCD treatment delivery for
people with stable hypertension
or diabetes:

+ Most recent HbAlc taken
in past 12 months <8% for
Diabetes

+ 2 consecutive BP <140/90
for Hypertension

Stable hypertensive or diabetic clients, whether or not co-infected

with HIV, qualify for RPCs and should be offered and enrolled. If
co-infected, these clients should receive their ART and NCD treatment
through the same RPCs for the same refill length with integrated
clinical reviews.

ART guidelines, 2023 -
DMOC SOP 5

PROVISION OF SERVICES FOR KEY POPULATIONS INCLUDING ADOLESCENTS,

Facilities should provide
sensitive and appropriate
HIV services for adolescents,
youth and key populations

SEX WORKERS AND PEOPLE FROM LGBTI COMMUNITIES

All facilities should have HCWs who are trained to provide adolescent
and youth-friendly services and key population sensitive and
appropriate HIV services in a manner that encourages marginalised
populations to access care.

Based on their local context, facilities should provide community-
based outreach and mobile services to deliver HIV prevention
interventions such as HTS, condoms, condom-compatible lubricants,
targeted communication, PEP, PrEP and ART to people who face
barriers to access mainstream services.

National Adolescent and
Youth Health Policy (2017)

The South African National
LGBTI HIV Framework,
2017-2022
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PHARMACY

Facilities are responsible for
ensuring a constant supply
of essential medicines and
commodities

Clinicians should have a constant supply of:
* ART, including 84-90-day pack sizes for TLD
+ PEPand PrEP

+ Prophylactic medications, e.g., cotrimoxazole preventive therapy
(CPT), TB preventive therapy (TPT), and fluconazole

+ Medications for the treatment of opportunistic infections (Ols) and
sexually transmitted infections (STIs)

¢+ Nevirapine and AZT syrup for infant prophylaxis
+ Anti-TB medications

+ Contraceptive methods, including LARC methods and self-
injectable DMPA-SC*

* Hypertensive/diabetic medicines
+ Male (external) and female (internal) condoms

All drug stockouts should be reported to
Stop Stockouts: (084) 855-7867 (SMS/please call me/WhatsApp)

National Contraception
Clinical Guidelines (2019)

Facilities are responsible for
ensuring a constant supply of
essential diagnostic kits and
commodities for side room
investigations

LABORATORY

+ HIV Rapid Test Kits (screening and confirmatory 1 and 2 in
accordance with 3-test algorithm)

HIVSS kits

DBS kits for DNA PCR

Dual HIV/Syphilis Rapid test kits

Pregnancy tests

Syphilis Rapid tests

Haemoglobin Meters and test strips

Glucometers and test strips

Urine dipsticks

Specimen tubes for VL, CD4, FBC, and Biochemistry
Sputum jars

Urine LAM strips

Essential Infrastructure and
Equipment

INFRASTRUCTURE AND EQUIPMENT

Running water and electricity

Well-ventilated rooms for infection control purposes

A room that allows for confidential counselling

BP machines Stethoscopes

Torch and otoscope/auroscope Thermometers

Height measuring boards/charts, growth charts for children, MUAC

tapes, weighing scales

+ Examination couches

¢ Speculum, brushes, slides and fixative, and examination lamp for
pap smear

+ Penile and vaginal models for condom demonstration purposes An

adequate supply of prescribed clinical stationery

Ideal Clinic policy
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MANAGEMENT OF HIV PREVENTION, CARE, AND TREATMENT SERVICES

Current guidelines, as referenced in this document, should be available

Guidelines . ; :
(preferably in each consulting room, if resources allow)

All data should be checked and verified before submission to DHIS.
All facilities should practice good documentation and have functional
blood results management processes that will allow accurate data to DHIMS policy
be captured into TIER.Net with effective recall systems in place.
Facilities should use TIER.Net reports to track clients missing

Data Analysis and Reporting scheduled appointments and identify clients with elevated viral loads or
other abnormal results.

Facilities should conduct 3-6 monthly clinical audits to ensure that PHC Supervision Manual,
guidelines are adhered to and that clients are receiving quality and Ideal Clinic Guidelines
comprehensive clinical care (including clients in RPCs).

Analysis of facility data should enable continuous quality improvement.

TIER.Net reports Manual

Facilities should meet with their supervisor/health area manager to
review indicator performance relative to targets and the effectivity of
actions outlined in their quality improvement plans (in preparation for
sub-district/district quarterly review meetings).

Facilities should organize regular clinical case discussion meetings
to review difficult cases, adverse events, including positive PCRs and
maternal or child deaths or near misses.

Facilities should meet quarterly with their governance structures and
community leaders to increase the demand for HTS, HIV prevention
and HIV treatment activities.

Clinic and Community meetings PHC Supervision Manual

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O
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HIV Prevention,
HIV Testing Services (HTS)
and Linkage to Care

95% of PLHIV should know their status

How do we find and test those living with HIV
and link them to care and treatment?




HIV Testing Services

HIV testing services (HTS) are the main entry point to the HIV continuum of care.

HTS must focus on people with HIV who (i) remain undiagnosed, (i) are unlinked to treatment services, (iii) are re-engaging in care and
treatment services, and (iv) who would substantially benefit from prevention services. To maximise the impact of HTS, programmes need

to consider specific local epidemic contexts and resources available and determine a strategic mix of differentiated HTS approaches for an
effective and efficient HTS programme.

The HTS approaches include the following:

« Facility-based HTS by entry service point,
«  Community-based HTS,

¢ HIV self-screening (HIVSS),

* Index testing and

¢ Social network-based testing

Key guiding principles for HTS

+ Apply a human-rights-based approach that prioritizes universal health, gender equality and health-rights;
+ Use integrated approaches:

»  HTS must integrate screening for TB symptoms, STIs, mental health and NCDs into the pre-test information session at health
facilities and in community settings

«  Wherever feasible, HTS should be provided together with all SRHR services including family planning.

+  HTS services should be integrated into all service delivery areas and offered to all clients attending at health facilities, ensuring
HIV testing coverage of all clients not previously tested or due for retesting.

+ Include high impact testing strategies in the mix of facility- and community-based HTS approaches such as facility-based PITC,
facility- and community-based index client testing, focused community-based testing of high-risk populations, including female
sex workers, men who have sex with men (MSM), transgender individuals (TG) and people who inject drugs (PWID) and under-
tested priority populations, including men and young people.

+ Implement the 5Cs, namely, Consent, Confidentiality, Counselling, Correct test results, and Connection along the HTS
continuum of care, to ensure clients are not lost to follow-up in the HTS cascade.

HIV Prevention services:
Pre-test Actively PrEP, condoms, risk
Demand . . test . :
creation "}L%rlzn;tr']%n counselling, rgz:fﬁ_nmd rEdl{?&wCedgEaF;tlon, Fam[ly
and linking screening for test and prevention linkage ! Planning
clients to TB.STI g diagnosis education and g services
HTS , STIs and condoms to ot.her
NCDs services

HIV treatment, care and ’
support services

Figure 2: The 5C along the HTS continuum of care

Consent for HTS in children

Children may only be tested for HIV if testing is in their best interest, and lawful consent has been given for the test. Any person
aged 12 years and older, and/or with sufficient maturity*, can give consent for HTS in South Africa. Consent for HIV testing for children may

be given:
by achild, if he or she is 12 years or older
* by a child younger than 12 years if he or she has “sufficient maturity*”

by a parent, caregiver or the provincial head of the Department of Social Development if the child is younger than 12 years and is not
sufficiently mature

* A child will be sufficiently mature to provide independent informed consent if he or she is able to:

+ understand information about the benefits, risks and social implications of HIV testing; and
« act accordingly (i.e., agree or refuse to test) based on that understanding.
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Children under 12 years old who present at ANC/FP/TOP services should be evaluated to determine if they are mature enough to give
consent for HIV testing. If the child is not deemed sufficiently mature to provide consent, testing should still be conducted. In such cases, the
consent process should involve a caregiver or another designated person, as outlined in the Children’s Act.

The Children’s Act* ensures that a wide range of people may assist a child by consenting for HIV testing on the child’s behalf. It facilitates
HTS for orphans and vulnerable children. According to the Children’s Act, a caregiver is anyone who cares for a child. Caregivers include:

 grannies, aunts and any other person who cares for a child with the implied or express informed consent of a parent or guardian;
+ afoster parent;

+ someone offering temporary safe care;

+ the head of a shelter or child and youth care centre;

+ achild and youth care worker supporting children in the community;

+ achild (of 16 years and older) heading a child-headed household.

The basic package of HTS services

Where HIV testing is provided by a skilled provider, the package should include:

 Pre-test information and post-test counselling

 HIV-testing according to the national 3-test algorithm

+ Risk reduction education and condom provision

+ Active referrals to HIV prevention services (PEP, PrEP, VMMC and harm reduction) for those testing negative

« Active referrals to treatment, care, and support services for those who test positive

* Provision of, or referral for, family planning services

+ TB, STI, mental health and NCD screening

« Facility and community index testing services for partners and biological children of HIV positive clients over 18 years of age,
including those (i) newly diagnosed with HIV, (ii) ART clients with an unsuppressed viral load, (jii) ART clients missed by index testing
services and (iv) re-engaging ART clients.

For HIV self-screening (HIVSS), the test kit should include:

* Instructions on how to perform the test, and interpret the results

+ Information for how and where to link to other services

+ Areferral card

+ National AIDS Helpline contact details for questions and support (0800 012 322)

HIVSS is a pre-screening test and does not provide a definitive diagnosis. A reactive self-test
result must always be followed by additional testing following the national testing algorithm
by a trained provider or counsellor.

HTS approaches and settings: when, where, who, and what

A combination of facility- and focused community-based HTS approaches facilitates the early diagnosis of HIV- positive people.
Complementary to facility-based HTS, community work increases early diagnosis by reaching first-time testers among people who
seldom use clinical services. Men, adolescents, and key populations, for example, visit public health facilities less frequently than women
and mothers. Using the principles of differentiated service delivery (DSD), testing services may be adapted to target both high-risk
populations and those that are currently hard to reach. Table 2 below provides an overview of differentiated HIV testing approaches,
outlined according to the DSD building blocks of when, where, who, and what.

Members of the LGBTI communities often test late due to fear of stigma and discrimination,
thus, increasing risks for poor health outcomes.
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Table 2:

An overview of how HIV testing approaches and settings can be adapted using a DSD approach

WHEN

WHERE

WHO

WHAT

Facility-based HTS

Facility-based
routine HIV
testing, including
provider-initiated
counselling and
testing (PICT) for
all clients, including
adults, couples,
adolescents,
children, infants,
pregnant and
breastfeeding
women and key
populations.

HTS should be provided
within standard operating
hours, with PITC
available overnight

and on weekends for
inpatients, casualty, and
maternity services.

HTS services should be
provided at, or accessible
from, ALL service points,
including ANC, TB,
SRHR/FP, STI, outpatient
clinics, medical, surgical,
paediatric inpatient
wards, emergency units,
maternal, newborn and
child health (MNCH),
mental health, men’s
health including male
circumcision services and
dental services.

All healthcare
personnel, including
but not limited

to nurses and
counsellors, are
trained in HIV testing
Services.

Focused
community-based
HTS

Community-based
approach focused
on under-tested
hard-to-reach
populations,
including men,
young people, and
key populations

Community-based
services should be
offered when the focus
population is present and
it may be provided during
the day, early evening,
over weekends, or at
night (moonlight testing)
to increase access for
key populations, men,
and young people (<25
years) who are frequently
missed during normal
working week hours, or
school day visits.

Mobile and Outreach HTS
to hotspots and venues
where under-tested
populations congregate

Home-based HTS for
index testing, social
network-based testing
and TB contacts

HTS in the workplace,
schools or tertiary
institutions, key
population-specific drop-
in centres and prisons.

Healthcare personnel,
including but not
limited to nurses

and community
health workers,

are conducting the
outreach service.

Clients may perform
HIV self-screening
(HIVSS).

All positive results
require confirmation
by trained healthcare
personnel.

Pre-test information

Provider-delivered test or
HIVSS with confirmatory
testing according to the
algorithm

Post-test counselling,
including prevention
education and condoms

Index contact elicitation if
appropriate

Distribution of self-screening
kits

Linkage to confirmatory
testing, treatment and
prevention services

Index testing

Facility and
community index
testing for partners
and biological
children of HIV
positive clients,
including those (i)
newly diagnosed
with HIV, (i) ART
clients with an
unsuppressed
viral load, (jii) ART
clients missed

by index testing
services and (iv)
re-engaging ART
clients.

Index testing consent and
partners and biological
children elicitation

should take place during
post-testing counselling
of newly diagnosed
clients or during ART
consultations for ART
clients.

Elicitation of contacts
for possible testing
should happen at the
site of testing, whether
at the facility or in the
community. Alternatively,
this should take place at
the health facility when
attending ART services.

Index testing trained
healthcare personnel,
including nurses and
counsellors.

Counselling on partner
notification

Obtain informed consent
List partners, biological
children with unknown

HIV status or overdue for
retesting

Screen for intimate partner
violence (IPV)

Offer and action preferred
method (index booklet)
Distribute HIVSS for the
partner if this has been
selected as the index testing
preferred method

HIVSS instructions,
including a link to an online
demonstration
Linkage-related information

HIVSS distributor contact
information for support
National hotline support
All positive results require
confirmation by trained
healthcare personnel
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HIV self-screening

HIV self-screening
to reach under-
tested and test-
averse populations,
including men
(individually or as
part of a couple),
young people, and
key populations.
Also, to simplify
the retesting of key
populations and
people using PEP
or PrEP.

During facility operational
hours and during all
times of the day and
evening when targeted
populations congregate in
the community.

Saocial network-
based testing

Facility and
community-
based testing of
key population
individuals and
other specifically
identified high
prevalence sub-
population groups
(complementing
index testing

by addressing
confidentiality
challenges).

At post-testing
counselling of clients at
facility and community-
based testing services
(whether HIV positive or
negative diagnosis)
When attending ART or
PrEP services.
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Frequency of testing in different populations

The table below summarizes the frequency at which HIV testing should be conducted in different populations.

Table 3:  Frequency of testing in different populations

WHO WHEN

As per the most recent VTP guidelines - at confirmation of pregnancy, at every
Pregnant women full basic antenatal care (BANC) visit, and at labour (or immediately after
delivery)

As per the most recent VTP guidelines, at 10-week EPI visit, at 6-month
Breastfeeding women (to detect HIV sero-conversion) | integrated well-baby visit, and then 3 monthly until six weeks post cessation of
breastfeeding. Ask about her last testing date at every visit.

As per the most recent VTP guidelines - at birth, at ten weeks, at the 6-month
integrated well-child visit and at 18 months

HIV-exposed babies If breastfeeding: At six weeks post-cessation of breastfeeding, even if
breastfeeding continues beyond 18 months

At any time if the child is clinically unwell.

18 month-old child regardless of exposure Once as per the most recent VTP guidelines (universal testing at 18 months).

Children (19 months- 14 years) Once post-18 months old if no documented 18-month HIV test OR sick

Immediately and annually if presents at FP/ANC/TOP services OR at any other

L %
12-14 years service if sexually active

15-19 years Annually** or more frequently, based on recent exposure.
Adults Annually or more frequently, based on recent exposure.
Clients on PrEP At one month then every three months (as per the PrEP guidelines).
Key populations Every 6 months.
Annually

Known discordant partner (known HIV positive partner) | Positive partner should be on continuous ART and negative partner should be
offered PrEP and tested as per the PrEP guidelines

All above individuals presenting with a diagnosis or
receiving treatment for sexually transmitted infections
or viral hepatitis, a confirmed or presumptive TB Immediately
diagnosis, outpatients presenting with clinical
conditions or symptoms indicative of HIV

*Children under 12 years old who present at ANC/FP/TOP services should be evaluated to determine if they are mature enough to give
consent for HIV testing. If the child is not deemed sufficiently mature to provide consent, testing should still be conducted. In such cases,
the consent process should involve a caregiver or another designated person, as outlined in the Children’s Act.

**H|V testing should be offered annually to adolescents, with the assumption that they may be engaging in sexual activity. Healthcare
workers should avoid conducting sexual risk assessments, as these are known to exclude adolescents who are sexually active and
vulnerable to HIV acquisition. If an adolescent chooses to self-report that they are not sexually active, they are considered to have opted
out of testing and do not need to be tested until their situation changes.
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Re-testing following the window period

Retesting is not required to rule out the window period except in the following cases.

Table 4: Recommended window period testing

CIRCUMSTANCE WHEN TO RE-TEST TO RULE OUT THE WINDOW PERIOD

Post sexual violence and rape At six weeks and 12 weeks, per the relevant guidelines

Occupational exposure & person exposed has

been issued with PEP At six weeks and 12 weeks per guidelines.

Presenting with signs and symptoms of possible

acute HIV viral syndrome Atsix weeks.
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Types of tests to use in different age groups

Table 5 below summarises the types of tests that should be used per age group for screening and confirmation purposes if the screening test is
found to be positive.

Table 5:  Types of HIV tests to use per age group

Age of the client HIV screening test Confirmatory HIV Test 1 | Confirmatory HIV Test 2
Less than 18 months PCR test PCR test

18 months to 2 years HIV Rapid test PCR test

All adults, adolescents

and children older than HIV Rapid test HIV Rapid test HIV Rapid test

2 years

Start with HIVSS

All adolescents and HIVSS HIV Rapid test HIV Rapid test HIV Rapid test

adults older than 12

years

In a small percentage of babies, maternal antibodies are retained beyond 18 months of age, potentially resulting in false-positive HIV diagnoses
and inappropriate initiation of ART.? For this reason, HIV PCR testing is done as confirmatory testing in all HIV-positive tests in children under
two years of age. At the clinician’s discretion, the HIV-PCR may be replaced by a viral load test which has the advantage of both confirming

the HIV diagnosis and providing a baseline VL for monitoring the child’s response to ART. Any child who tests HIV positive should initiate ART
according to the Paediatric ART guideline as a matter of urgency. Do not wait for the confirmatory result before initiating ART but ensure that this
result is checked.

The HIV testing algorithm for all adults, adolescents, and children older than 2 years

South Africa has adopted a three-test strategy due to its HIV positivity rate below 5% to ensure the accuracy of results. This testing
strategy aims to ensure that at least 99 % of the positive predictive value (PPV) is maintained, thus reducing the chances of a false-positive
misdiagnosis. The algorithm is reflected in Figure 4 below and can be summarized as follows:

+ Anyone with a non-reactive test result is reported to be HIV negative.

+ Individuals whose test results are reactive on both the screening RDT and confirmatory RDT 1 should then be tested using confirmatory
RDT 2.

+ Report HIV positive if confirmatory RDT 2 is reactive (screening RDT reactive; confirmatory RDT 1 reactive; confirmatory RDT 2
reactive).

+ Report as HIV discrepant if confirmatory RDT 2 is non-reactive (screening RDT reactive; confirmatory RDT 1 reactive; confirmatory RDT
2 non-reactive). Request HIV ELISA testing.

« Ifthe screening RDT is reactive and the confirmatory RDT 1 is non-reactive, repeat the screening RDT only. Do not repeat the algorithm.
If the repeat screening RDT is non-reactive, report HIV negative (screening RDT reactive; confirmatory RDT 1 non-reactive; repeat
screening RDT non-reactive).

« Ifthe repeat screening RDT is reactive, report as HIV discrepant (screening RDT reactive; confirmatory RDT 1 non-reactive; repeat
screening RDT reactive). Request HIV ELISA testing. If the HIV ELISA test result is positive, report HIV positive. Individuals whose
ELISA test result is inconclusive should be asked to return in 14 days for additional testing.
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When implementing HIV rapid diagnostic testing (RDT), a serial testing algorithm should be followed. The selection of rapid test kits used in the
testing algorithm should be guided by the National Reference Laboratory and approved by the National Department of Health.

Perform HIV Screening RDT*

|

Screening RDT Reactive (+)

i

Screening RDT Non-reactive (-)

: 2 2 2
Confirmatory RDT 1 Report as HIV NEGATIVE (-)
| |
4 3
Confirmatory RDT 1 Confirmatory RDT 1
Reactive (+) Non-reactive (-) 1
3
- REPEAT SCREENING RDT ONLY
Conflrmatlory R (Do not repeat the whole algorithm)
- L { 1
Confirmatory RDT 2 Confirmatory RDT 2 2" Screening RDT 2" Screening RDT

Reactive (+) Non-reactive (-) Reactive (+) Non-reactive (-)

l l l l

Report as HIV DISCREPANT RESULTS DISCREPANT RESULTS Report as HIV
POSITIVE (+) NEGATIVE (-)
Report as
HIV inconclusive
and refer for
HIV ELISA testing

Report as
HIV inconclusive
and refer for
HIV ELISA testing

DISCREPANT RESULTS:
Refers to any combination of HIV test outcomes to an
individual which does not allow a final HIV status to be
determined as per the HTS Policy

!

Screening RDT Reactive (+)
Confirmatory RDT 1 Reactive (+)
Confirmatory RDT 2 Non-reactive (-)

Screening RDT Reactive (+)
Confirmatory RDT 1 Reactive (+)
Confirmatory RDT 2 Reactive (+)

Screening RDT Reactive (+)
Confirmatory RDT 1 Non-reactive (-)
2" Screening RDT Reactive (+)

Figure 3: HIV Tesing Algorithm for all adults, adolescents and children over 2 years

* Where a healthcare worker does not have a screening RDT available to perform the first screening test in the algorithm, a
healthcare worker can use an HIVSS kit to conduct the first test, replacing the need for a screening RDT. However if the client
tests themselves as is intended with HIV self-testing (see section below), then any self-reported reactive test must be followed with
a screening RDT and 2 confirmatory RDTs as per the national 3-test algorithm to confirm an HIV positive diagnosis.
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HIV self screening algorithm

HIVSS is a pre-screening test and does not provide a definitive HIV-positive diagnosis. It does not replace the first screening rapid diagnostic
test (RDT) in the 3-test algorithm except in exceptional circumstances®. All reactive HIVSS results need to be confirmed through the national
testing algorithm starting with a screening RDT. Non-reactive HIVSS results should be considered negative, with no need for immediate further
testing. HIVSS can also be used for PEP follow-up and PrEP continuation from 4-months follow-up or PrEP re-engagement, and this is only
applicable if conducted in healthcare facilities (refer to updated PrEP guidelines).

*Where a healthcare worker does not have a screening RDT available to perform the first screening test in the algorithm, a healthcare worker
can use an HIVSS kit to conduct the first test replacing the need for a screening RDT. However if person tests themselves as is intended with
HIV self-testing, then any self-reported reactive test must be followed with a screening RDT as per the national 3-test algorithm to confirm an
HIV positive diagnosis.

Perform HIV self-screening test
(Directly assisted or unassisted)

|
v v

If reactive (positive) ~Ifnon-reactive (negative) _
Confirm result with a trained provider conducting the Recommend linkage with comprehensive prevention services.
full 3-test RDT algorithm starting with the screening Recommend repeat screening if there has been potential
RDT. If confirmed HIV-positive with algorithm, refer for exposure to HIV in the preceding 6 weeks.
treatment.

Figure 4: HIV Self Screening Algorithm

HIV index testing

To achieve the 95-95-95 targets and identify PLHIV who remain undiagnosed or not linked or engaged in treatment services, the country is
scaling-up index testing for sexual and drug-injecting partners and biological children of PLHIV within all HIV testing and treatment programmes.

Index testing is a voluntary process where trained health care providers ask (i) clients newly diagnosed with HIV, (ii) clients with an
unsuppressed viral load, (iii) ART clients missed by index testing services and (iv) re-engaging ART clients about their sexual partners,
biological children under 19 years, siblings if the client is child under 19 years or drug injecting partners. Index testing should be offered to all
people living with HIV as part of a voluntary comprehensive package of testing, care, and prevention.

All index testing sites should take steps to implement safe and ethical index testing services by:

1. Complying with minimum standards for index testing.

2. Obtaining informed consent prior to the elicitation interview and before contacting partners.

3. Conducting an IPV risk assessment for each named partner and providing appropriate services for clients experiencing or at risk of
violence.

4. Utilizing continuous quality improvement to identify and address any gaps in the provision of index testing services; and

5. Implementing a robust mechanism for detecting, monitoring, reporting, and following up on any adverse events associated with index
testing services.

There are 10 steps for conducting Index testing services as reflected in Figure 6: HIV Index Testing Algorithm on page 21.
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HIV Index Testing Algorithm

STEP 1: Introduce Index
Testing Services during pre-
test session or VTP/ART visit

or re-engagement visit

STEP 2: Offer Index Testing
services as a voluntary
service to the client

STEP 3: When client
accepts Index Testing
services, obtain consent

STEP 4: Obtain a list of
sex and needle-sharing
partners and biological
children/siblings/orphaned
children in their care <19 years
with unknown HIV status

STEP 5: Conduct intimate
partner violence (IPV) risk
assessment/LIVES screening
for each named partner and
child

STEP 6: Determine the
preferred method of partner
notification or child testing for
each named partner/child and
record on in ITSR

STEP 7: Contact all named
partners and test all named
children < 19 years with
unknown status using the
preferred approach

STEP 8: Record partner
notification and family testing
outcomes in the ITSR

STEP 9: Provide appropriate
services for partner(s) and
children based on HIV status

STEP 10: Follow up with Index
client to assess harm or any
adverse events associated
with ITS

Use Index Testing Talking Points to introduce
partner/family testing to the index dient and
complete Index Client Information Form

Consent for index testing to be recorded by
client signing the
Index Testing Services Register (ITSR)

4

Record partner(s)’' / child(ren)’s names and
contact information in the ITSR

*No elicitation of sexual partners for
—>) adolescents below the age of consent. Instead
elicit the names of biological parents and

l siblings.

Exclude partners posing a high risk of IPV;
refer index client to appropriate services
using the LIVES model

Document IPV risk assessment in the ITSR ~ —

|
4 + L v

Dual referral Client Referral:

Provider Referral
(preferred):
Trace and visit partner
+ children and inform
of national wellness
campaign and
importance of testing.
No information of
client to be shared

Mutual Agreement
Referral:
Provide referral card
and disclosure script;
agree that client will
refer partner or bring
the child for HTS
within 7-14 days.
Thereafter follow
provider referral

Provider to sit with
index client and
contacts to support
disclosure and offer
testing or encourage
partner testing without
disclosure of index
client’s status

Support client to
disclose; provide “Tips
for Telling Your Partner
and children about HIV"
and encourage them to
come to facility to test.
An HIVSS kit/s should
be offered for partner/s

to test themselves.

YES

-

-

Was partner successfully contacted?
Was the child tested?

Record successful partner contact or
child test (including HIV status)

NO

-

If Mutual Agreement Referral, initiate provider
referral for partners or home testing for children
after 7-14 days; otherwise record unsuccessful

contact
v

As appropriate for their HIV status, provide appropriate services for children and
seroconcordant/discordant partners.

If indicated, provide support to facilitate disclosure

Document any adverse events following the procedure and using forms outlined in the ITSR annexure

Figure 5: HIV Index Testing Algorithm
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Linkage to Care

Linkage or “connection” to HIV care is defined as a process of actions and activities that support people testing for HIV and people
previously diagnosed with HIV to engage with treatment and prevention services as appropriate for their HIV status and risk of HIV
acquisition. It is the responsibility of all HTS providers to ensure that clients are connected to appropriate care.

HTS is of little value if clients that are tested are not linked into prevention and treatment

services

For people living with HIV, it refers to the period beginning with HIV diagnosis and ending with enrolment in treatment and other health

services, including:

* treatment, care, support and management of the disease
+ sexual and reproductive health (i.e., contraception, VTP, STI screening, cervical cancer screening, anal cancer, and screening for

men)

« testing for partners and families: this includes partner notification and index case testing

For people who test HIV-negative, it refers to the period beginning with HIV testing and ending with enrolment in preventative health

services, including:

+ PEP, PreP, voluntary medical male circumcision (VMMC) and harm reduction services
+ Sexual and reproductive health (i.e., contraception, STI screening, cervical cancer screening, anal cancer, and screening for men)

All clients testing for HIV irrespective of their HIV test result should receive appropriate prevention education including on use of condoms,
a self-managed plan to collect condoms on an ongoing basis from a convenient location and a distribution of condoms as part of the HTS

process.
Table 6: Differentiated linkage to HIV treatment and prevention services
WHEN WHERE WHO WHAT
Link to Offer linkage on Link from testing | The healthcare + Physical escort where appropriate
treatment the same day as site to treatment worker e [finthe Community and/or where ART services are
a positive HIV site (ideally same | performing the not provided on site: Make an appointment and use
test. service/ site). HIV test links to the referral form
Facility-based reatment, +  On-site same-day TB testing and ART initiation
gf Codmmumty- unless excluded by clinician
in?t?aeti oAnRT + Provide condoms, lubricants, and refer to SRH or
' other appropriate services
¢ The person referring should follow up in 7-14
days to ensure they have been linked to treatment
services (see detailed section below)
Link to Offer linkage on Link from The healthcare + Physical escort were appropriate
prevention the same day as | testing site to provider « Use a referral form in the community and where
%Ij?\?ilcjji:lg test. E(re?\\;ﬁ:relzioé]ite Elg/;estrgnﬁztt; *  Where possible provision of streamlined including
. , . Pprop same day, co-located appropriate HIV prevention
who will _beneﬂt (|dea_1lly same prevention service services (PEP, PIEP, VMMC, harm
substantially serwpe/sne). service. reduction services) an, q SRI-’I servicés
Facility-based or . o
community-based + Referrer should follow-up v_wth the client in _7-14
HIV prevention days to ensure _they have linked to appropriate
services. prevention services
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Interventions to improve linkage to care

The minimum package of interventions to be implemented in all health facilities to increase linkage to treatment services

Table 7:

Interventions to improve linkage to care

Provide quality post-test counseling, including offering disclosure support and explanation of streamlined services to reduce
the burden of starting and continuing treatment. Providing an explanation of a) same day initiation on the scheduled appointment
date and b) the treatment pathway ahead - longer ART refills and faster and/or easier collection locations within 4 months of
starting treatment if adherent and clinically stable on ART.

Make an active referral for a specific time and date. An active referral is one in which the official referring the client makes an
appointment for the client and provides a referral letter/form.

Inform clients about the follow-up support, tracing and retention in care system.

Ask the client’s consent to be followed-up and discuss the best method by which the client would like to be contacted (by
phones, SMS, WhatsApp or home visit)

Obtain accurate contact details for HIV diagnosed clients and document at the testing site.

Where feasible, the client may be accompanied to the appointment by a community health worker (CHW) or peer (peer navigation
to ART initiation service)

Schedule a follow-up phone call, text message or visit at a time and date that is convenient to the client

Provide the list of names of clients and the date they are expected to come for their appointment to the referral service at the
facility.

Systematically monitor linkage to ART initiation services through logbooks

Identify clients who miss their appointments by more than seven days of set appointment date.

Trace clients who have missed scheduled appointments, and re-link them to care

Provide additional psychosocial support if needed for clients who return to the facility after tracing.

All tracing and retention in care processes must be documented.

As above, with the following additional enhancements as appropriate

Client accompaniment to ART initiation services and introduction to the service provider is preferred, where feasible.

Peer navigation to ART initiation service
Weekly telephonic support and follow-up until ART has been initiated.
Where the client does not have a telephone or is not responding to telephonic follow-up, a home visit may be conducted.
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ART Eligibility

All people living with HIV (PLHIV) are eligible to start ART regardless of age, CD4 cell count and clinical stage.

For all clients without contra-indications, ART should be initiated within 7 days, and on the same day if possible. Pregnant women, infants and
children under five years, and clients with advanced HIV disease should be prioritised for rapid initiation. Many clients (including pregnant
women) may be able to initiate ART on the same day as their HIV diagnosis, provided that they are clinically well, and are motivated to start
ART. While rapid, and same-day ART initiation is encouraged where possible, all clients, particularly those with advanced HIV disease, should
be carefully assessed for opportunistic infections (Ols) that may necessitate ART deferral.

Table 8: Medical indications to defer ART

MEDICAL INDICATIONS TO DEFER ART

INDICATION ACTION
TB symptoms (cough, night sweats, fever, Investigate symptomatic clients for TB before initiating ART. If TB is excluded, proceed
recent weight loss) with ART initiation and TB preventive therapy (after excluding contra-indications to TPT).

If TB is diagnosed, initiate TB treatment and defer ART. The timing of ART initiation will be
determined by the site of TB infection and the client's CD4 cell count

Diagnosis of drug-sensitive (DS) TB Defer ART initiation as follows:

aa non-nqurological stte (e.g.pulmo_n ary + |f CD4 < 50 cells/pL - initiate ART within 2 weeks of starting TB treatment, when the

TB, abdominal TB, or TB lymphadenitis) client’s symptoms are improving, and TB treatment is tolerated

¢ |f CD4 = 50 cells/uL — initiate ART 8 weeks after starting TB treatment

« In pregnant and breastfeeding women (PBFW) initiate ART within 2 weeks of starting
TB treatment, when the client's symptoms are improving, and TB treatment is tolerated.
Defer ART for 4-6 weeks if symptoms of meningitis are present. For further details, refer
to the Vertical Transmission Prevention Guideline 2023

Diagnosis of drug-resistant (DR) TB at a Initiate ART after 2 weeks of TB treatment, when the client's symptoms are improving, and
non-neurological site (e.g. pulmonary TB, TB treatment is tolerated
abdominal TB, or TB lymphadenitis)

Diagnosis of DS-TB or DR-TB at a Defer ART until 4-8 weeks after start of TB treatment
neurological site (e.g. TB meningitis or

tuberculoma)

Signs and symptoms of meningitis Investigate for meningitis before starting ART
Cryptococcal antigen (CrAg) positive in No need to delay ART. ART can be started immediately.

the absence of symptoms or signs of
meningitis and if lumbar puncture is (LP)
negative for cryptococcal meningitis (CM)

Confirmed cryptococcal meningitis Defer ART until 4-6 weeks of antifungal treatment has been completed
Other acute illnesses e.g. Pneumocystis Defer ART for 1-2 weeks after commencing treatment for the infection
jirovecii pneumonia (PJP) or bacterial

pneumonia

Clinical symptoms or signs of liver disease Confirm liver injury using ALT and total bilirubin levels. ALT elevations > 120 IU/L with
symptoms of hepatitis, and/or total serum bilirubin concentrations > 40 pmol/L are
significant. Investigate and manage possible causes including TB, hepatitis B, drug-
induced liver injury (DILI), or alcohol abuse

Note: Clients who are already on ART should NOT have their treatment interrupted upon diagnosis
of the above conditions
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ART Initiation

Aclinical assessment and laboratory baseline investigations should be done in order to initiate ART. However, laboratory results do not need
to be available to start clients on ART on the same day, provided they have no clinical evidence of TB, meningitis or renal disease. In addition,
all clients, and caregivers of paediatric clients, must receive counselling on how to administer medication, monitor side-effects and deal with

challenges to adherence.

Baseline clinical evaluation
for adults and adolescents,
pregnant women, and children

< 10 years

The baseline clinical evaluation of a client about to start ART
requires a thorough history and clinical examination.
The minimum components of the baseline clinical

evaluation are outlined in the table below.

Component of
the Baseline
Clinical
Evaluation

Purpose

should focus on:

Interventions to support adherence to ART

ART literacy education and fast-track initiation counselling (FTIC)
empower clients to adhere to treatment, and positively influence clinical
outcomes. Adherence counselling at ART initiation and first follow-up visit

« providing the client with an understanding of HIV, ART, and the

importance of VL suppression

+ providing the client with practical skills to adhere to ART

+ identifying any potential risk factors for adherence in the future

+ An individualized adherence plan should be developed with clear
treatment milestones, including an undetectable viral load

Adolescents
(10-19 years)
and Adults

Further Action Required

Pregnant Women

Children
(< 10 years)

Recognise

the client with
respiratory,
neurological, or
abdominal danger
signs needing

To identify opportunistic
infections and conditions
needing urgent care or
referral

Identify respiratory,
neurological, or abdominal
danger signs as outlined
in Adult Primary Care
(APC) guideline

Identify danger signs as
outlined in the Maternity
Care guidelines

Identify danger signs
as classified in the
IMCI Chart booklet

require treatment for TB
To identify clients who do
not have active TB and
who may be eligible for
TPT see TB Preventive
Therapy on page 31

ART start:

* TB symptom screen
and clinical examination

* Routine MTB/RIf Ultra
(Xpert) on all PLHIV
at enrolment into ART
care (regardless of TB
symptoms)

women at first visit in
antenatal clinic, do a:
o TB symptom
screen and clinical
examination
* Routine MTB/
Rif Ultra (Xpert)
(regardless of TB

urgent care
Nutritional To identify recent weight Measure weight and Measure mid upper arm  Plot weight, height and
Assessment loss that may indicate height and determine BMI circumference (MUAC) head circumference (if
an active opportunistic (kg/m?): Women with MUAC <2 years) on growth
infection (OI) < 18.5 = underweight; < 23 cm require chart, and measure
or other pathology. 18.5t0 < 25 = normal; additional nutritional MUAC to identify
To identify underweight/ > 251to < 30 = overweight; ~ support/referral moderate and severe
obese clients requiring > 30 = obese malnutrition
nutritional and lifestyle
support
Test for TB To identify clients who At enrolment into care/ For all HIV-positive |dentify symptoms of

cough, night sweats,
fever, failure to thrive
as outlined in the TB
screening tool

Attempt sputum testing
(and Xpert) where
feasible

Enquire about TB

Additional TB investigations for symptomatic clients: l

symptoms)

contacts

* Do aU-LAM test

indicated

For symptomatic PLHIV admitted to hospital
[in addition to the sputum TB-NAAT]

+ Do a chest X-ray if clinically indicated
+ Do other investigations for extra-pulmonary TB if clinically

Enquire about TB contacts

For symptomatic PLHIV seen in an outpatient setting
[in addition to the TB-NAAT]

* Do a U-LAM test if:
» CD4 count <200 within the last 6 months, or
+ advanced HIV disease, or
* current serious illness.

¢ Do a chest X-ray if clinically indicated
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Screen for
symptoms of
meningitis

Screen for active
depression, other
mental health issues
or substance abuse

Screen for major
chronic non-
communicable
diseases (NCDs)
(diabetes,
hypertension,

epilepsy)

Screen for
pregnancy and ask if
planning to conceive

Symptom screen for
sexually transmitted
infections (STIs)

Neurodevelopmental
screen

WHO clinical stage

To diagnose and treat clients

with cryptococcal and other
forms of meningitis and

reduce associated morbidity

and mortality

Mental health conditions and

substance use can affect
adherence and the client's
quality of life. In general,
ART can be initiated, and

cautiously monitored see also
Mental Health Assessment

on page 179

To identify and manage
clients with major chronic
NCDs and/or comorbidities.

To identify and prevent
potential drug interactions

with ART e.g. metformin and

anti-epileptic medications

To identify pregnancy and
facilitate early referral for
antenatal care (ANC)

and measures to prevent
vertical transmission.

To assess fertility intentions
and contraceptive needs if
not pregnant.

To identify and treat STIs in
sexually active clients

To identify children with
neurodevelopmental delay

requiring intervention/referral

and follow-up

Identify symptoms of headache, confusion or visual disturbances. With
cryptococcal meningitis, clients may only present with a recurrent headache.
Other symptoms may include fever, neck stiffness or coma. Do/refer the client for
a lumbar puncture. Defer ART if meningitis is confirmed as outlined in Medical
Indications to Defer ART on page 26

Screen for symptoms of depression, psychosis, and

substance abuse

Measure blood pressure
(BP), and do urine dipstix
for proteinuria and
glucose. Identify other
risk factors (smoking,
increased waist
circumference, age) and
determine cardiovascular
(CVS) risk. Manage
NCDs and CVS risk
factors as outlined in the
PHC EML

Ask if the client

is currently using
contraception and if her
last menstrual period
occurred at the expected
time. If she answered
“no” to either question,
do a urine pregnancy test

Measure blood pressure
(BP), and do urine dipstix
for proteinuria and
glucose.

At 1st ANC visit, if BMI
=35 (or other risk factors
present), screen for
gestational diabetes
mellitus (GDM) using an
oral glucose tolerance
test (OGTT). If negative,
repeat between 24 & 28
weeks gestation.

N/A

STI screening should include the following three

questions:

“Do you have any genital discharge?”
“Do you have any genital ulcers?”

“Has/have your partner(s) been treated for an STl in the

last 8 weeks?

N/A

N/A

Screen for symptoms
of depression in
older children

Identify the child
with epilepsy and be
aware of potential
drug interactions

of anti-epileptic
treatment and ART

N/A

N/A

Screen for
developmental
delays as outlined
in the child's Road
to Health Booklet
(RTHB)

After the baseline clinical evaluation has been completed by means of a thorough history and clinical
examination, the client’s WHO clinical stage can be determined. See also Annexure 17 and Box 11.

At ART initiation, WHO clinical stage helps us to:

Understand the severity of the client’s clinical condition and the associated risk of mortality

Determine the urgency and timing of ART initiation

Determine if cotrimoxazole prophylaxis (CPT) is indicated. See Indications for Starting and Stopping
Cotrimoxazole Preventive Therapy on page 30



The following baseline laboratory investigations should be performed routinely before a client initiates ART. Clients are not required to wait for
the results of the baseline investigations prior to starting ART, but results should be checked at the next visit.

Laboratory
evaluation

Confirm HIV test

result

CD4 cell count/ %

Creatinine and
eGFR if TDF used

Purpose

To confirm

HIV status for
those without
documented HIV
status

for CPT

To identify eligibility

for cryptococcal
antigen (CrAg)
screening

To assess renal
insufficiency

Haemoglobin (Hb) | To identify and
manage anaemia;
to determine
eligibility for
zidovudine (AZT)
where necessary

TB NAAT To diagnose TB

Cryptococcal To identify

antigen test asymptomatic

(CrAg) if clients who need

CD4 <200 cells/uL | pre-emptive
fluconazole
treatment

Cervical cancer To identify

screening women with
cervical lesions
and manage
appropriately

HBsAg To identify those

i,

co-infected with
hepatitis B (HBV)

As outlined in the PHC EML 2020

To identify eligibility

Adolescents (10-19 years)
and Adults

v

30

CD4 counts < 200 cells/uL

See table titled Assessing Renal Function on page 30

If Hb is low, do a full blood count
(FBC). Characterise according to
mean corpuscular volume (MCV)
as either microcytic, normocytic,
or macrocytic and manage
accordingly*

Women

(< 10 years)

v v

See Indications for Starting and Stopping Cotrimoxazole Preventive Therapy on page

Areflex CrAg test will be done automatically by the laboratory on all

N/A

N/A
Treat with ferrous sulphate
tds if Hb < 10 g/dL.

Refer if < 8 g/dL and
symptoms, if anaemia

Children < 5 years:
Treat with iron
supplements and
deworm the child*
Children = 5 years:

diagnosed at 36 weeks Do FBC. Characterise
gestation or later, or if no according to MCV and
response to treatment

manage accordingly?

For any client with a positive TB symptom screen
For people living with HIV, regardless of TB symptoms:

¢ At the time of HIV diagnosis

+ On enrolment in antenatal care for pregnant women

A reflex CrAg test will be done
automatically by the laboratory on
all CD4 counts < 200 cells/uL

If CrAg-negative, no fluconazole is
required

If CrAg-positive, the client will
require treatment of the infection
All CrAg-positive clients should

be referred for a lumbar puncture,
regardless of symptoms

All HIV-positive women should

be screened for cervical cancer

at diagnosis and subsequently
every 3 years if the screening

test is negative. If the cervical
screening results suggest a
possible abnormality of the cervical
cells, then a clear plan for further
investigation and treatment (e.g.
colposcopy and LLETZ procedure)
should be determined according to
the local referral guidelines.

All pregnant women with

a positive CrAg should

be referred for a lumbar
puncture, regardless of
symptoms. The results of
the lumbar puncture and
further management should
be discussed with an expert,
or one of the Helplines on
page 37

N/A

Pregnancy does not
preclude screening for
cervical cancer and it can be
performed up to 20 weeks
of gestation. If the cervical
screening results suggest a
possible abnormality of the
cervical cells, then a clear
plan for further investigation
(e.g., colposcopy) should be
determined according to the
local referral guidelines

N/A

If positive, exercise caution in stopping TDF-containing regimens, to

prevent hepatitis flares

N/A
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Alow absolute creatinine level is of no concern and needs no intervention. It may be an
indication of low muscle mass. However, a low creatinine clearance (eGFR) is of concern and

indicates reduced renal function.

Assessing renal

function

Assessing Renal Function

Age/pregnancy What must be Acceptable level
Status measured? for TDF use

=10 and < 16 years eGFR using Counahan > 80 mL/min/L.73 m?

of age Barratt formula Counahan Barratt formula
eGFR (mL/min/1.73 m?)
Adults and adolescents eGFR using MDRD . )
> 16 years equation? > 50 mL/min/L.73m height [cm] x 40

creatinine [umol/L]

Absolute serum < 85 ymol/L

Pregnant women .
g creatinine level

DTG is known to decrease tubular secretion of creatinine without affecting glomerular filtration. Serum creatinine concentrations increase
early in treatment (by less than 15%), remain stable throughout therapy, and are not an indication to stop DTG. A creatinine level that
keeps on rising, is however a cause for concern and could indicate TDF toxicity or other underlying pathology.

L Modification of Diet in Renal Disease Study (MDRD) equation. The MDRD formula is automatically calculated by the laboratory for those 18 years
and older. For assistance in manually calculating the eGFR for adolescents between 16 and 18 years of age, please contact one of the Helplines
on page 37. Alternatively, use the calculator provided at https://www.mdcalc.com/mdrd-gfr-equation, or one of numerous smartphone
applications available for this purpose. Ensure that the website/application uses the correct unit of measurement (i.e. ymol/L) for the creatinine

level

Indications for starting and stopping cotrimoxazole preventive therapy
(CPT)

Age and HIV status When to Start When to Stop

HIV-positive infant under 1 year of age All children under 1 year should be on cotrimoxazole irrespective of CD4%
or clinical stage

HIV-positive child 1-5 years of age CD4% <25 %, WHO Stage 3, and 4 Discontinue if CD4 count > 25 %,
regardless of clinical stage

HIV-positive child under 5 years of age Start CPT after PJP treatment is completed Continue CPT until 5 years of age and stop
with PJP infection thereafter only if CD4 criteria in the older-than-five

category are met

HIV-positive adults and children older CD4 count < 200 cells/yL, Discontinue if CD4 count > 200 cells/\L,
than 5 years WHO Stage 3 and 4 regardless of clinical stage
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TB preventive therapy (TPT)

All clients starting ART, or already on ART, and who have not yet received TB Preventive Therapy (TPT), should be considered for TPT. Prior to
initiating TPT, active TB should be ruled out through a clinical evaluation and by testing for TB. If the client is asymptomatic, TPT initiation need
not be delayed if TB NAAT results are outstanding. TPT and ART can be initiated on the same day. A Tuberculin skin test (TST) is not required
prior to starting TPT. TB testing strategies will vary by age as younger children cannot spontaneously expectorate sputum. In well children
without symptoms, neither sputum testing nor CXR are therefore requirements to start TPT. Sputum testing should be attempted in children
who can expectorate spontaneously (typically > 25kg), but if they are well (without symptoms) and unable to expectorate, they should start TPT,
even if no CXR or sputum testing is available.

Adult or adolescent Any CD4 count. Exclude active liver disease, alcohol Isoniazid, oral, 300 mg daily for 12 months (12H)
=15 years abuse, or known hypersensitivity to isoniazid and pyridoxine 25 mg daily

(T greg e Rifapentine and isoniazid weekly (3HP) may be

available in selected locations*

Children living with HIV who ¢ Children undergoing their first evaluation for HIV Isoniazid, oral, 10 mg/kg/day for 6 months
are < 15 years of age and ART, from 14 weeks of age (maximum dose 300 mg daily) and pyridoxine daily
+ All children (including neonates) with significant
exposure to TB
Pregnant women Pregnant women with Advanced HIV Disease Isoniazid, oral, 300 mg daily for 12 months and

(CD4 < 200, or WHO stage 3 or 4)) pyridoxine 25 mg daily
Exclude active liver disease, alcohol abuse, or known
hypersensitivity to isoniazid

* Alternative TPT regimen for adults, adolescents and children = 25 kg: Where available, 3HP (weekly isoniazid and rifapentine) can be used in
clients on a DTG-containing regimen who have a VL < 50 ¢/mL in the last 6 months. 3HP should NOT be used in new clients initiating a DTG-

containing regimen. In these clients, 12H is still the preferred TPT regimen. Where 12H/3HP is prescribed for a client in an RPCs, no additional
clinician review visits are required (the full 3 months 3HP supply/6 months of 12H can be scripted).

: B
Dol utegravir For further detail on switching existing stable clients on ART
between regimens, see Switching existing clients to optimised
! ) DTG-containing regimens on page 36
Dolutegravir (DTG) overview

Class of ARV: Integrase Strand Transfer Inhibitor (InSTI)

Benefits: DTG is a potent antiretroviral that provides rapid viral suppression, has a high genetic barrier to resistance, and has minimal side
effects and drug interactions. It is well tolerated by clients and contributes positively to adherence and retention on ART.

Formulations:

+ Fixed-dose combination: tenofovir (TDF) 300 mg + lamivudine (3TC) 300 mg + DTG 50 mg (TLD). TLD can be prescribed for clients
> 30 kg and = 10 years of age

Abacavir (ABC) 600 mg + lamivudine (3TC) 300 mg + DTG 50 mg (ALD). ALD can be prescribed for clients = 25 kg

DTG 50 mg tablet

DTG 10 mg dispersible tablet

Please note that the adult film coated 50 mg tablet and the paediatric dispersible 10 mg tablet are not bioequivalent.

The 50mg film coated tablet is the equivalent of 30mg of the dispersible tablets.

Standard Dose:  Children = 20 kg; adolescents and adults: DTG 50 mg daily
Children = 4 weeks of age and 3-19 kg: As per Antiretroviral Drug Dosing Chart for Children (2025) on page 173

DTG dose with concomitant rifampicin-containing TB treatment: Increase DTG dose to 50 mg 12-hourly. If on TLD or ALD FDC, add
DTG 50 mg 12 hours after TLD or ALD dose. If on paediatric DTG, follow Antiretroviral Drug Dosing Chart for Children (2025) on page
173 for DTG and concomitant rifampicin-containing TB treatment

Side-effects: Usually mild and self-limiting. Side-effects include insomnia, headache, central nervous system (CNS) effects, and
gastrointestinal effects. DTG can be taken in the evening or the morning as per the client's preference. However, if the client develops
insomnia, TLD should be taken in the morning.

Contrary to initial speculation that the integrase inhibitor class may be causing weight gain, the association now appears not to be causal.
Instead, the association may be the result of comparatively less metabolic toxicity than alternative older ART regimens (that mitigate weight
gain through toxicity) combined with an initial return-to-health phenomenon, and an obesogenic environment. Dolutegravir-based ART
regimens have numerous advantages over comparators and are still recommended first-line agents for people living with HIV. There is no
role for switching from dolutegravir-containing regimens in patients gaining weight.

-

2

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O



Drug interactions with dolutegravir

Drug interactions can result in suboptimal drug concentrations which can cause

¢ an elevated HIV viral load
* drug resistance, due to replicating virus in the presence of subtherapeutic drug concentrations

+ For interactions with paediatric regimens see Drug Interactions with DTG and Rifampicin-containing TB Treatment on
page 35

; Effect of .
1
Interacting Drug i e et Recommendation

Increase DTG dose to 50 mg 12-hourly.
If on TLD FDC, add DTG 50 mg 12 hours after TLD dose.

Rifampicin Dolutegravir ) N R . .
For interactions with paediatric regimens see Drug Interactions with DTG and
Rifampicin-containing TB Treatment on page 35
Dolutegravir Calcium supplements decrease DTG concentrations if taken together on an
empty stomach. To prevent this, DTG and calcium supplements can be taken at
the same time if taken with food. It is safe to dissolve the DTG dispersible tablets
in breast milk.
Polyvalent cations Iron supplements decrease DTG concentrations if taken together on an empty
stomach. To prevent this, DTG and iron supplements can be taken at the same
(Mg*, Fe*, Ca™, AP, time if taken with food. However, calcium and iron supplements must be taken at
Zn*) least 4 hours apart.
e.g. antacids, Magnesium/aluminium containing antacids decrease DTG concentrations
sucralfate, multivitamin regardless of food intake and should be taken a minimum of 2 hours after
and nutritional or 6 hours before DTG
supplements*

* Many over the counter (OTC) medications contain polyvalent cations. Clinicians should regularly ask
clients about OTC medication use and advise about possible interactions

Avoid coadministration if possible. Alternative agents that do not interact with
. DTG include valproate, lamotrigine, levetiracetam, and topiramate. Remember
+ Carbamazepine Dolutegravir that valproate is contra-indicated during pregnancy.

* Phenobarbital Double DTG dose to 50 mg 12-hourly for carbamazepine, phenytoin, or

Anticonvulsants:

* Phenytoin phenobarbital if an alternative anticonvulsant cannot be used
Metformin initiation:
* Initiate metformin at a low dose (500 mg or 1000 mg total daily dose), titrating
up as needed. Do not exceed 2 g daily.
DTG initiation:
« If patient stabilised on metformin dose < 2 g daily, retain metformin dose and
Metformin/DTG t Metformin monitor for side effects.
« |If patient stabilised on > 2 g daily, reduce dose of metformin to < 2 g daily and
monitor.
Patients with renal impairment:
+ Close monitoring of renal function required. Metformin should be avoided if
eGFR <30mL/min.
i This table includes some of the most important drug interactions with DTG. For more information, please refer to the following
resources: www.hiv-druginteractions.org/checker, the Liverpool HIV iChart application for smart phones, or any of the Helplines on
page 37
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All adult and adolescent males and females, including pregnant women a2
= 30 kg and = 10 years of age > 4 i

‘] -
TDF +3TC + DTG (TLD) @

Neonates, infants and children 0 to < 10 years of age For further detail on transitioning between
P regimens, seeSwitching Existing Clients
) g @ , to DTG-containing Regimens and Safe
- o f ¢ L\ [ Conception in Women on page 139
( N\ N\
Preterm neonates 2kg and = 37 wks gestational age, 30 kg
<2kg! . 0 < 10 years of age : and = 10 years of age
Neonates ‘ Infants and Children ‘ Adults and Adolescents
AZT + 3TC + NVP ABC +3TC + DTG TDF +3TC + DTG (TLD)
For further details on initiating Transition does not Transition does not require
ART for Neonates see page 172 require a VL before a VL before switching
and ART for Preterm Neonates see switching Ensure adequate renal function?
page 173

L For neonates with severe anaemia, obtain advice from an expert or through one of the Helplines on page 37
2 Before switching to TDF, ensure adequate renal function by checking eGFR/creatinine as outlined in table Assessing Renal Function on page 30

';Q ART initiation in women and adolescent girls diagnosed with HIV during labour

& During labour, give a stat single fixed-dose combination tablet of TLD and a stat single dose of nevirapine (NVP).
Lifelong ART should be initiated the following day. TLD and a contraceptive method is recommended. Provide

information on different contraceptive methods available. Provide her with a choice of contraceptive options as desired and ensure return
date alignment (see method choice considerations on Contraception and Safe Conception on page 130).
Appropriate ART literacy education should be given to the woman before she leaves the facility. Also provide her with information on infant
feeding, infant HIV prophylaxis, and follow-up infant HIV testing. Provide a 2-month supply (2MMD) of her ART regimen at discharge from
labour ward (see VTP guideline Labour and Delivery on page 134 and DMOC SOP 4).

Concerns regarding neural tubes defects (NTDs) on DTG in previous years created an important focus on the
integration of family planning into ART services. Although evidence has shown that there is no increased risk for
NTDs on DTG-containing regimens?, family planning services should continue to be offered with ART and child
health services in an integrated and patient-centred manner. This is especially urgent if the women's VL is not
suppressed.
Women should be provided a choice of contraceptive options, which includes long-acting options (implants or
intra-uterine contraceptive devices), short-acting options (healthcare worker administered injectables [DMPA-IM or
NET-EN IM], self-injectables [DMPA-SC] or oral contraceptives and condoms). Dual methods are recommended,
and consist of a hormonal method or IUCD to prevent pregnancy, and a barrier method (male/female condoms) to
prevent STIs and HIV transmission.
Contraceptive choices need to respect and fulfill human rights and enable clients to make informed choices for
themselves. Client contraceptive choices, however, are often influenced directly or indirectly by social, economic
and cultural factors. It is in this context that clients should be given comprehensive, scientifically accurate
information in order to assist them to make an informed, voluntary choice of a contraceptive method. A woman's
choice of contraceptive method may be influenced by her ART service delivery model to allow for better visit
i alignment. See also the Switching Existing Clients to DTG-containing Regimens in Women on page 139.

2 ' Should a woman desire pregnancy, counsel her regarding optimal timing for a healthy pregnancy. Recommend

N ) ‘ that ART is established, viral suppression is attained, and that she has no current Ols before she tries to become
pregnant.

Issues of family planning and contraception should be discussed at every clinical interaction. Where feasible, every attempt should
be made to provide ART and family planning from the same service delivery point, by the same provider, for the same refill length.

35
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TB/HIV co-infection impacts on ART in a number of ways. It affects:

Adherence,
The timing of ART initiation Drug selection in clients Drug levels, due to significant due to increased
see Medical Indications to Defer 2 who are not yet on ART when TB 3 drug interactions that reduce pill burden
ART on page 26 treatment is initiated ART concentrations in the blood
Clients who are not yet on ART when ‘ Clients who are already on ART when Side-effects
TB treatment is initiated TB treatment is initiated due to
: -~ overlapping
« Children and adolescents should initiate ART + Al clients who are already on a DTG-containing 5 toxicities,
with a DTG-containing regimen, with boosting of regimen when TB treatment is initiated should continue e.g. hepatic
DTG as explained below. the DTG-containing regimen whilst also taking TB toxicity
«  Adults should initiate ART with either: treatment, with boosting of DTG as explained below.
g ) Aot : : g Clients who are already virally suppressed on an
' g?gg:gg;?;?&% rggl{rx’f%rwnh boosting of EFV-containing regimen when TB treatment is initiated Clinicians should provide
ii. an EFV-containing regimen, provided the should continue the EFV-containing regimen whilst integrated TB and ART
client is ART treatment-naive. EFV has no also taking TB treatment. The EFV-containing regimen management at clinical
significant drug interaction with rifampicin and _should be continued until two weeks afte( TB treatment consultation visits. Failure
has the benefit of being a once-daily regimen is completed. Thereafter, EFV can be switched to DTG. to combine care leads

to increased visits and
significantly increases the

which supports adherence.

) ) ) ) o o risk of disengagement.
Drug interactions with DTG and rifampicin-containing TB treatment See also Visit Schedule
for Integrated Care for
Rifampicin-containing TB treatment has significant drug interactions with all paediatric Clients on ART and
ART regimens, as well as with adult/adolescent regimens containing DTG: Drug-Sensitive TB

Treatment on page 48

N\ l" "'\ \ ~?'
( 2 Ifg 30 ;kg “

ART . Preterm Neonates | Term Infants and Children . Adolescents and Adults

Regimen . AZT+3TC+NVP ABC +3TC + DTG TDF + 3TC + DTG
Significant
drug ! Rifampicin + NVP ! Rifampicin + DTG
interaction

k Boosting of DTG required
Measures to B S i i
advice In adults and adolescents, the dosing frequency of DTG should be increased to 50 mg
counteract 12-hourly. If on TLD FDC, then add DTG 50 mg 12 hours after TLD dose. For DTG-boosting in
drug children, see Antiretroviral Drug Dosing Chart for Children (2022) on page 173

interactions

with
rifampicin Continue boosting the ART regimen until 2 weeks after stopping rifampicin

Drug Interactions with Protease Inhibitors, e.g., Lopinavir/ritonavir

Every effort should be made to switch clients to DTG-containing regimens. However, during the transition process, some clients may still be on PI-containing
regimens and may also require TB treatment. Rifampicin cannot be given with ATV/r or DRV/r. Significant drug interactions between LPV/r and rifampicin
should be managed as follows:

LPV/r tablets: Double-dose LPV/r tablets in adults, adolescents and children able to swallow whole LPV/r tablets. See Antiretroviral Drug Dosing Chart
for Children (2022) on page 173. Tablet must not be crushed, broken or chewed. If the client is unable to tolerate LPV/r at double doses, consult one of
the Helplines on page 37.

LPV/r solution or pellets or 4 in 1 (ABC/3TC/LPVIr): Super-boosting with additional ritonavir powder: maintain standard LPV/r dose but add additional
ritonavir twice daily as per Antiretroviral Drug Dosing Chart for Children (2025) on page 173. If no powder is available, consult an expert for a suitable
alternative. Ritonavir powder has a shelf-life of 36 months. Note that ritonavir 100 mg tablets must not be crushed, broken or chewed.

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O




Optimising Regimens and Visit Schedules for the Client on ART

Switching existing clients to optimised DTG-containing regimens

Switching existing clients to optimised DTG-containing regimens for adults, adolescents or children

Non VL-dependent regimen switches
Regimens where the VL result will not influence nor delay the decision to switch to a DTG-containing regimen

VL . o . . . o
considerations Current Regimen Criteria for switch Regimen if change indicated
TEE
ABC/3TC/EFV (or NVP¥) Switch all to a DTG-containing regimen, TLD
regardless of VL result provided no renal dysfunction and
AZTI3TC/EFV (or NVP¥) age = 10 yrs and weight = 30 kg
o Review VL in last 12 months.
ShE AZTI3TCIDTG If VL in last 12 months was not suppressed, If client does not qualify for TDF
regardless of VL
9 result continue to switch same day, but do ABCDE ABCY3TC/DTG
assessment and provide enhanced adherence
Any LPV/r or ATVIr counseling (EAC) if needed. If client does not qualify for TDF
regimen for If VL was not done in last 12 months, do it at and has ABC hypersensitivity
less than 2 years this visit, but do not wait for the result to switch AZT/3TC/DTG

* There should no longer be any client (older than one month and > 3 kg) using a NVP-containing treatment regimen. Clients who
previously used NVP as an alternative to EFV for psychiatric reasons, should be switched to DTG as a matter of urgency

Be sure to check for possible drug interactions when switching to DTG and manage
as per Drug Interactions with DTG and Rifampicin-containing TB Treatment on page 35

Switching clients in an RPCs model

Clients on TEE and receiving treatment through an RPCs can be switched to TLD at their next re-scripting visit and can

remain in their RPCs, provided they have a VL < 1000 c/mL in the last 12 months.

* For clients with a VL <50 c¢/mL no additional facility visits are required (see DMOC SOP 6).

* For clients with a VL between 50-1000 c/mL:
- Do an ABCDE assessment and provide enhanced adherence counselling (EAC) if indicated.

Schedule an appointment in 3 months time for a repeat VL.

If clinically well, they can remain in their RPCs model until the results of the repeat VL can be reviewed.

- If their VL returns to <50 c¢/mL they can continue in their RPCs.

If their VL returns to 50-1000 c/mL, continue in RPCs, but reassess adherence and the causes of an elevated VL. Intensify

efforts to resolve adherence. Repeat VL at the time for the next scheduled clinical review/rescript date. (i.e., in 6 months’ time,

or at delivery if pregnant).

¢ If the clients has a VL 21000 c/mL at any stage, return to regular care and manage as per the VL Non-Suppression Algorithm
on page 144.

« If clinically non-stable with possible signs or symptoms of clinical failure, e.g. if the client is acutely unwell, or develops a new Ol
such as TB, the client should be returned to regular care to ensure appropriate clinical management and more frequent clinical
follow-up until they are stable again.

& If clients are not eligible to use TDF and they had an ABC hypersensitivity reaction, use AZT/3TC/DTG

O National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women



Switching existing clients to DTG-containing regimens for adults, adolescents or children who have never
used a DTG-containing regimen in the past

VL-dependent regimen switches
Relevant to all clients who have been on Pl-based regimens for more than two years: their VL result in the last 12 months
will influence the decision of how and when to switch to a DTG-containing regimen

Current Regimen Criteria for switch Regimen if change indicated

Switch all to a DTG-containing regimen TLD
LPV/I’ or ATV/r If VL in last 12 months was = 50 ¢/mL, continue provided no renal dysfunction and
VL < 1000 ¢/mL regimen for to switch same day, but do ABCDE assessment, age = 10 yrs and weight = 30 kg
T N S provide EAC if needed, and repeat the VL after 3 . .
y months as per VL Monitoring for Clients on TLD = If clients does not qualify for TDF
or ALD on page 43 ABCY3TC/IDTG
Switch all to a DTG-containing regimen LD
Adult or adolescent on Do not do a resistance test 3 .
any LPV/r or ATVIr These clients are unlikely to have PI resistance p;ozltie;jonor;e:r?(lj t\jl\)/;fu&clogoa}(nd
regimen and self reported mutations. Rather switch to a more tolerable ge =10y ght = SUkg
poor adherence once daily FDC regimen which is likely to support : ]
adherence. Manage as per VL Monitoring for i Cl'ents’g%‘gg%t&ﬁ'g for TDF
2 Two or more Clients on TLD or ALD on page 43
VL?Q?%%[:;'(\;I?“L Clients who meet the definition of confirmed virological failure
= may need a resistance test. These clients do not qualify for a same-day switch.
taken Adult or adolescent on any , . : : . ; .
g LPV/r or ATVIr Discuss with a medical officer experienced in HIV management or a helpline expert who

: 4 may advise requesting an HIV drug resistance test at the same time as their next scheduled
years after B i D VL. If so, take 2 blood specimens and request both a VL and a drug resistance test. Discuss

1 &
sy adhere(?_cet asse?_sments with an HIV expert to interpret the resistance test. If necessary, provide an individualised
regimen and interventions regimen as recommended by ADReC committee.

Repeat VL 3 months after the regimen change to confirm re-suppression.

Child < 10 years, These clients do not yet qualify for TLD and may require a resistance test.
or weight < 30 kg For advice, approach a HIV Helpling, an infectious disease specialist, or the ARV Drug

on any Resistance committee
LPV/r or ATVIr regimen

L If clients are not eligible to use TDF and they have ABC hypersensitivity, use AZT/3TC/DTG

2 Confirmed virological failure is defined as two or more consecutive VLs = 1000 ¢/mL taken two or more years after starting a Pl containing regimen,
despite two adherence assessments and interventions. A patient who has only 1 VL > 1000 after 2 years on a Pl-based regimen should have an ABCDE
assessment, EAC if applicable, and their VL repeated in 3 months. The result of the repeat VL will allow the patient to be grouped into one of the
categories in the table above and will inform the further course of action

% Note: Self-reported adherence is not considered a reliable measure of good adherence! For advice from an HIV expert, approach an HIV Hotline, an
infectious disease specialist, or the ARV Drug Resistance committee (ADReC)

If in doubt about any aspect of viral load management or switching to second-line, contact one of the following
resources:

u™® WEALTH Cage
] \:l?,i.
5 %

A ¢ health
;&r" 9;5 3::;:‘lmenl:
anc 212 50& REPUBLIC OF SOUTH AFRICA
National HIV & TB Health Care Worker Hotline: KZN Paediatric Hotline:
0800 212 506 0800 006 603

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O



Previous ART exposure Regimen

First-line DTG-containing * ART-naive patients who initiated ART on a DTG- i L i
regimens containing regimen Tenofovir/lamivudine/dolutegravir [TLD 1]

« Patients who were switched to DTG from a first-line . L .
non-DTG-based regimen (e.g., TEE) with a VL < 50 Abacavir/lamivudine/dolutegravir [ALD 1]
¢/mL in the last 12 months

Second-line DTG- + Patients who were switched to DTG from a first-line
containing regimens ART regimen (NNRTI or Pl-based) with a VL = 50 ¢/
mL

+ Patients who were switched to DTG from a second- Tenofovir/lamivudine/dolutegravir [TLD 2]

line Pl-based ART regimen with a VL <50 ¢/mL in : S ;
the last 12 months Abacavir/lamivudine/dolutegravir [ALD 2]

+ Patients who were switched to DTG from a Pl-based
regimen with a VL = 50 ¢/mL without a genotypic
resistance test

Third-line DTG-containing | ¢ Patient was switched to a third-line DTG-based
regimens regimen based on the results of a genotypic L i
resistance test showing resistance mutations to Pl in | Individualised DTG-based regimen
a previous second-line regimen

If clients are not eligible to use TDF and they had an ABC hypersensitivity reaction, use AZT/3TC/DTG

Clients on ART can be differentiated into those who are 1) clinically well and adherent on ART and 2) those who are clinically non-stable
and/or struggling with adherence. Clients that are clinically well at their first clinical review one month after starting ART, only need to be
seen again 2 months later for clinical review and their first viral load and serum creatinine. At their viral load result review visit a month
later, taking treatment and clinical follow-up should be made as convenient as possible for the client. Therefore, they may continue to
receive ART using a differentiated care approach, provided they meet the eligibility criteria of 1) having a suppressed VL, 2) being clinically
well with no opportunistic infections (OIs), 3) not having any other new or uncontrolled chronic or mental health conditions that require
clinical review more frequently than 6-monthly, and 4) not being pregnant or delivered in last 12 months.

The diagram Visit Schedule for Adults, Adolescents and Children 5 Years and Older on ART on page 39 provides a summary of
the components of care at different visits for clinically well and adherent clients during the first year on ART. Clients who are enrolled in
repeat prescription collection strategies (RPCs) should be rescripted for RPCs at their comprehensive clinical review at which a further
VL will be taken. Clients should not be required to come back the following month for VL result review prior to rescript. Rather, recall to
the facility only those clients with elevated VL or TB diagnosis. For more detail on repeat prescription strategies (RPCs), see the DMOC
standard operating procedure (SOP) 5 (facility-pick-up points, adherence clubs and external pick-up points).

If a patient arrives from a different facility, they must be provided with a full supply of treatment on the day of presentation to
prevent further interruption and protect viral suppression. Ask the client if they are attending for a once-off visit, or if they plan to
transfer in to this facility for their ongoing care.

® —uD

While referral letters are helpful, a patient must not be required to leave the facility without treatment to obtain one. They should
be transferred-in without being short-supplied or sent to collect a transfer letter, which may be unaffordable or create unnecessary
barriers to continuity of care. Educate the patient that they should request a transfer letter if they need to transfer out to another facility
in the future.



DC/
Months*
on ART

10

11+

Routine
monitoring
tests

Overview of Management

Baseline clinical and lab assessment as outlined on pages 4 to 6
ART initiation and session 1 of fast track initiation counselling

+ Session 2 of fast track initiation counselling including planning for
travel and VL education
Review test ¢ Clinical assessment and routine monitoring as outlined on Routine

results HIV VL Monitoring on ART on page 42
* Integrated services for family planning” and NCDs*
* 2 months ART dispensed (2MMD) - DMOC SOP 4
3-month* VL Clinical assessment including VL and any other routine monitoring
bloods as outlined on Routine HIV VL Monitoring on ART on
(VL after 3 DCs) page 42
Sl e Integrated services for family planning” and NCDs*
¢ Clinical assessment and review of VL and any other monitoring
results
¢ Integrated services for family planning” and NCDs*
+ Assess eligibility for Repeat Prescription Collection strategies
(RPCs):
¢ VL<50c/mL
¢ Clinically well
+ No OlIs (incl TB) or new/uncontrolled chronic/mental health
condition or malnutrition
 Not pregnant or delivered in last 12 months
) Repeat Prescription Collection strategies
Review test (DMOC for stable patients)
el Facility Adherence External
Pick-up Clubs (AC) Pick-up
Paint Facility or point
(FAC-PUP) community-based (EX-PUP)
(DMOC SOP 5.1) support groups (DMOC SOP 5.3)
(DMOC SOP 5.2)

+ Renew prescription for next 6 months, with first 3 month’s supply issued
today from the facility

+ If not eligible for RPCs or refused RPCs:
Assess eligibility for facility-provided 3MMD (DMOC SOP 4.1)

¢ Collect medication from preferred RPCs

¢ Clinical assessment including VL and any other monitoring bloods as
per Monitoring on ART on page 41

10-month* VL . : .
+ Integrated services for family planning” and NCDs*

(VL after 10 DCs) s
¢ Check TPT eligibility
Renew prescription for next 6 months
SCCRDing Oiﬁf R Do not require clients to return to the facility in 1 month to review the VL

results, unless other clinical indications exist that require review. Rather,
recall to the facility only those clients with elevated VLs

+ 12-monthly clinical assessment and family planning review as per
Monitoring on ART on page 41
¢ 12-monthly routine monitoring of VL, sSCR and eGFR

+ Check that chosen RPCs option is still suitable, and consider if eligible
for facility-provided 6MMD as per page 40.

¢ Collect medication from preferred RPCs

Non-stable clients

If at any stage the client

becomes clinically

non-stable and /or non-

adherent i.e. a client

who has:

+ missed a scheduled
appointment by
more than 28 days
(including in an
RPCs) (see also
Re-engagement
Algorithm on page
34)

+ aVL=50c/ml

* possible signs or
symptoms of clinical
failure, e.g. if the client
is acutely unwell, or
develops a new Ol
such as TB

A clinician should:

* Ifinan RPCs and VL
= 1000 c/mL, return
the client to regular
care to ensure more
frequent clinical
follow-up until they
are stable again.

* Provide appropriate
clinical management

o If clinically well and
struggling with visit
frequency: provide
facility-provided
3MMD (DMOC SOP
4.1)

* If experiencing side
effects or the child
cannot tolerate their
medication: switch
drugs/formulation

o If struggling to take
ART as prescribed:
enhanced adherence
counselling (See
Annexure 3)

The term dispensing cycle (DC) is defined as the number of days for which a client would have treatment if a single standard “monthly” quantity of tablets
was dispensed (28 or 30 days). Although it is understood that the time frame for a month and a DC are not necessarily the same, for ease of reading, the
term 'DC' and 'month’ are used interchangeably in this table, and should be considered synonymous.
See page 40 on how to align contraceptive method choice with ART refills and appropriate script and refill length for oral and self-injectable
contraception.
Clients with controlled hypertension and/or diabetes should be scripted for their treatment through the same RPCs model on the same script (see further
detail on eligibility and alignment in DMOC SOP 5).




Eligibility criteria: °

Facility-provided 6MMD is now operational.
See DMOC SOP 4.2: Facility-provided 6MMD

*  On ART* for at least 12 months
+ 2 most recent VLs < 50 ¢/mL
+ Other RPCs eligibility criteria also met (not pregnant or post-natal < 12 months, above 5 years of age, clinically well with no Ols/

uncontrolled NCD or mental health condition or malnutrition).

* Limited to clients only on TLD until national medicine stock availability is confirmed for other ART regimens and hypertension and

diabetic treatment
At any scheduled clinical review, Should a client accept 6MMD, renew Consider supplying 2 x 84-90 day pill
check that the chosen RPCs model prescription for next 6 months, with bottles (now available) rather than 6
is still suitable. If eligible, offer full 6-months supply issued today x 28-30 day pill bottles to reduce the
client facility-provided 6MMD as an from the facility. number of containers.

alternative option to RPCs

Women with contraceptive needs should have contraceptive method options explained, specifically how each
method impacts all required return visits' location (facility or outside of the facility) and visit frequency:

Long-acting reversible contraception (LARC) removes any increased visit frequency or alignment concerns.
The combined oral contraceptive pill (COCP) can be be scripted and dispensed for 3 or 6 months to align with ART
refill length, aligns well with ART and well-baby visit schedules (if applicable), and can be scripted through her preferred
RPCs or with facility-provided 6MMD.
The new DMPA-SC* 3-monthly injection can be dispensed for self-injection at home and enables the provision of 2
units with the first dispense from a 6-month script removing increased visit frequency or alignment concerns.
The DMPA-IM 3-monthly injection must be administered by a clinician but aligns with ART and well-baby visit schedules
The NET-EN-IM 2-monthly injection also needs to be administered by a clinician, but will require additional visits by the
mother.
Where a woman chooses to continue clinician administered short-acting injectable contraception (e.g., DMPA-IM or
NET-EN-IM), a facility-based pick-up point (FAC-PUP) or facility-based adherence club may be the preferred option
provided visit alignment can be ensured.
The repeat injection of DMPA (SC and IM) and NET-EN (IM) can be given up to 2 weeks early.
The repeat NET-EN injection can be given up to 2 weeks late without requiring additional contraceptive protection
Remember that:
The repeat DMPA injection can be given up to 4 weeks late without requiring additional contraceptive protection.

* sub-cutaneous DMPA available in public sector facilities in October 2026. For more information see www.depo2go.co.za

See also Visit Schedule for Integrated Care for the Mother living with HIV and her HIV-exposed Infant on page 162
and Visit Schedule for Integrated Care for the Mother-baby Pair Living with HIV on page 46

2 weeks early 2 weeks late

' Every effort should be made to script contraception and NCD treatment on the same prescription and for the

o Same refill length as ART through the same service delivery model (see DMOC SOP 4 and 5).



Managing the Client on ART

Remember to check adherence at every clinical follow-up visit, in a non-judgemental way. Ask open
' ended questions e.g. “Is there anything that makes it difficult for you to take your treatment?” See
®  also the 'Adherence' section of the ABCDE Assessment of an Elevated Viral Load on page 145

Providing quality care at the follow-up visit is essential to promote adherence, achieve and sustain viral suppression,
minimise side-effects and toxicities, and promote quality of life. A client on ART should be monitored to:

1 Determine clinical
response to ART

The following components should be
included in the clinical assessment:

Weight (adults)
An assessment of trends in weight in
adults

Growth and neurodevelopment
(children)
An assessment of trends in weight,
height, head circumference, and
neurodevelopment

Remember to increase
' the ART dosage as
weight increases!

Screen for TB (see below *)

. and other. é)ls: .
to diagnose and provide treatment;
to adjust ART regimen if required;
to provide a package of care for AHD if
required;
to determine if TB preventive therapy
is required

WHO clinical staging
to determine response to ART,
and CPT eligibility

Screen for pregnancy and ask if
planning to conceive as outlined in the
table for Baseline Clinical Evaluation
on page 27

* Screening for TB at follow-up Visits

At every routine

follow-up visit: review on ART (aligned with
Do a TB symptom 12-monthly VL)
screen. * Routine TB-NAAT
If symptomatic, do a (regardless of TB
TB-NAAT symptoms)

At every 12-monthly clinical

Determine the virological
and immunological
response to ART

¥

Viral load should be measured to

timeously detect problems with adherence

or treatment failure

Remember, any elevated
' VL > 50 c/mL is a medical
®  emergency!

Assess and manage according to the

algorithm VL Monitoring for Clients on
TLD or ALD on page 43

The CD4 count monitors
susceptibility to opportunistic

infections, identifies clients with advanced

HIV disease and informs eligibility for Ol
prophylaxis.

Monitor routinely after 10 months on
ART (aligned with VL).

Thereafter, stop CD4 monitoring unless:

¢ CD4 still = 200 cells/mm?®: repeat every 6

months until CD4 > 200 cells/mm?

+ VL =1000 c/mL: repeat CD4 every

6 months until VL < 1000 ¢/mL

+ Aclinical indication arises, such as a new

WHO Stage 3 or 4 condition in a previously
well client

Repeat CD4 for re-engaging clients as per the

Re-engagement Algorithm on page 34)

For symptomatic PLHIV
admitted to hospital

[in addition to the sputum
TB-NAAT]

+ Do a U-LAM test

¢ Do a urine TB-NAAT

3 Detect and manage any
side-effects and toxicities

Side-effects and ART toxicities can

affect adherence and endanger the client's

health:

Drug side-effects
Ask about side-effects at each visit
(e.g. sleep or gastrointestinal
disturbances)

TDF-induced nephrotoxicity
If on TDF, do creatinine and
eGFR* at months 3 and 10 (aligned with

VL monitoring schedule)

Thereafter, repeat every
12 months

See also Assessing Renal Function

on page 30

Dyslipidaemia
If on a PI-based regimen, do total
cholesterol and triglycerides (TGs)
at month 3
If above acceptable range, do fasting
cholesterol and TGs and if still above
acceptable range, obtain expert advice

Anaemia and neutropaenia
If on AZT, do a full blood count and
differential white cell count
at months 1 and 3
Thereafter, repeat if clinically indicated

For symptomatic PLHIV seen in an outpatient
setting (in addition to the TB-NAAT)
* Do a U-LAM test if:
- CD4 count =200 within the last 6 months, or
- advanced HIV disease, or
- current serious illness.

For more information on the package of care for AHD and the management of specific Ols,

please refer to Section 4 - Advanced HIV Disease on page 51

' When monitoring on ART, also integrate monitoring for other chronic conditions (HPT, DM, and mental health) and routinely offer reliable
e contraception and cervical cancer screening to female clients.

4
National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O



A dispensing cycle is defined as the number of days for which a client would have treatment if a single standard “monthly” quantity of
tablets was dispensed. The term ‘dispensing cycle (DC)'is preferred to the previously used term ‘month’ due to the potential discrepancy
that may arise between the days of treatment dispensed (if 28 day pack sizes are used) and the days in a month (on average, 30 days).
However, the term dispensing cycle can be applied to single pack sizes of 28-30 tablets (1DC) or larger pack sizes of 84-90 tablets (3
DCs).

Routine VL monitoring Intervention Comments

Allows for earlier detection of factors influencing viral
suppression

Allows for earlier decanting for suppressed clients to
minimise visits and promote continued engagement in
care

This VL will form part of the 6 month VL completion
cohort in Tier.net

Do 1st VL after 3

First VL after ART initiation dispensing cycles

.

This VL will form part of the 12 month VL completion
cohort in Tier.net

Allows for 6MMD assessment which requires 2
consecutive VLs <50 ¢/mL and 12 months on ART

Second routine VL after ART initiation | This VL can be done from 10 completed
(in clients who were previously virally | dispensing cycles but should be aligned
suppressed) with the clients scripting cycle

Third routine VL after ART initiation This VL can be done from 22 dispensing
(in clients who were previously virally | cycles, but should be aligned with the clients
suppressed) scripting cycle

This VL will form part of the 24 month VL completion
cohort in Tier.net

Fourth and all subsequent VLs VLs will be taken at intervals of 12 dispensing cycles for all clients who remain virally suppressed

The timing of dispensing cycles, follow-up visits, and VL monitoring is illustrated in the diagram below

ART 15t follow-up 2" follow-up 3 follow-up 4% follow-up
Initiation visit visit visit visit
| ]
1DC 1DC 1DC 1DC 1DC 1DC 1DC 1DC 1DC 1DC 1DC 1DC
MO M1 M2 M3 M4 M6 M7 M10 M12

1 1
1 1
1 1
Do first Review results 1 Clinical review 1
VLafter  Decant to RPCs ! C;";;tcix VL after 10 DCs to :
3DCs Re-script I align with script :
| :
1 1
4 ¥
G e e e P 4
Tier.net "Grace" period Tier.net "Grace" period
Tier.net will include in the Tier.net will include in the
6 month cohort any VL done 12 month cohort any VL done from
from 60 days on ART up to 270 9 months (271 days) on ART up to
days on ART 18 months (540 days) on ART

+  Forthe 1st VL taken after 3 dispensing cycles, clients should be requested to return to the facility one DC later to review results and so
that the client can be assessed for RPCs eligibility.

+  Forall subsequent VL monitoring (and other routine monitoring investigation) in clinically well clients: Clients should be rescripted at
the same visit that their VL is taken. Clients should not be required to come back to the facility the following month for VL result review
prior to rescript. Rather, recall to the facility only those clients with an elevated VL or other abnormal result.

+  Facilities should ensure that results management processes are in place to ensure that results are reviewed by a clinician, that
abnormal results are identified, and the client is appropriately actioned. The NHLS Results for Action (RfA) reports are a useful tool to
facilitate the review of results.

' Breastfeeding women should have their VL monitored every 6 months starting from the time of delivery
[}



VL monitoring and management algorithm for clients on TLD or ALD

P N
VL <50 ¢/mL
+ Do a thorough assessment of the cause of an elevated VL as per the Assessing an Elevated
= Viral Load on page 44
+ Remember to screen for mental health disorders e.g., depression or anxiety (Mental Health
Assessment on page 179)
+ Switch to TLD if indicated (See Switching existing clients to optimised DTG-containing
regimens on page 36)
« If breastfeeding, start, re-start, or extend high-risk infant prophylaxis (see Prophylaxis for the
HIV-Exposed Infant During Breastfeeding on page 149), and intensify breastfeeding support.
+ Recommend condom use and contraception as appropriate, and partner testing.
Implement interventions to re-suppress the VL, including Enhanced Adherence Support if indicated
(See Enhanced Adherence Counselling on page 185)
h 4
VL <50 c/mL Repeat VL after 3 months (or after 4-6 weeks if pregnant or
breastfeeding)
Repeat the ‘ABCDE’ assessment to identify the causes of
an elevated VL.! Intensify efforts to resolve adherence.?
Re-assess at the time for the next scheduled routine VL
(i.e., in 6 months’ time, or at delivery if pregnant)
If on a 2 or 3" line DTG-containing regimen for at least
9 months or on TLD1/ALD1 with special circumstances,’®
If VL < 50 ¢/mL discuss with a medical officer experienced in HIV management VL 2 50 c/mL,
(No further or a helpline expert who may advise requesting an HIV drug
resistance resistance test at the same time as their scheduled VL. If so, and no detectable
testing will be take 2 blood specimens and request both of the following: DTG DLs (if available),
: . provide DRT- informed
done) 1. VL- use a plasma EDTA tube (purple top, or white top with gel)

adherence counseling

2. Drug resistance test - use a plasma EDTA tube (purple top, or white
top with gel)

ADReC, ARV Drug Resistance Committee (previously TLART Committee); ALD, combination ART regimen consisting of abacavir, lamivudine, DTG; DL, drug level; ART,
Antiretroviral therapy; DRT, drug-resistance test; DTG, Dolutegravir; LLV, Low-level viraemia; SOP, Standard operating procedure; TL, Third-line; TLD, fixed-dose combination of
tenofovir, lamivudine, DTG; VL, Viral load.

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O



Footnotes to VL monitoring algorithm

1. Repeat ABCDE assessment as outlined below. Remember to ask about treatment side-effects, the potential cost of transport or
loss of income related to clinic visits, mental health symptoms, non-disclosure, gender-based violence (GBV), and current or prior

drug interactions. Provide EAC if indicated.

2. Due to their high genetic barrier, resistance to a first-line DTG-containing (TLD1) regimen is extremely rare. If other reasons for
an unsuppressed VL have been addressed or excluded, suboptimal adherence remains the most probable cause for non-
suppression. The highest probability of improving adherence would be to remain on a once-daily, well-tolerated, fixed-dose
combination regimen (TLD) while identifying and addressing the underlying root causes of non-adherence.

3. Special circumstances

+ TLD1 patients with persistent virological failure despite good adherence may be discussed with an expert to consider a resistance

test on a case-by-case basis:
+ Patients with AHD and on a DTG-containing regimen for at least 9 months.

«  Current or previous drug interactions with rifampicin, carbamazepine, phenytoin, phenobarbital, or the polyvalent cations that may

have resulted in the development of resistance.

+ Incorrect classification as TLD1 after prior ART exposure and failing an ART regimen in the past

+  Perinatally infected adolescents (perinatally infected adolescents should be classified as TLD2 due to the high likelihood of ART

exposure and virological failure in the past).

Additional considerations if VL > 1000 ¢/mL
* Monitor CD4 count every 6 months see Monitoring on ART on page 41
o If CD4 < 200 cells/mm?, discuss with an HIV expert

+ Consider eligibility for cotrimoxazole prophylaxis see Indications for Starting and Stopping Cotrimoxazole Preventive Therapy on page 30

Athorough assessment is essential for any client with a viral load measuring =50 c/ml

Is adherence to medication poor?
Ask about factors that may influence adherence e.g.

person to take on social responsibilities

Needing to travel for extended periods of time

Direct cost of clinic visits to patient, e.g. transport, loss of income, cost of paying another

Taking time away from existing work, finding work and/or social care responsibilities

Tips

Ask open ended guestions e.g.
“What makes it difficult for you to collect

+ Medication side-geffects or take your treatment?”,
° + Unpalatable medications and "How many doses have you
2 « Depression or other mental health conditions missed this week?”
R
2 . Non- disclosurgp ‘we all miss a dose now and then”
can encourage a client to be
Pregnant women may experience nausea/vomitting, heartourn, and constipation. more open.
Assess the need for symptomatic treatment with an anti-emetic, anti-diarrhea agent, or fiber Create a safe and non-judgemental
supplement. space for your client to discuss
Adherence difficulties in young children are often linked to poor tolerability of unpalatable challenges.
formulations, particularly LPV/r solution. It is important to ask the caregiver about how the child
tolerates the medication e.g., does the child refuse to swallow the medicine or spit, or vomit the
medicine out?
Remember that immune compromised,
S Check for symptoms and signs of infection. malnourished, and pregnant clients
@l Do a TB and STI screen. may not exhibit overt symptoms of TB.

If in doubt, do a TB NAAT.

Correct
Dose

Is the client on the correct dose for their weight? Is the client taking the dose as prescribed?
This is especially applicable to growing children, or clients with deteriorating renal function or previous renal impairment

Are there any potential drug interactions? Consider:

2]

=
c:s)-% « Other prescribed treatment e.g. rifampicin, anti-epilepsy drugs and pregnancy
o s supplements (iron, calcium)

é  Over the counter treatment e.g., antacids, multivitamins

 Other supplements and herbal/traditional medications e.g. St John’s wort

See also Drug Interactions with
DTG and Rifampicin-containing TB
Treatment on page 35
If in any doubt, call the
HIV Hotline 0800 212 506
or one of the Helplines on page 37

REsistance

Consider HIV drug resistance if other causes of virological failure have been excluded
and the client is adherent to their medication by an objective measure.

Refer to the algorithm on the previous
page




Barrier to adherence Intervention EAC indicated?

Reduce unnecessary visits through enrolling client in
Difficulty getting to facility to collect treatment a RPCs model or facility-provided 6MMD (if eligible) or No need for EAC
providing 3-monthly dispensing (3MMD)

Drug side effects or unpalatability impacting

adherence? Change to more palatable regimen No need for EAC

Complete mental health assessment if not yet done and ensure Consider whether addition

=i e et ChsgTaiars mental health support/referral provided - see page 177 of EAC helpful

Challenges with taking/remembering to take treatment Provide EAC

'better late than never': clients should

; ‘e A } ; ; ; : be counselled they can take their
Enhanced Adherence Counselling (EAC) is aimed at non-stable clients presenting with adherence issues ARV up to several hours late if they

or poor treatment response and/or signs of treatment failure. Enhance Adherence Counselling focuses on: miss their chosen time

+ Providing education on the outcome of their latest clinical assessment and VL results
 Understanding what the client already knows or doesn’t know regarding their treatment and the importance of VL suppression
+ Doing a mental health screen
+ Correcting any misconceptions and allowing flexibility around the most common barriers
to adherence (such as alcohol/ drug consumption, forgetting doses due to a rigid schedule, etc.).
+ Assessing and understanding the barriers that affect the client's adherence
+ Developing adherence strategies to overcome these

To support the above processes, the following useful tools extracted from the Differentiated Care Models Standard Operating Procedures 2025
included in the annexures:

¢+ SOP 2 Enhanced Adherence Counselling (page 185)
+ Mental Health Screen (page 179)
+ Child and adolescent disclosure counseling for children living with HIV (page 186)
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As a result of improved access to antiretroviral treatment (ART), the burden of morbidity and mortality associated with Human Immunodeficiency
Virus (HIV) infection has decreased over the past decade. However, around one in five persons living with HIV (PLHIV) in South Africa present
to care with Advanced HIV Disease (AHD), and a growing number of PLHIV are returning to care with advanced disease following a period

of treatment interruption. Persons with AHD are particularly at a higher risk of death, even after initiating ART, with this risk increasing with
decreasing CD4 cell count. The most common causes of death are tuberculosis (TB), cryptococcal meningitis (CM), and severe bacterial
infections (SBIs).

Advanced HIV Disease
+ For adults, adolescents, and children aged five years and older, advanced HIV disease (AHD) is defined as

¢+ a CD4 cell count <200 cells /uL or
« aWHO clinical stage 3 or 4 event

« All children living with HIV younger than five years should be considered as having AHD (regardless of CD4 % or clinical stage) unless they
have been receiving ART for longer than one year and are clinically stable on ART?

Advanced Clinical Care

The comprehensive management, care and treatment support provided to patients with complex HIV-associated conditions, including AHD and
tuberculosis (TB) and other comorbidities (e.g., hepatitis and non-communicable diseases (NCDs).

A seriously ill patient is one with:
+ one or more clinical danger signs, or
+ aclinical condition severe enough to require immediate hospitalisation for stabilisation or inpatient care

An unstable patient on ART is one who:

+ has signs or symptoms of iliness or clinical failure, including any opportunistic infections (including TB), malnutrition, or a new or uncontrolled
mental health or chronic condition

* has missed a scheduled appointment by more than 28 days, or
* has poor adherence, or
* has an elevated VL = 50c/mL in the last 12 months

A stable patient is defined as follows:
+ Most recent VL < 50 ¢/mL
+  Clinically well
* NoOls, including TB
¢ No uncontrolled NCD, mental health condition or malnutrition
+ Not pregnant or post natal <12 months
+ Over 5 years of age

Systematic TB Screening

Systematic TB screening intensifies the detection of TB in persons at risk for TB disease. Populations or high-risk groups are assessed not only
for symptoms but also using tests, examinations, or other procedures, such as TB nucleic acid amplification test (TB-NAAT), chest X-rays, etc.,
regardless of whether TB symptoms are present.

Significant TB Exposure

Within the last 12-month period before the patient presents with presumed TB, exposure to a person (adult or adolescent) with pulmonary TB
within the same enclosed space for one or more nights (e.g. at home or similar) or for frequent or extended daytime periods (e.g. at a school,
creche or similar) during the three months before the source/index patient started TB treatment.

TB Infection

A state of persistent immune response to stimulation by Mycobacterium tuberculosis (M.tb) antigens with no evidence of clinically manifest TB
disease is referred to as “TB infection,” distinct from “TB disease.” Most infected persons have no signs or symptoms of TB but are at risk for TB
disease. The term “latent TB infection” has been replaced by the term “TB infection.”

! Adapted from: Identifying common opportunistic infections among persons with advanced HIV disease: policy brief. Geneva: WHO; 2023



TB Disease
Disease caused by M.tb infection. TB disease can either be bacteriologically confirmed or clinically diagnosed.

Presumptive TB

A patient is believed to have presumptive TB when TB is considered a possible cause of illness in those who present with symptoms or signs
suggestive of TB.

Clinical diagnosis of TB

A diagnosis made on the grounds of history, clinical findings, radiological features, U-LAM, exposure history, growth trend, or a combination of
the above, and where bacteriological tests were either not performed or the results were negative.

Bacteriologically confirmed TB

The diagnosis of TB disease can be confirmed bacteriologically using one of the following tests: genotypic testing, i.e. TB-NAAT, mycobacterial
culture, and/or smear microscopy for acid-fast bacilli (AFB).

Pulmonary Tuberculosis

Pulmonary tuberculosis (PTB) refers to TB involving the lung tissue, airways or draining lymph nodes (indicated by mediastinal and/or hilar
lymph node enlargement on CXR). PTB is either clinically diagnosed or bacteriologically confirmed.

Extrapulmonary TB (EPTB)

Any bacteriologically confirmed or clinically diagnosed patient with TB involving organs other than the lungs, airways and intrathoracic lymph
nodes.

Drug-susceptible (DS) TB
M.tb strains that are susceptible to the first-line agents rifampicin and isoniazid.

Drug-resistant (DR) TB
M.tb strains that are resistant to first-line anti-TB drugs.

Cryptococcal antigenaemia.

All patients with a positive serum cryptococcal antigen (CrAg) are considered to have disseminated cryptococcal disease and will require
treatment. A lumbar puncture (LP) and cerebrospinal fluid (CSF) CrAg are required to determine if the extent of the disease dissemination
includes the meninges (cryptococcal meningitis), which carries a high mortality rate and requires more intensive hospital treatment. If the CSF
CrAg is negative, disseminated cryptococcal disease is diagnosed without cryptococcal meningitis. It commonly involves the lungs or skin.

Cryptococcal meningitis

Cryptococcal meningitis (CM) refers to disseminated cryptococcal disease with meningeal involvement. This will be determined by a positive
CrAg test in both serum and CSF. Note that the CrAg remains positive in serum and CSF for months after an episode of cryptococcal meningitis
- therefore, a relapse of meningitis cannot be diagnosed using CrAg alone; CSF culture is necessary.



What is advanced HIV disease?

Box 1: The definition of Advanced HIV Disease (AHD)

+ For adults, adolescents, and children older than five years, advanced HIV disease is defined as

—>a CD4 cell count = 200 cells/uL or
—>a WHO clinical stage 3 or 4 condition

¢ All children living with HIV younger than five years should be considered as having advanced HIV disease (regardless of CD4% or
clinical stage) unless they have been receiving ART for longer than one year and are clinically stable on ART

Source: Adapted from: Identifying common opportunistic infections among persons with advanced HIV disease: policy brief. Geneva:
WHO; 2023

Providing appropriate care for AHD at the appropriate level

Throughout the 9 steps to identifying and managing a patient with AHD outlined in Figure 8, a patient may need to move between primary
health care (PHC) and hospital levels, either for additional investigations, or for admission/re-admission and inpatient treatment, or for ongoing
care at clinic level once discharged from the hospital. This cycle is illustrated in Figure 7 below.

Smooth transitions between levels of care are essential to ensure that:

« Unwell patients get appropriate care at the correct level as rapidly as possible
+ Clients are not lost from care during the transition process
+ Clients get the ongoing care they require for their chronic conditions, whether at PHC or hospital level OPD (outpatient department).

IDENTIFICATION

BY A NURSE INVESTIGATION

& DIAGNOSIS

Clients present at PHC as
either a new HIV diagnosis
or a known patient receiving
ART, and require referral to
a higher level if unwell

by onsite medical officer at

PHC or referral to hospital to

make a definitive diagnosis
in an unwell patient

Up referral for assessment

ADMISSION / RE-ADMISSION

and treatment as inpatient or
treatment as an outpatient

Figure 6: Continuity of care cycle for patients with AHD
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Patients with AHD can be broadly grouped into three categories, as per the table below:

Table 9:  Broad clinical categories for a patient with AHD

Severely ill with danger
signs

Unwelllunstable but not sick
enough to warrant immediate
referral to hospital

Appearance of being
clinically well or
asymptomatic

Inappropriate pre-referral management or delays
in referral to the appropriate level of care may
increase mortality.

More complex conditions may be missed, or
there may be delays in referrals for hospital-level
investigations.

Clients with CD4 counts < 200 may initially appear
well but may rapidly deteriorate and remain at a
higher risk for death. Such patients are at risk of

receiving a less intensive clinical assessment when

their CD4 count is taken.

Assessing a patient should always start with a
triage assessment to identify any danger signs to
determine if the patient requires immediate referral
to hospital. Stabilise and refer to/admit for inpatient
care as indicated, detailed in Step 1

If any uncertainty exists, the threshold for a nurse
to refer a patient to a higher level of care should be
low.

In all patients at risk of AHD, the earliest opportunity
to screen for, treat or prevent serious opportunistic
infections should be fully utilised to minimise the
risk of rapid deterioration and death

+ The differential diagnosis of an unwell client living with HIV could include one or more of the following:
+ Opportunistic infections (e.g., TB)

Malnutrition

Immune reconstitution inflammatory syndrome (IRIS)
Adverse drug reactions such as drug-induced liver injury (DILI)
Non-HIV-related, non-communicable diseases (NCDs) such as hypertension, diabetes, or other malignancies

Non-infectious HIV-related conditions associated with impaired immune function (e.g., HIV-associated nephropathy [HIVAN])
Other infections that share similar transmission routes, e.g. hepatitis B (HBV), hepatitis C (HCV) or congenital syphilis

In general, clinicians should follow the Adult Primary Care (APC), Integrated Management of Childhood llinesses (IMCI), and Essential
Medicines List (EML) guidelines that outline elements of care within their scope of practice. However, patients with AHD are often very unwell
with multiple and complex conditions. If any uncertainty exists, the threshold for a nurse to refer a patient to a higher level of care should be low.
Figure 2 outlines the nine steps for managing a client with AHD. Table 2 outlines the roles and responsibilities of different members of the care

team for each step.



All patients

The package of care for patients with presumed or confirmed AHD

STEP 1

Identify the
seriously ill client

STEP 2

Identify
high-risk clients
for AHD

STEP 3

Assess
and Treat
Assess for

AHD & treat
any Ols & other
HIV-associated

conditions

STEP 4
Prevent Ols

STEP 5
Provide ART

STEP 6
Provide other care

STEP 7

Provide adherence
support

STEP 8
Ensure continuity
of care between
hospital and clinic

STEP 9
Provide
intensified
follow-up

Primary care level

Are there any danger signs S In-hospital
requiring urgent medical care? P e s, management
See Box 2 and Box 3 Continue assessment
once feasible

PLHIV and unstable (adults, children and PBFW)
*  Any clinically unwell client, whether on ART or not on ART

II\_Iﬁ\v/v or * Anyclienton ART with a VL > 1000 c¢/mL
diagnosi * Any child <5 years
1agnosis * Any client returning to care after a missed schedule appointment of > 90 days, regardless of
symptoms.
Do a CD4 count (see Box 4) on all clients suspected of having AHD with reflex CrAg In-hospital assessment
for AHD and other
conditions requirin
iSn(i/rggt? ir,:g Evaluate for other AHD related Respond to advanced cIini%aI ca?e
oy 195 conditions including positive Serum in hospital
A e possible serious bacterial CrAg
npati el 7T infections (SBI) or WHO Stage Pr_ovide/refer _fc_)r LP
guidedance 3 or 4 conditions if CrAg positive In-hospital management

Including for TB, CM,
PJP, SBIs Manage
other advanced clinical
conditions e.g., HIVAN,
DILI, severe acute

Initiate Treatment for opportunistic infections diagnosed at primary care
level e.g., TB. Continue treatment of conditions diagnosed in hospital e.g., EPTB,
cryptococcal disease, or serious bacterial infections.

Manage other clinical conditions associated with AHD, e.g., malnutrition, STIs or

skin conditions as per the APC guidelines, the PHC STGs and the IMCI guidelines TEATTE
Provide cotrimoxazole prophylaxis therapy if eligible (see Table 23)
Provide TPT if TB has been excluded and eligible for TPT (see Table 25)
IfART naive = Offer rapid ART initiation on a DTG-containing regimen

unless indications to defer or discontinue ART (see Table 8)

If previously on ART but

interrupted treatment
P If VL =50 c¢/mL, manage as per the VL Monitoring algorithm on page 101.

If the client meets the definition of confirmed virological failure, discuss with an expert to
If currently on ART » authorise a resistance test as per the eligibility criteria on page 100.

Provide other care as appropriate for mental health, NCDs, SRH services, immunisations, and other care as per RTHB
or maternity care guidelines. When indicated, provide palliative care.

Offer intensified adherence support for Ol medication, ART, and condition monitoring. Counsel about IRIS, warning signs
and side-effects to look out for, and when to return (DMOC SOP 9).
Involve the client's family in the plan for treatment and follow-up.

At discharge from the hospital provide a discharge
plan with follow-up appointments at PHC. Also
promote continuity of care at OPD/PHC through locally
established mechanisms, such as phone calls to the
clinic. Assign linkage officer/community liaison officer

Clinicians at PHC should have a low threshold
for admission or re-admission to hospital.
Assign a clinic staff member to do check-in
phone calls or CHW to do home visits for first and

support continuity of care. Where available.
At PHC/OPD, provide two-weekly (previously admitted / Follow hospital discharge plan and ensure
psychosocially vulnerable) or monthly follow-ups for the hospital follow-up appointments. Provide
first three months. Ensure that missed appointments can be any advanced clinical care as indicated by
identified and prioritize these clients for tracing and recall to the the hospital. Refer back to hospital for
facility if they are missed. Ensure provision of any Step 6 or 7 assessment and re-admission if patient
elements that were not provided by the hospital. deteriorates clinically

Figure 7: Overview of the approach to identifying and managing a patient with AHD



An important aspect of ensuring prompt identification, screening, and management of AHD is a clear understanding amongst the HIV care team
of the roles and responsibilities in delivering the AHD package and where the package's elements are provided.

Table 10: The “who” and “where” of investigating and managing a patient with AHD

Identification &
management of danger
signs

Identify clients at risk of
AHD

CD4 count

History and clinical
examination

Systematic TB screening,
incl. CXRs

Screening and
investigation for CM

Recall clients with
CD4 <200 or other
abnormal results (CrAg
pos, TB-NAAT/culture pos)

TB diagnosis

Initiate TB treatment

Make a diagnosis of CM or
cryptococcal antigenemia
and initiate treatment

Diagnosis and
management of severe
bacterial infections

CPT
Initiate TPT
ART initiation / re-initiation

Provide other care

v

Where/when within the scope of
practice of a nurse clinician (as per APC
and IMCI guidelines).

Referral to a higher level of care

v

v
v

Where/when within the scope of
practice of a nurse

v

Request CXR

Areflex CrAg will be done on CD4
count. Nurse clinicians should identify
and respond to abnormal results. If
CrAg positive, refer for LP

v

v

If uncomplicated, bacteriologically
confirmed TB. Nurse clinician should
refer for further investigations if TB is

suspected, but the diagnosis is unclear

v

Nurses clinician should identify unwell
patients requiring referral for further
assessment and possible admission

v

v
v
v

AN

v

Interpret CXR

Do LP and relevant CSF
investigations (where feasible)

v

v

Bacteriologically or clinically
diagnosed TB

v
v

Initiate outpatient treatment
for cryptococcal antigenaemia
without CM

v

Assessment and management
as outpatients

v

v
v
v

<\

v

Do LP and relevant
CSF investigations
or neuroimaging if LP
contraindicated

v

v

Bacteriologically or clinically
diagnosed TB

v

v

Initiate inpatient treatment for
CM

v

Assessment and management
as inpatients

v

v
v
v

Step 1

Step 2

Step 3

Step 3

Step 3

Step 3

Step 2

Step 3

Step 3

Step 3

Step 3

Step 4
Step 4
Step 5

Step 6



Medical Officer Medical Officer
at PHC level at Hospital Level

Element of care Nurse Clinician at PHC

Counsel on adherence to
Ol medication and ART and
identification of warning signs
that may require the patient v v v S
to return to the clinic/hospital
urgently.

Involve the client's family or
another supporter in their follow- v v
up plan. The supporter should be v
able to monitor for warning signs
and know when to respond with
urgency.

Step 7

Check if the doctor did this at hospital level. If not, contact family

Write a quality comprehensive
discharge plan, including v Step 8
hospital follow-up appointments.

Determine the frequency of
follow-up visits needed for the
first 3 months. Follow hospital

discharge plan and ensure v v Sipd

hospital follow-up appointments
are adhered to.

Identify missed a}ppointments by v Step 9
clients with AHD. With support from data capturer
v
Prioritise tracing and recall for With support from counsellors v
. : ) Step 9
clients with AHD. linkage officers and the WBOT P
team

In South Africa, there is a large burden of undiagnosed TB in children of all ages, especially children under five
years of age. Difficulties around sample collection from younger children at the primary care level and a lack of
confidence to diagnose TB and initiate treatment contribute to this TB treatment gap.

Local referral protocols may mandate that a nurse clinician at PHC first refers to a medical officer at the
local CHC. However, certain patients with AHD may be too unwell and may require urgent referral directly to
a hospital. If necessary, call the doctor at the CHC to discuss the patient and facilitate referral to hospital to
minimise delays in the patient accessing the appropriate care

58
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Step 1 Identify the seriously ill patient

Primary care level

STEP 1
Identify the Are there any danger signs
seriously ill client requiring urgent medical care?
See Box 2 and Box 3

. In-hospital
Stabilise
" management
and referfadmit Continue assessment
once feasible

determine if the patient requires immediate hospitalisation for inpatient care based on the severity of illness. Stabilise

0 Assessing a patient should always start with a triage assessment and rapid appraisal to identify any danger signs to

and refer to/admit for inpatient care as indicated.

Box 2: Danger signs in adults and adolescents needing urgent attention

Give urgent attention to the adult or adolescent with any of the following danaer sians:

+ Respiratory rate 230 breaths per minute
+ Heart rate 2120 beats per minute

+ Unable to walk unaided.

+ Breathless at rest or while talking

+ Coughs up = 1 tablespoon of fresh blood

Source: Adult APC Guideline 2023

+ Drowsy/confused/loss of consciousness
+ Fitting/seizures
+ Aggressive, confused or agitated

* Recent sudden onset weakness, numbness or visual
disturbance

Box 3: Danger signs in children and adolescents needing urgent attention

General danger signs:

+ Unable to drink or breastfeed

+ Vomiting everything

+ Convulsions

+ Unconscious or lethargic

+ Tachypnoea or tachycardia abnormal for age
* Any signs of shock

Signs of severe respiratory illness:

+ Chest indrawing

« Stridor in calm child

+ Oxygen saturation < 92% on room air
+ Central cyanosis

Signs of severe acute malnutrition:

Signs of severe dehydration (2 of the following)

+ Unconscious or lethargic

+ Sunken eyes

¢ Unable to drink or drinking poorly
¢ Skin pinch goes back very slowly

Signs of meningitis (any of the following)

+ Neck stiffness
* Bulging fontanelle
* Restless, continuously irritable

Signs of severe anaemia (any of the following)

¢ Severe palmar pallor
+ HB<7g/d

Adapted from the SA national 2022 IMCI guidelines & Chapter
15: Respiratory System of the STG and EML for paediatric
hospitals in SA, 2023, and the WHO Operational Handbook on
TB Module 5

+ Oedema of both feet and/or
 Weight for length/height z-score less than -3, or
* MUAC less than 11.5¢cm, and

+ one or more of the following: any other danger sign,
any other red or yellow IMCI classification,
weight < 4 kg, or age < six months



Step 2 Identify adults, adolescents, children and pregnant and breastfeeding women (PBFW)

at risk of AHD
PLHIV and unstable (adults, children and PBFW)
STEP. 2 New e Any clinically unwell client, whether on ART or not on ART
_|dentify HIV «  Any client on ART with a VL > 1000 c/mL
h'gh%“skl_fge“ts diagnosis * Any child < 5 years
or .

Any client returning to care after a treatment interruption of > 90 days, regardless of
symptoms.

The following patients are at a higher risk of having AHD:

Although clients who are clinically well and stable on ART are not considered high risk groups for AHD, they may still develop AHD. Therefore,
all patients stable on ART should have a comprehensive annual clinical review at the time of their script renewal, including clinical examination,
annual HIV viral load (VL), creatinine and estimated glomerular filtration rate (eGFR), TB-NAAT, screening for NCDs and common mental health
conditions (depression, anxiety and substance use disorders), an assessment of family planning needs and pap smear if indicated, and an
assessment of adherence. CD4 counts should be done per the routine monitoring schedule in Box 4. All patients should be educated on the

Any new HIV diagnosis

Any clinically unwell patient (including those with untreated/uncontrolled mental health disorders) or patient on treatment for an
opportunistic infection, whether on ART or not on ART

Any patient on ART with a VL 2 1000 c/mL
Children under five years, unless on ART for > 1 year and virally suppressed
Any patient returning to care after a treatment interruption of > 90 days, regardless of symptoms.

Persons at higher risk of AHD should be considered to have AHD until proven otherwise through a thorough history,
clinical examination and relevant investigations

symptoms of TB and advised to return to the clinic if unwell.

Correct management of stable patients on ART will detect adherence problems early,
maintain viral suppression and prevent advanced HIV disease



Step 3 Assess for AHD & treat any Ols & other HIV-associated conditions

Do a CD4 count (see Box 4) on all clients suspected of having AHD with reflex CrAg In-hospital assessment

for AHD and other

Screen and conditions requiring

5 A Evaluate for other AHD related Respond to .
STEP 3 ;g\r/?rth'ﬂgtr? conditions including positive Serum advanpeﬂ C“”_'C?l care
Assess Svmptom screeng B possible serious bacterial CrAg In hospita
and Treat ymp NAAT ! infections (SBI) or WHO Stage Provide/refer for LP
Assess for U-LAM. CXR. etc 3 or 4 conditions if CrAg positive
AHD & treat B In-hospital management
any Ols & other Including for TB, CM,
HIV-azschiated Initiate Treatment for opportunistic infections diagnosed at primary care ochiF; ci/ilr?c'\eﬂgr(lzzﬁ?]?cal
conditions i it i i :
level e.g., TB. Continue treatment of conditions diagnosed in hospital e.g., EPTB, 0 conditions e.g., HIVAN,

cryptococcal disease, or serious bacterial infections.
Manage other clinical conditions associated with AHD, e.g., malnutrition, STIs or
skin conditions as per the APC guidelines, the PHC STGs and the IMCI guidelines

drug-induced liver injury,
severe acute malnutrition

Identifying patients with AHD requires:

+ A CD4 count to determine the level of immunosuppression (See Box 4)

« Athorough clinical evaluation by means of a history, clinical examination and relevant investigations to identify any WHO Stage 3 or 4
conditions and other co-morbidities

« As part of their comprehensive clinical evaluation, every patient at risk for AHD should be systematically screened for the following major
opportunistic infections:

+ Tuberculosis
+ Cryptococcal meningitis
» Severe bacterial infections

Patients with CD4 counts < 200 may initially appear well but may rapidly deteriorate and remain at a higher risk for
death. Such patients are at risk of receiving a less intensive clinical assessment when their CD4 count is taken. In all
patients at risk of AHD, the earliest opportunity to screen for, treat or prevent serious opportunistic infections
should be fully utilised to minimise the risk of rapid deterioration and death.

Box 4: Indications for CD4 testing

Routine CD4 monitoring should be done for all patients:

At HIV diagnosis and ART initiation
+ After 10-12 months/dispensing cycles (DCs) on ART (aligned with annual VL).

CD4 monitoring is indicated in specific situations:

+ |f CD4 is < 200 or < 25% (in children under 5 years): repeat every 6 months until CD4 > 200/>25%

¢ If VL = 1000 c/mL: do a CD4 to identify AHD and repeat CD4 every 6 months until VL < 1000 c¢/mL

« If aclinical indication arises, such as a new confirmed or presumed WHO Stage 3 or 4 condition in a previously well patient
« If a patient re-engages in care after missing a scheduled appointment, as per the re-egagement algorithm on page 34

Source: SA NDoH 2023 ART Clinical Guidelines



Important considerations when evaluating a patient for AHD:

Pregnant women already on ART at their 15 ANC booking visit should have their previous CD4 count results reviewed, as well as their
record of adherence and latest HIV viral load results. If no CD4 is on record, she is returning to care after an interruption, or her last VL was
elevated, a CD4 count should be done to assess for AHD at her 1t ANC visit

AHD will likely not be identified at a single visit, and appropriate return dates should be provided based on the patient’s clinical condition
and the time it takes for results, e.g., TB-NAAT, to become available. Clinicians should schedule a shorter return date (earlier than one
month) if a client is at high risk of rapid deterioration and requires closer clinical monitoring and management.

Clients newly diagnosed with HIV may be asymptomatic or have WHO Stage 1 or 2 disease. Therefore, AHD may not be clinically evident
initially but will be apparent once their CD4 count result is available in a few days. Facilities cannot rely on the patient’s scheduled return
date for actioning abnormal results. These return dates could be between 1-3 months later, with a high risk of deterioration in this period.
Effective results management processes are important to ensure that patients with abnormal test results (e.g. positive CrAg, positive TB-
NAAT, or CD4 < 200) can be recalled to the facility for prompt action, additional investigations and treatment when indicated.

Every facility should have processes in place to receive, review, document and capture all laboratory investigation results.
Every facility should act on abnormal results promptly, as outlined in Box 5.
Table 3 guides the urgency of recalling patients with common abnormal test results.

Box 5: Laboratory results management process

An efficient results management process requires the following steps:

« Inform the patient about the tracing and recall process:
- This should be discussed as part of their Adherence Support Plan, as detailed in Table 19 under AHD Step 7: Support Adherence
->Obtain necessary consent from the patient for the tracing and recall process
- Update the patient’s contact details and that of their treatment supporter, if available

* Review results daily in order to identify abnormal results timeously:
- All lab results must be reviewed and triaged by a clinician on the same day they arrive at the facility.
- Clinicians should separate abnormal results from normal results to prioritise urgent cases (e.g. CrAg positive, TB positive,
Hb < 6g/dL) for immediate action.

+ Document results:
->Results should be recorded in the relevant documents (TB Identification Register, HIV clinical stationery, N4 specimen register),
flagging the urgency for abnormal result follow-up

+ Recall the patient for action (as per DMOC SOP 7):

- Patients with abnormal results requiring urgent clinical management (see Table 11: Recall timelines for abnormal test results
at PHC level on page 63) before their next scheduled appointment must be recalled to the facility via phone calls, SMS, or
WhatsApp.

- |f a patient does not return within 7 days of the recall, further attempts should be made using follow-up telephonic recalls and then
home visits as per the patient’s consent.

—>Document recall efforts in the patient’s file.

- Ensure patient confidentiality throughout the tracing and recall processes.

+ Data capture and register management:
->Data clerks should use the TIER.Net Pending Tests functionality to capture all abnormal and normal lab results that have been
signed off by a clinician.
- After capturing in the relevant register, clerks should mark the results as “captured” in the patient records (clinical stationery) and
initial and date them.

Source: NDoH Bulk Capturing of Normal Laboratory Results Guidance, DMOC SOP 7 (Tracking and Recall)



Table 11: Recall timelines for abnormal test results at PHC level

First/new CrAg positive

TB-NAAT positive and not yet on TB treatment

Hb < 6 g/dL

ALT >200, regardless of symptoms

eGFR <30mL/min and on TLD

Urgent recall within 1 to 3 days

Recall for urgent lumbar puncture (LP) and clinical assessment for meningitis

Recall patient for TB treatment initiation

Recall for immediate referral to hospital emergency department for assessment and possible
blood transfusion

Recall within 1-3 days

Recall within 1-3 days to change their ART and investigate underlying causes of renal failure

Recall as soon as possible within the next 7 days

CD4 count <200

TB-NAAT negative and TB symptoms present

HB between 6-7,9 g/dL

ALT >120-199 and no symptoms documented at last
visit

eGFR 30 - 50mL/min and on TLD

Review the clinical file:

« Ifthe patient was symptomatic, ensure that the appropriate tests were done,

management provided, and an appropriate return date given as per the APC
guideline. If management was appropriate, no recall is needed, and the patient can
be seen at their next scheduled appointment within one month.

+ Recall the patient within 7 days if there are any of the following concerns:

+ the patient does not return for their follow-up visit, or

+ the timing of the visit was inappropriate based on the client's symptoms or
clinical condition, or

+ there are any concerns that the client did not receive the thorough clinical
assessment indicated for a client at risk of AHD

+ Confirm that the patient has been given a date to return for their results after two

days
If the patient did not receive an appointment date or missed the appointment, recall
them for additional TB investigations.

« If anaemia is not already being managed by means of TB treatment or ART, recall

the patient for further investigations and management.

Recall within 7 days.

+ Recall within 7 days to change their ART and investigate underlying causes of renal

failure

No recall required: review results at the next scheduled appointment within 30 days

TB-NAAT negative and no TB symptoms were
present at the last visit.

ALT 50-120

Abnormal Pap smear

HBsAg positive

CrAg positive

+ Patient can initiate TPT at the next scheduled visit if eligible

+ Assess at the next scheduled visit

+ Ensure action if HSIL or infection at the next scheduled appointment.
+ No recall required if on a TDF-based regimen. ART also treats HBV.

+ No recall if CrAg positive after treatment for CM or previous antigenaemia



Persons living with HIV have an increased risk of developing TB disease compared to persons who are HIV-negative. TB can occur at any point
during the course of HIV infection. Pulmonary TB is the most common manifestation of TB in adults infected with HIV. The clinical pattern of TB
correlates with the patient's immune status:

« Inthe early stages of HIV infection, when immunity is only partially compromised, the features are more typical of post-primary TB (i.e.
similar to TB in non-HIV infected persons).

+ As immune deficiency worsens, HIV-infected patients present with an atypical pulmonary disease resembling primary TB or with extra-
pulmonary TB or disseminated disease.

While the principles of TB diagnosis and treatment are similar for those patients living with HIV and those who are HIV-negative (see the
National Tuberculosis Management Guidelines), clinicians should be aware of the following aspects that may delay TB diagnosis or complicate
the management of a TB/HIV co-infected patient:

« TB/HIV co-infected patients have increased mortality due to faster TB disease progression

+ Clients living with HIV have reduced numbers of alveolar macrophages, are less likely to form cavities, and are more likely to have smear-
or TB-NAAT-negative TB

+ The clinical presentation of TB is more likely to be atypical or at extra-pulmonary sites.

+ Drug interactions and side effects are more prevalent in TB/HIV coinfected patients

+ Active TB increases HIV viral replication and accelerates HIV disease progression

+ The risk for other opportunistic infections is higher in HIV/TB-co-infected persons than in HIV-positive persons without TB.

NAAT, and prompt initiation of anti-TB treatment is important to improve survival and quality of life as well as reduce

a Early identification of TB among PLHIV through careful assessment of symptoms and signs, diagnosis using TB-
transmission of TB.

TB in pregnant and breastfeeding women is an important cause of maternal and infant mortality. The possibility of TB
should be considered at every encounter during antenatal care (ANC), delivery, and in the postnatal period.

In South Africa, there is a large burden of undiagnosed TB in children of all ages, especially
children under five years of age.



Box 6: TB symptoms

The main symptoms of TB in adults and adolescents are:

+ Persistent cough of 2 weeks or more or any duration if HIV positive

* Fever for more than two weeks

+ Drenching night sweats

+ Unexplained weight loss (more than 1.5 kg in a month), or failure to gain weight in pregnant women

The most common symptoms in children are:

+ Cough of two weeks or more

+ Persistent fever of more than two weeks
+ Documented weight loss/ failure to thrive
+ Lethargy (less playful/ always tired)

The most common presentation of pulmonary tuberculosis is a productive cough, often accompanied by systemic symptoms such as
fever, night sweats, or loss of weight. However, not all those with TB will have a cough; therefore, a high index of suspicion is required,
particularly in PLHIV, who may only have one of the above symptoms. Every patient with a positive symptom screen must be investigated
appropriately, as outlined in the National Tuberculosis Management Guidelines.

Source: SA NDoH 2023 ART Clinical Guidelines
Box 7: Clinical indications of extrapulmonary TB

+ Clients with AHD are more likely to have atypical and extra-pulmonary TB. They are also often sputum TB-NAAT negative which can
result in diagnostic difficulties and treatment delays.
+ Although not specific to TB, the following manifestations are highly suggestive of extra-pulmonary/disseminated TB in inpatients with
AHD
->large peripheral lymph nodes
->lymphocyte-predominant exudative pleural effusion
- pericardial effusion
->abdominal lymph nodes/ascites/splenic abscesses on ultrasound

+ These clinical findings strongly support a clinical diagnosis of TB in the absence of another clear cause in an AHD patient, and empiric
TB treatment should be strongly considered.

Box 8: Chest X-ray findings suggestive of TB

+ Although not an exhaustive list, the following Chest-X-ray findings are commonly seen in patients with PTB:
- Cavitations
->Nodular infiltrates (including and esp. miliary nodules)
—>Large pleural effusions
- Intrathoracic lymph node TB in children

« Remember that all children with miliary tuberculosis should all be considered to have meningitis, even if no symptoms or neurological
signs are present and even if CSF has a normal result

For a detailed approach to CXR interpretation in a child or adolescent with possible TB see the Union’s Diagnostic CXR Atlas for
Tuberculosis in Children. https://theunion.org/technical-publications/diagnostic-cxr-atlas-for-tuberculosis-in-children




The ‘what’, ‘when’ and ‘how’

TB Investigations:

Table 12
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Who” and “where” and “what” of investigating and managing TB

Table 13: The “who’ and ‘where” and “what” of investigating and managing TB

Doctor

Element of care Nurse at PHC h doc_:ttolrlat |
at phc level k| plliel i
Screen all clients using the TB symptom
. . screening tool ldentify at-risk clients
Systematic TB screening who require investigations, whether TB v v
symptoms are present or not
For diagnosis of pulmonary TB:
Sputum testing (TB-NAAT = culture), For diagnosis of PTB or EPTB:
U-LAM, request CXR as per NTCP and TPT Interpret CXR Any investigations for diagnosis
Investigations quideline of PTB or EPTB, including
Lymph node FNA ultra-sounds, other imaging
o and fluid taps
Nurses should refer for further investigations
if the client is very unwell or TB is suspected
but the diagnosis unclear
v v v
TB diagnosis and treatment . o Bacteriologically or clinically Bacteriologically or clinically
initiation If uncomplicated, baFc):%eBnoIoglcaIIy confirmed diagnosed PTB or EPTB diagnosed PTB or EPTB
. If clinical complications arise or - _ .

Monitor on TB treatment v treatment resistance is detected If clinical complications arise

Abbreviations: CrAg, cryptococcal antigen; CXR, chest X-ray; EPTB, extra-pulmonary TB; FNA, fine needle aspiration; LP, lumbar puncture; NTCP, National
TB Control Programme; PTB, pulmonary TB; TB, tuberculosis; TB-NAAT, TB nucleic acid amplification test; TPT, TB preventive therapy; U-LAM, urinary
lipoarabinomannan assay

Assessing for TB at clinic level

Systematic TB Screening
Systematic TB screening intensifies the detection of active TB cases in persons at risk for TB disease. Populations or high-risk groups are
assessed not only for symptoms, but also using tests, examinations, or other procedures, such as TB-NAAT, chest X-rays, etc.

While all persons should be screened for TB symptoms at every clinical encounter, and all persons with TB symptoms should be investigated for
TB, the following high-risk persons should be investigated for TB (as part of systematic TB screening), regardless of whether TB symptoms
are present or not:

¢ Clients at HIV diagnosis/first evaluation for ART, including pregnant and breastfeeding women and girls (PBWG)
¢ Any patient with confirmed/presumed AHD

+ Clients with a new TB exposure

* Clients attending their annual clinical review on ART (aligned with their annual VL)

*Any known HIV-positive woman (whether on ART or not on ART) with a new pregnancy diagnosis

The process of using systematic screening to diagnose or rule out TB is illustrated in the algorithm in Figure 9: Systematic screening for
tuberculosis on page 69.

Q National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women



The following patients LHIV require systematic screening for TB:
+ Clients at HIV diagnosis/first evaluation for ART
¢ Any patient with confirmed/presumed AHD
¢ Clients with a new TB exposure
+ Clients attending their annual clinical review on ART (aligned with their annual VL)
 Any known HIV positive woman (whether on ART or not on ART) with a new pregnancy diagnosis
+ Clients with a past history of TB disease

The following mechanisms can be used to systematically screen a patient for TB:
« Symptom screen: current cough of any duration, fever, unexplained weight loss, night sweats
+ Clinical examination
¢ Sputum testing (TB-NAAT + culture) if can produce sputum?.
+ Obtain other specimens as clinically relevant, including mycobacterial blood cultures?.
+ Urine LAM if eligible, i.e.
+ for all inpatients LHIV

+ for symptomatic outpatients with AHD (CD4 <200 or children <5 years of age, and/or WHO 3 or 4 condition) or other current
serious illness

+ Chest X-ray* and any other imaging as indicated for possible extrapulmonary TB

If a patient is clinically well and has no TB symptoms, there is no need to wait for the test results before 1) initiating/re-initiating ART or 2)
initiating TPT if the patient is eligible for TPT. See Table 25: TB screening and TPT eligibility on page 89.

ART and TPT can be started on the same day

TB-NAAT / u-LAM negative and NO evidence TB-NAAT / u-LAM positive
suggestive of TB on CXR or CXR suggestive of TB
. : Continue to investigate for TB TB Disease
Symptoms and signs Symptoms or signs . (bacteriologically confirmed or
NOT suggestive of TB suggestive of TB® and other diseases clinically diagnosed)
No TB Disease No evidence for TB Disease Initiate TB Treatment.
_ Continue ART. If not yet on ART,
Treat most likely non-TB defer ART as per Table 29
Initiate ART if not already on ART and there are condition, if applicable Register and notify the patient

no other reasons to defer ART

Ensure response to treatment,
especially if TB was clinically
diagnosed.

Follow-up on results of any

Offer TPT if eligible (See Table 26), culture and DST, as applicable.

if TPT not already initiated

=

The inability to produce sputum or the unavailability of a CXR should not be a barrier to starting TPT in an asymptomatic patient.

2. Mycobacterial blood cultures are useful in hospitalised patients with AHD and can detect disseminated non-tuberculous
mycobacterial disease. This is especially relevant in patients with a CD4<50 and a positive U-LAM.

3. Negative sputum TB-NAAT and CXR in a symptomatic patient with AHD does not exclude TB. Refer for/continue to investigate for

extrapulmonary TB.

Figure 8: Systematic screening for tuberculosis

Abbreviations: AHD, advanced HIV disease; ART, antiretroviral therapy; CXR, Chest X-ray; DST, drug susceptibility testing; LHIV,
living with HIV; NAAT, nucleic acid amplification test (such as GeneXpert); TB, tuberculosis; TPT, TB preventive therapy; U-LAM,
urinary lipoarabinomannan assay; VL, viral load
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TB treatment dec
Clinical Guideline for the Management of Tuberculosis in Children and Adolescents, 2024

Figure 9
Source



An approach to an AHD patient with a respiratory presentation

+ Pulmonary presentations (respiratory symptoms and/or pulmonary infiltrate on chest x-ray) are the commonest reason for
hospitalisation in persons with AHD.

 The mortality rate is high and early initiation of appropriate therapy is essential.
+ Most (80-90%) patients will have TB, bacterial pneumonia, and/or PJP.

+ Both TB and PJP can mimic bacterial infections.

¢ Co-infections occur commonly.

The WHO recommends using the following principles in managing an AHD patient with a respiratory presentation, illustrated in Figure
11 below.

+ Treat all seriously ill inpatients with AHD with parenteral broad-spectrum antibiotics (see Adult Hospital EML Chapters 9 and 10).
+ Rapid tests for TB should be done in all patients.

+ Imaging should guide empiric therapy for TB and/or PJP.

« Patients not responding to antibiotics after about 3 days should be empirically treated for TB.

+ Further diagnostic workup should be done in patients not responding to empiric TB therapy.

Give a broad spectrum parenteral antibiotic

A 4
Request rapid TB diagnostic samples:
¢ Urine LAM
o TB-NAAT
"4 h”
Positive Negative
4 ¥ / It inerstital infitrate on CXR, treat for PJP
Treat for TB + Review imaging

* |s there a response to

antibiotics at day 3?
If CXR or abdominal ultrasound suggestive of TB,

vV Ny¢ give empiric TB therapy
YES NO
4
TB Unlikely Give empiric
TB therapy
* A 4
Is there a response to empiric TB therapy at +5 days?
4 p”
YES NO
) 4 ) 4
TB Likely

+ Work up for fungi, nocardia and
non-infectious causes
+ Consider referral for bronchoscopy

Figure 10: An approach to an inpatient with AHD and a pulmonary presentation

Source: Tom Boyles, Gary Maartens, Jeremy Nel, David Stead Southern African HIV Clinicians Society Clinical Guidelines for
Hospitalised Adults With Advanced HIV Disease 2022



For the treatment of DS-TB in adults, please see the latest NTCP Guidelines

For the treatment of children with TB, please see the 2024 Clinical Guideline for the Management of Tuberculosis in Children and
Adolescents

For Treatment regimens for DR-TB, please see the latest RR-TB Clinical Reference Guide

For the dual treatment of HIV and active TB in neonates, children, adolescents and adults, including appropriate ART regimens during
TB treatment and the management of drug interactions with rifampicin, see Co-treatment of HIV and Active TB in Neonates, Infants,
Children, Adolescents and Adults on page 35.

For more information on screening, diagnosing, and managing TB in pregnant women, see TB screening for pregnant and
breastfeeding women on page 152.

For detailed approach to CXR interpretation in a child or adolescent with possible TB see the Union’s Diagnostic CXR Atlas for
Tuberculosis in Children. https://theunion.org/technical-publications/diagnostic-cxr-atlas-for-tuberculosis-in-children

.. Clinicians should provide integrated TB and ART management at clinical consultation visits. Failure to combine
care leads to increased visits and significantly increases the risk of disengagement.



Cryptococcal antigenaemia is a common opportunistic infection in persons with AHD

Cryptococcal meningitis is the most common manifestation of disseminated antigenaemia and a leading cause of death before and
after ART is initiated, often due to late presentation and delayed diagnosis.

Early diagnosis of HIV infection and early initiation of ART before immunosuppression is the most important strategy to reduce the
incidence of CM and CM-associated mortality.

A CrAg assay is used to detect cryptococcal antigenaemia.

CrAg screening should occur for all HIV-positive adults and adolescents with a CD4 count <200 cells/pL at ART initiation, at
treatment failure, or when re-entering into care after prior disengagement, and whether presenting at clinic or hospital level.

A serum CrAg is performed as a reflex test on the patient's CD4 sample if it is <200 cells/uL.

CrAg testing of blood should also occur for all adults or adolescents with clinically suspected meningitis if a lumbar puncture cannot be
done to make a firm diagnosis immediately.

Patients with a prior diagnosis of cryptococcal meningitis do not need to be screened using a CrAg, as once positive from an earlier
infection, a CrAg remains positive for life. If a patient presents with symptoms suggesting a possible relapse, a CSF cryptococcal
culture is required.

Screening is not currently recommended for children under ten years of age.
All patients with a new positive serum CrAg test are considered to have cryptococcal antigenaemia and will require treatment.

Alumbar puncture (LP) and CSF CrAg are required to determine if the extent of the disease dissemination includes the meninges
(cryptococcal meningitis), which carries a high mortality rate and requires more intensive hospital treatment.

An LP should be done regardless of whether symptoms of meningitis are present, since asymptomatic cryptococcal meningitis may be
present.

If the CSF CrAg is negative, cryptococcal antigenaemia is diagnosed without cryptococcal meningitis.

Disseminated cryptococcal disease without meningitis is commonly diagnosed by positive fungal cultures from the blood or skin. In
people with AHD, this is treated in the same way as cryptococcal meningitis.

Patients with a first or new positive serum CrAg test have a high likelihood of developing cryptococcal
meningitis within the next three weeks!



“Who” and “where” and “what” of investigating and managing cryptococcal disease

Table 14: The “Who’ and ‘Where” and “what” of investigating and managing cryptococcal antigenaemia

Element of care

Nurse Clinician at PHC

Medical Officer
at PHC Level

Medical Officer

Screening and investigation
for CM

A CrAg will be done as a reflex test on CD4
count £200. Nurse clinicians should identify and
respond to abnormal CrAg results.

ALL patients with a new positive CrAg should be
referred for an LP.

All patients with symptoms or signs of meningitis
should be referred directly to hospital for an LP.

Asymptomatic patients with a positive CrAg may
be referred for an LP to an onsite doctor at PHC
level if available.

If no medical officer is available at PHC level,
the patient should be referred to hospital for the
LP

ALL patients with a new
positive CrAg should be
referred for an LP.

investigations in an
asymptomatic patient with a
positive CrAg.

If CrAg is positive on CSF,
refer to hospital for intensive
phase of treatment for CM

at Hospital Level

Do LP or neuroimaging if LP
contra-indicated

Make a diagnosis of CM or
cryptococcosis and initiate
the intensive phase of
treatment

v

Initiate outpatient treatment
for cryptococcal antigenaemia
without CM

v

Initiate inpatient treatment
for CM

Ongoing management
once stabilised and on oral
treatment

Support treatment adherence.

Switch to consolidation and maintenance
phases of treatment when appropriate, as per
the hospital discharge plan

Check that any hospital follow-up appointments
are adhered to.

Consult/refer if any concerns or clinical
deterioration

Assessing for cryptococcal disease at the clinic level

+ Aserum CrAg will be done as a reflex test on CD4 count <200. Nurse clinicians should identify and respond to abnormal CrAg results.
ALL patients with a positive CrAg should be referred for an LP.

Assessing a symptomatic patient for cryptococcal disease at the hospital level

Cryptococcal meningitis should be included in the differential diagnosis for any patient presenting with symptoms of sub-acute/chronic

meningitis.

Table 15: Definitions for meningitis

Acute meningitis

duration of symptoms < 7 days

Sub-acute/chronic meningitis

duration of symptoms = 7 days

74
O National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women




The differential diagnosis is broad and includes bacteria, mycobacteria, fungal, viral, parasitic, and non-infectious causes.
The most common treatable causes in a patient with HIV in South Africa are:

* (Myco)bacterial: Tuberculosis, syphilis, listeria
+ Fungal: Cryptococcosis
+ Viral: Herpes Simplex (HSV), Varicella Zoster (VZV), Cytomegalovirus (CMV)

If no contra-indications, do an LP with the following initial tests:

+ CSF opening pressure

Gram stain and bacterial culture

Protein, cell count, glucose

CrAg

Syphilis serology

Serum glucose

Store up to 10mls of CSF for future tests

If there is a neurological contra-indication to LP, perform a CT brain.
There is no need to start empiric ceftriaxone and specific treatment can wait until the CSF results are received.
The following results on CSF are listed in order of usefulness:

« Gram stain: rarely positive, but if it is, the diagnosis is confirmed

CrAg: if positive, confirms cryptococcal meningitis (unless previously treated)

VDRL:If positive, confirms neurosyphilis

FTA-Abs: a negative result excludes neurosyphilis

CSF glucose: if <2.5, suggestive of TBM but a bacterial cause cannot be excluded

CSF protein: a value of around 1.5 is suggestive of TBM; if > 5, it is suggestive of bacterial meningitis (but not definitive)
Cell counts - not very useful- normal results are suggestive of no meningitis, but up to 5% of cases with TB and bacterial
meningitis may have normal results

+ Very high polymorphs suggest bacterial or CMV meningitis

If the diagnosis remains unclear, consider the following tests on the stored CSF:

+ TB-NAAT (ask the lab to centrifuge the sample first)

+ Mycobacterial culture (for future reference)

+ Viral PCR: HSV, VZV (rash may not be present), CMV, and enterovirus
+ Bacterial PCRs, including Listeria

Look for other ways to make a diagnosis:

+ Urine lipoarabinomannan (U-LAM) to search for TB
+ Look for rashes suggestive of VZV or HSV

+ Consider malignancy and autoimmune diseases

+ Stop any medications that may be implicated.

If the TB-NAAT is negative, and there is confirmed meningitis, but other test results are outstanding, consider the following empiric
therapies in this order:

+ Consider TBM therapy

+ Treat for HSV

« Treat for neurosyphilis (unless the fluorescent treponemal antibody absorption (FTA-Abs) test is negative). If VDRL is negative,
then syphilis is less likely. It is important to consider suggestive neurological signs.

« Treat for Listeria using ampicillin if the patient is > 50 years old, on chronic immunosuppressive medication or has brainstem
signs and symptoms.

with confirmed sub-acute/chronic meningitis, with no evident alternative diagnosis, consider empiric TBM therapy. If

n TBM has a very high mortality, and the threshold for initiating treatment for TBM should be low. In a patient
an alternative diagnosis becomes evident, stopping TB treatment may be considered.



If cryptococcal meningitis is confirmed (i.e., serum CrAg positive and CSF CrAg positive), or disseminated culture-positive
cryptococcal disease without meningitis (i.e. a positive fungal culture from blood, skin, etc.) is confirmed:
+ Depending on the availability of treatment options, patients should be provided with one of the four induction regimens illustrated in
Table 6: Differentiated linkage to HIV treatment and prevention services on page 22.
* ART should be deferred for four to six weeks.
« Therapeutic lumbar punctures may be of value (see Box 10).
If cryptococcal antigenaemia without meningitis is confirmed (i.e., serum CrAg positive and CSF CrAg negative):
¢ Clients should receive an oral, fluconazole-only induction regimen for 14 days (See also Table 16)
* ART can be started immediately.
The induction phase regimens for both CM, disseminated cryptococcosis without CM, and cryptococcal antigenaemia should be followed by:

+ A consolidation phase of fluconazole 800 mg daily for eight weeks
+ A maintenance phase of fluconazole 200 mg daily. Continue for at least one year, provided the CD4 count increases to >200 cells/

ML on ART and virally suppressed. If the CD4 count does not increase, continue treatment indefinitely, or until the CD4 count
increases to >200 cells/L.
Screening and treatment for CM in adults is summarised in the algorithm in Figure 12. For paediatric doses see Table 17.
Liver disease: evidence of clinical liver disease warrants careful monitoring because fluconazole may cause liver injury.
Symptomatic relapses are common and are most often because of inadequate or premature cessation of maintenance fluconazole treatment.
Be sure to determine if there is any history of fluconazole use and what their adherence profile was.

""" Perform serum CrAg test when CD4 < 200 cells/mm’ __l

Positive Negative
4
Lumbar puncture (LP)
A 4
| | | |
CSF +ve for CrAG CSF -ve for CrAG
+ Start ART
INDUCTION PHASE Screen for other Ols
Liposomal amphotericin B Liposomal amphotericin B Flucytosine is not available: l
and flucytosine available: is not available:
Liposomal amphotericin B IV | Amphotericin B deoxycholate, IV infusion Fluconazole, oral 1200 mg INDUCTION PHASE
infusion over 2 hrs, 10 mg/kg, over 4 hrs, 1 mg/kg daily for 7 days. daily for 14 days.
as a single dose. AND AND Fluconazole, oral 1200 mg
AND Flucytosine, oral 25 mg/kg Amphotericin B deoxycholate, dally for 14 days
Flucytosine, oral 25 mg/kg every 6 hrs for 7 days. IV infusion over 4 hrs, j,
every 6 hrs for 14 days. THEN 1 mglkg daily for 14 days.
. CONSOLIDATION PHASE
AND Fluconazole, oral 1200 mg daily for 7 days.
Fluconazole, oral 1200 mg
: ' Fluconazole, oral 800 mg
daily for 14 days. daily for 8 weeks
L | |
CONSOLIDATION PHASE
Fluconazole, oral 800 mg daily for 8 weeks
¥
MAINTENANCE PHASE

Fluconazole, oral 200 mg daily
Continue for at least 1 year provided that the CD4 count increases to > 200 cells/mm? on ART.
If the CD4 count does not increase continue treatment indefinitely.

Figure 11: Algorithm for the diagnosis and management of cryptococcal disease in adults

Source: Govender NP, Meintjes G, Mangena P, et al. Southern African HIV Clinicians Society guideline for the prevention, diagnosis
and management of cryptococcal diseases among HIV-infected persons: 2019 update. S Afr J HIV Med. 2019;20(1), a1030. https://doi.
0rg/10.4102/sajhivmed.v20i1.1030, as illustrated in the Hospital level (Adults) Standard Treatment Guidelines and Essential Medicines List to treat

specific pathogens and syndromes. 6th ed. 2024.




Table 16: Cryptococcosis treatment regimen options in adults
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Table 17: Cryptococcosis treatment regimen options in children
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Box 9: Symptoms of cryptococcal disease

Patients with cryptococcal meningitis may present with:

« Signs of raised intracranial pressure (headache, confusion, altered level of consciousness, sixth cranial nerve palsies with diplopia
[double vision], and papilloedema)

+ Neck stiffness (related to inflamed meninges)

+ Memory loss and new-onset psychiatric symptoms (related to encephalitis)

Patients with disseminated cryptococcosis may also present with:

+ Pulmonary involvement with cavitation, nodular infiltrates and consolidation (can be confused with TB or Kaposi’'s sarcoma)

+ Skin involvement
Source: The Southern African HIV Clinicians Society guideline for the prevention, diagnosis and management of cryptococcal disease among
HIV-infected persons: 2019 update

Box 10:  Therapeutic lumbar punctures

Therapeutic lumbar punctures

« Therapeutic lumbar puncture is indicated to lower pressure in symptomatic patients and should be done with pressure monitoring.
+ Remove sufficient CSF (maximum 30 mL) to lower pressure to 50% of the opening pressure but not less than 20 cm H,0.
+ Therapeutic lumbar puncture should be done daily until there is clinical improvement.

Source: Adult Hospital Level EML, 2019

+ Fluconazole is potentially teratogenic when used during the 1st trimester, but pregnant women should be counselled that the benefits of
fluconazole likely outweigh the risks in the management of cryptococcal antigenaemia.

« All pregnant women <20 weeks gestation exposed to fluconazole should have an ultrasound scan to detect congenital abnormalities.

+ Although fluconazole is excreted into breast milk at concentrations similar to maternal plasma concentrations, the dose the infant is exposed
to with doses <400 mg is similar to the dose used in systemic treatment in infants. Even for higher doses, the benefits will likely outweigh the
risks, though this can be discussed with a specialist

« CMis an uncommon childhood meningitis

+ Screening is not recommended for children under ten years of age, given the low incidence of cryptococcal meningitis in this age group.
« CM may occur in older HIV-infected children with severe CD4 T-cell depletion.

¢ Pulmonary and skin involvement can occur.

+ For treatment regimens, please see Table 7

+ The Essential Drugs Programme Hospital level (Adults) Standard Treatment Guidelines Section 10.2.4 Cryptococcosis

+ The Southern African HIV Clinicians Society guideline for the prevention, diagnosis and management of cryptococcal disease among HIV-
infected persons: 2019 update



Opportunistic infections in patients with AHD can be categorised as follows:

1. Those infections that almost exclusively occur in severely immunocompromised patients with low CD4 cell counts and are rarely
seen in the community. Included are infections such as cryptococcal meningitis and pneumocystis jirovecii pneumonia (PJP). These
infections are considered ‘AlIDS-defining’.

2. Those infections that are routinely seen in non-HIV-infected persons but are more frequent in HIV-infected patients (even those with
high CD4 cell counts). This second type becomes increasingly common and more severe as CD4 cell counts decrease. While not
necessarily considered ‘AIDS-defining’, they contribute significantly to morbidity and mortality and are now widely considered to be
‘opportunistic’. Included are tuberculosis and non-tuberculous severe bacterial infections (SBIS).

Severe hacterial infections cannot be viewed as a homogeneous group because of the range of pathogens and organ systems involved. For
persons with HIV and without, the diagnostic tests used and treatment are generally similar. Some examples include:

Bacterial pneumonia

Bacterial meningitis, including Listeria meningitis

Enteric bacterial infections

Urinary tract infections, including pyelonephritis

Bacteraemia, including non-typhoidal salmonella bacteraemia

Sepsis (a clinical syndrome stemming from an overwhelming immune system response to a systemic infection, often bacterial)

* The signs of serious bacterial infection in HIV-positive patients can be subtle.
+ Anhigh index of suspicion for invasive bacterial disease is appropriate, especially when a patient presents with a new febrile iliness.
+ Diagnostic evaluation should include (as a minimum):

+ blood cultures in hospitalised patients
« other relevant clinical specimens, e.g. sputum, urine, or stool, taken before antibiotics are initiated, wherever possible.
« full blood count and kidney functions

+ Empiric antimicrobial therapy based on the clinical presentation may be life-saving in patients with invasive bacterial disease complicating
HIV infection and should not be delayed while awaiting test results

» When the aetiology has been identified based on reliable microbiological methods, antimicrobial therapy should be modified and directed
at the identified pathogen.

empiric antibiotics.

0 ¢ Co-infections in persons with AHD are common, and clinicians should have a low threshold for providing
+ Pregnant women with AHD are at a high risk of sepsis, especially post-cesarean section.



Table 18: Investigating and managing SBIs

o v
Identification &
management of danger Where/when within the scope of practice of v v
signs anurse (as per APC and IMCI guidelines).
Referral to a higher level of care
Hist d clinical v v v
IStory and clinica Initiate outpatient treatment e
examination Where/when within the scope of practice of | for cryptococcal antigenaemia Initiate |npat|e(3:n'\5|treatment for
anurse without CM
) . Nurses should identify unwell patients v v
D|agn(f:>3|s and Lnanagelment requiring referral for further assessment and
0 sei\r/]?ereztioerm]cstena possible admission Assessment and management | Assessment and management
(as per APC and IMCI guidelines). as outpatients as inpatients

Patients with severe bacterial infections are frequently very ill and may require urgent referral to hospital.

The most important function of a nurse clinician at PHC level is to recognise that a patient is unwell and may have a serious bacterial
infection.

At PHC level, a nurse should assess and manage within the scope of practice of a nurse and as per APC and IMCI guidelines, including
providing antibiotics before referral to hospital.

Refer timeously to a higher level of care when indicated.

An approach to a patient with possible acute meningitis

Meningitis is a common presentation in patients with HIV.

Meningitis is a possible diagnosis in a patient presenting with any two of fever, headache, neck stiffness, and confusion, but other
features may occur, such as a rash, photophobia, and seizures.

In children, symptoms may include excessive crying, irritability, bulging fontanelle and apnoea in neonates.

Meningitis is often life-threatening, particularly in patients with HIV, and in general, there should be a low threshold for investigating for
meningitis.

The differential diagnosis of acute meningitis includes a broad range of bacteria, viruses and fungi.

Patients with more chronic forms of meningitis have an increased likelihood of atypical presentations, and there should be an even lower
threshold for investigating such patients.

Mycobacterium tuberculosis and Cryptococcus neoformans usually cause chronic meningitis, but an acute presentation can sometimes
occur.

The median duration of TB meningitis symptoms is 12 days, and it is rarely less than 4 days.



Investigation of patient with acute meningitis

+

Contraindications for lumbar puncture before CT brain
Reduced level of consciousness (GCS < 10), papilloedema, presence of a V-P shunt.
Unexplained seizure or unexplained new focal neurological deficit such as hemiparesis or dysphasia, but NOT cranial nerve palsies

2 ¥

4
Blood culture AND antibiotics Non-neurological contraindications
3 Severe cardiorespiratory compromise m
OR clinical evidence of abnormal bleeding ¢
Is a CT Brain scan immediately available? OR sepsis over the LP site
1 |

L v

YES ( N0 ) YES ( No )
A 4 A 4

Contraindication to Continue antibiotics Blood Culture LP
LP on the CT scan? CT Brain ASAP Antibiotics Blood Culture
| LP if contraindication resolves Antibiotics

m Shocked or unable to be positioned for procedure
NO YES ¢ Unexplained bleeding from mucous membranes or multiple vasculitic
3 lesions

Continue antibiotics

Figure 12: Investigation of a patient with acute meningitis

Source: Tom Boyles, Gary Maartens, Jeremy Nel, David Stead Southern African HIV Clinicians Society Clinical Guidelines for Hospitalised
Adults With Advanced HIV Disease 2022

a Acute meningitis is a medical emergency and often life-threatening. Antibiotics should not be delayed while waiting
for a CT scan.

Initial management of acute meningitis includes the following:

+ Administer intravenous ceftriaxone 2 g 12 hourly (or 100 mg/kg once daily in children)
+ Use intramuscular or intraosseous routes if there is no vascular access.
+ Penicillin allergy is not a contraindication to ceftriaxone.
+ Avoid ceftriaxone only if there has been documented cephalosporin anaphylaxis. Instead, give meropenem, 1V, 2 g 8 hourly
for 7 days.
« If Listeria monocytogenes meningitis is suspected add
+ Ampicillin, IV, 3 g 6 hourly for 21 days.
AND
 Gentamicin, IV, 5 mg/kg daily for 7 days (may be prolonged if response is poor).
* In neonates, the addition of ampicillin should also be considered.
* Provide adequate analgesia.
+ Corticosteroids are not recommended in a patient with bacterial meningitis.

An approach for making treatment decisions after the first dose of antibiotics, based on the availability of test results over time, is presented in
Figure 14: Approach to acute meningitis following the first dose of antibiotics on page 83.



LP performed LP contraindicated

|
3 3 I
CSF Gram stain +ve CSF Gram stain -ve 10. Continue antibiotics
11. LP when safe
1. Continue antibiotics 1. CSF cell count, protein, glucose
2. Directed treatment based on normal AND VES
culture and sensitivity 2. PCT<0.5(CRP<20)
3. OR CLAT +ve
¥
“ 7. Stop antibiotics
8. Seek alternative diagnosis
VES 4 CSF OR blood culture positive with 9. Refer to specific
X meningeal pathogen guidelines if CLAT +ve
NO )4 Normalisation of sign and symptoms > YES

after 48 - 72 hrs

Repeat lumbar N Continue antibiotics for
puncture ” Improved m recommended treatment duration

!

Not Improved —

4. Stop antibiotics
5. Large volume CSF for mycobacterial culture/PCR
6. Consider antituberculosis therapy / non-fectious causes

m  Opening pressure, protein, total WCC and % neurophils reduced; % Lymphocytes and CSF / serum glucose increased

Figure 13: Approach to acute meningitis following the first dose of antibiotics

Source: Tom Boyles, Gary Maartens, Jeremy Nel, David Stead Southern African HIV Clinicians Society Clinical Guidelines for
Hospitalised Adults With Advanced HIV Disease 2022

For an approach to a patient with sub-acute/chronic meningitis, see An approach to sub-acute/chronic meningitis on page 75.

An approach to a patient with diarrhoea

Diarrhoea is common in AHD, affecting 40-80% of HIV-infected persons not on ART. The resulting dehydration and hypokalaemia is a frequent
cause of hospital admission, with significant mortality.

Table 19: Definitions in diarrhoeal disease

Diarrhoea passing of 3 or more loose/ liquid stools per 24 hours.
Acute diarrhoea diarrhoea lasting < 2 weeks
Chronic diarrhoea diarrhoea lasting = 2 weeks.

Table 20: Key features to identify on history & examination of a client with diarrhoea

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O



Key features

History Examination

Duration and severity of diarrhoea. )
Hydration status

Previous episodes.
Stool consistency and presence of mucous or blood. Blood pressure, pulse
Presence of constitutional symptoms: fever, night sweats, weight loss. Temperature

Potential drug causes: ) )
o o Signs of TB (adenopathy, chest signs etc.)
protease inhibitors, recent antibiotic use.

Abdominal examination:

Recent travel or possible contaminated water exposure . Tenderness in the left iliac fossa (suggestive of acute colitis)
. Other features of generalised tenderness are non-specific
HIV control: if currently taking ARVs, last HIV viral load and CD4 Fundoscopy for features of CMV retinitis (haemorrhages and exudates)

Source: Tom Boyles, Gary Maartens, Jeremy Nel, David Stead, Southern African HIV Clinicians Society Clinical Guidelines for
Hospitalised Adults With Advanced HIV Disease, 2022

Table 21: Distinguishing small bowel vs large bowel diarrhoea

Small bowel diarrhoea (enteritis) Large bowel diarrhoea (colitis)

¢+ Low volume, frequent stools
* Red and white cells or mucous

+ Large volume, watery stools
¢ Bland in nature

History + May have malabsorption + Tenesmus (the feeling of needing to pass stool
. or urine, even when the bowels or bladder are
+ Nausea and vomiting are more common empty)

*  May be pyrexial

Examination + Often apyrexial .
by o Leftiliac fossa tenderness

Treatment doses for children if dysentery is suspected:
Treat initially as Shigella dysentery:

« Ceftriaxone, IV, 100 mg/kg as a single daily dose for 5 days, or

+ Ciprofloxacin, oral, 15 mg/kg/dose 12 hourly for 3 days.

+ Frequently assess hydration status and be sure to identify signs of severe iliness as per Box 2.
If amoebiasis is endemic or demonstrated on stool microscopy:

+ Metronidazole, oral, 15 mg/kg/dose 8 hourly for 7 days.
+ See also the Paediatric Hospital Level Standard Treatment Guidelines.

Common pitfalls when managing diarrhoea in AHD:

 Mis-diagnosing chronic/intermittent diarrhoea as an acute episode.

+ Failing to send stool samples for appropriate stains and therefore missing the opportunity to definitively treat for a specific pathogen e.g.,
Cystoisospora belli.

+ Discharging a severe cryptosporidium case after apparent successful IVI rehydration and potassium replacement to initiate outpatient ART.
These patients frequently end up being re-admitted in the same state as before starting their ART. The only treatment for cryptosporidium is
immune reconstitution, and hence the urgency for effective and early ART initiation, usually in-hospital, and as soon as contra-indications to
immediate ART initiation have been excluded.

+ Overuse of loperamide with a protease inhibitor. This can result in severe ileus as the protease inhibitor inhibits loperamide metabolism. A
suggested maximum dose is 1 tablet 12 hourly until symptom relief.

+ There is no place for antidiarrhoeal medications, i.e. kaolin and pectin, atropine and diphenoxylate, loperamide, or antiemetics in the routine
management of acute diarrhoea in children.
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The algorithm below provides an approach to the diagnosis and management of chronic diarrhoea:

+ Resuscitate patient with oral and/or IVI fluids (normal saline) + potassium as indicated
¢ Assess the following 3 things:

4 4 ¥
1. s there blood / mucous in stool? 2. Are there prominent 3. Is there a potential
3+ night sweats, medication cause?
weight loss, or
YES cough?
¥ 4 4 ¥
+ Send stool MCS + Send stool MCS + modified < )
« Send warm stool for auramine stain (up to 3 stools VES NO YES
E.histolytica if negative) l
« If C.diff risk factors * also
request C.diff tests on stool « Switch LPV/r to a
¥ ¥ DTG-containing
regimen, if
eligible
¥ ¥ ¥ ¥ o Consider
YES changing other
medication
) 4 4
Potential CMV colitis Treat Add TB/MAC Investigations & treat if
(especially if CD4 <50) accordingly positive / suggestive:
¢+ Check for CMV + U-LAM
retinitis on See also note * Chest X-ray +_sputum TB-NAAT
- i
fundoscopy below +  Abdominal Ultrasound
* Armange flexible « TBBlood culture
sigmoidoscopy &
biopsy for CMV 4
No pathogens ldentified
A 4 A 4
If access to endoscopy: No access to endoscopy:
¢ Flexible sigmoidoscopy + Give trial of empiric Isospora belti treatment
+ Colonoscopy (see table 2)
+ Gastroscopy & duodenal biopsy * Ifno response, UEIERBAY RS for
« If all of above negative, do CT Cryptosporidium
abdomen to exclude malignancy + If no response to above, refer for endoscopy.
# Risk factors for Clostridium difficile (C.diff) ® Cryptosporidium
« Older age * No effective specific treatment
« Current or recent hospital admission * Urgently initiate ART if ARV-naive -
« Current or recent (within last 1-3 months) antibiotic exposure, « Ifon ART and failing/multiple defaults, consider switch to
especially if broad-spectrum antibiotics second line regimen.

+ Cancer chemotherapy

Figure 14: Management of chronic diarrhoea

Source: Tom Boyles, Gary Maartens, Jeremy Nel, David Stead, Southern African HIV Clinicians Society Clinical Guidelines for
Hospitalised Adults With Advanced HIV Disease, 2022



A systematic approach is needed for a patient who does not improve on treatment for an opportunistic infection. Table 22 below outlines the
elements to be considered.

Table 22: Elements that may negatively influence improvement on treatment for an opportunistic infection

Drug not getting
to ‘bug’

‘Bug’ resistant to
drug

Incorrect diagnosis

Additional
diagnosis

Adverse drug
reaction

Inappropriate
expectations

RIS

Medication not being
given appropriately

Check that medications were properly dispensed and administered (to inpatients) or
that the patient understood the instructions on how to take the medication correctly.

Self-reporting is a poor measure of adherence. Possible reasons for non-adherence,
including side effects, non-disclosure, financial stress, or an untreated mental health
condition, should be explored.

Non-adherence

Clients with persistent vomiting and/or diarrhoea may not fully absorb the medications

Malabsorption . . S .
P given. Drug levels may occasionally assist in this scenario.

Medication effects can be limited by drug-drug interactions, especially with agents

Drug-drug interactions such as rifampicin. See also Section xx for more info on drug interactions.

Medications may not always reach adequate levels at the site of infection; for
example, anti-tuberculous medications do not always penetrate TB cavities in the lung
or abscesses well. In these circumstances, surgery may be indicated.

Difficult

Medication being under-
dosed for patient weight

Check that the dose is correct for the patient’s weight and that it is increased if needed
if they gain weight on treatment.

This is less likely if there is confirmed sensitivity (e.g., TB-NAAT with rifampicin sensitivity) and more likely
when treatment was either empiric or based on a test that does not identify resistance (e.g., a urine LAM). Seek
microbiological confirmation and drug sensitivities.

When empiric therapy has been initiated without microbiological confirmation, always consider if the diagnosis may
be incorrect. Examples of common pitfalls include:

« Initiating TB treatment based on a positive urine LAM, which may also be indicative of non-tuberculous
mycobacterial infections.

+ Non-infectious conditions such as malignancies (e.g. lymphomas or Kaposi sarcoma) or histoplasmosis
mimicking infections in patients with AHD.

Patients with AHD often have more than one opportunistic infection or concurrent malignancy. Consider the
possibility of a second or even third diagnosis.

A patient may be responding to appropriate treatment but can appear to have clinical deterioration due to an
adverse drug reaction (ADR), e.g., a drug-induced liver injury (DILI). Remember to report ADRs.

Some opportunistic infections (Ols) take longer to improve than others and a patient can deteriorate despite
appropriate therapy. Severe infections such as TBM and PJP have an approximately 25% mortality rate despite
appropriate treatment

+ Immune reconstitution inflammatory syndrome (IRIS) is the last consideration. It is common and has been
described with multiple antigens, but is a diagnosis of exclusion.

+ Risk factors for IRIS include a low CD4 count and a shorter duration between initiating treatment for an Ol and
ART.

 Serious forms include TB and cryptococcal meningitis IRIS.

+ Paradoxical TB IRIS occurs in approximately 18% of patients when initiating ART while taking antituberculous
therapy. The most frequent features are pulmonary and lymph node involvement.

« There is no specific test for IRIS, but it is rather a diagnosis of exclusion when all of the above have been
excluded.

+ Prednisone 1.5mg/kg given for 2 weeks followed by 0.75mg/kg given for 2 weeks reduces morbidity in patients
with non-neurological paradoxical TB IRIS.

+ There is limited evidence for the use of steroids in other forms of IRIS, and they should, therefore, generally be
avoided.

+ See also Immune Reconstitution Inflammatory Syndrome (IRIS) on page 104

Source: Tom Boyles, Gary Maartens, Jeremy Nel, David Stead Southern African HIV Clinicians Society Clinical Guidelines for
Hospitalised Adults With Advanced HIV Disease 2022



Please see the following additional resources to treat specific pathogens and syndromes in adults, adolescents and children not already
covered.

+ Hospital level (Adults) Standard Treatment Guidelines and Essential Medicines List 6th ed. 2024
+ Paediatric Hospital-level Standard Treatment Guidelines and Essential Medicines List for South Africa. 5th ed. 2023.

Step 4 Prevent Ols

STEP 4 Provide cotrimoxazole prophylaxis therapy if eligible (see Table 23)
Prevent Ols Provide TPT if TB has been excluded and eligible for TPT (see Table 25)

Cotrimoxazole Preventive Therapy (CPT)
Co-trimoxazole is a fixed-dose combination of two antimicrobial agents, namely sulfamethoxazole (SMX) and trimethoprim (TMP). CPT is used
to treat various bacterial, fungal and protozoal infections, particularly PJP and toxoplasmosis.

The baseline clinical evaluation allows the patient’s WHO clinical stage to be determined. The WHO clinical stage and the CD4 count (or CD4
percentage in children under five) will determine the patient’s eligibility for cotrimoxazole preventive therapy (CPT). Counsel women that CPT is
safe to use during pregnancy.

or mucosal involvement associated with the use of cotrimoxazole, stop the medicine immediately and permanently, and

a Cotrimoxazole hypersensitivity is common and usually presents as a maculopapular rash. If there are systemic features
refer the patient to hospital

Table 22 below provides the indications for starting and stopping CPT in infants, children, adolescents, and adults living with HIV.

Table 23: Indications for starting and stopping Cotrimoxazole Preventive Therapy (CPT)

HIV-positive infant under 1 year All children under 1 year should be on cotrimoxazole irrespective of CD4% or clinical stage

Discontinue if CD4% > 25% regardless of

i —_— 0 o
HIV-positive child 1-5 years of age CD4% < 25%, or WHO Stage 3 and 4 clinical stage

Continue CPT until 5 years of age and stop
after that only if CD4 > 200 cells/pL

HIV-positive child under 5 years of age :
with PIP infection Start CPT after PJP treatment is completed
HIV-positive adults and children older
than 5 years, including pregnant and CD4 < 200 cells/pL, or WHO Stage 3 or 4
breastfeeding women

Discontinue if CD4 > 200 cells/piL regardless
of clinical stage

Most patients that initiate CPT will do so around the time of initiating ART, and will continue CPT until their CD4 count done around 10-12
months on ART is more than 200. Certain clients may qualify for CPT based on their clinical stage, even though their CD4 count at CPT
initiation was above 200. Such clients may stop CPT after receiving 6-12 months of ART, regardless of clinical stage and provided their viral
load is suppressed.

Patients on ART who develop AHD with either a CD4 less than 200 or a new WHO Stage 3 or 4 condition while on ART may need to re-initiate
CPT. CPT should be continued until their next CD4 count (see Box 4) is more than 200. Certain clients may develop AHD based on their clinical
stage (a new WHO Stage 3 or 4 condition), even though their CD4 count at CPT initiation was above 200. Such clients may stop CPT after
receiving 6-12 months of ART, regardless of clinical stage and provided their viral load is suppressed.



Box 11:  WHO clinical staging before and after ART initiation

Determining a patients WHO clinical stage helps us to understand the severity of a patients condition. It gives an indication of the patients
level of immune suppression, and will therefore not improve until the patient initiates ART. The purpose of ART is to restore the patients
immune function and it is therefore expected that a patient’s clinical condition, and therefore their clinical stage, should improve once ART
is initiated. It is therefore helpful to consider a patient's WHO Clinical Stage in two categories:

The pre-ART WHO clinical stage:
+ This will not improve until ART is initiated, as their immune function cannot be restored until ART is initiated.

The WHO clinical stage after ART initiation:

« This may fluctuate based on the level of adherence and the effectiveness of the patient’s ART regimen.
« Itis expected to improve on effective ART. However, a new stage 3 or 4 condition in a previously well patient on ART indicates AHD and
requires urgent intervention.

The patient’s clinical stage should be determined and documented whenever the patient receives a clinical assessment by a clinician.

Table 24: CPT dosing chart

3t05.9 kg 100/20 mg 2.5mL Y, tablet

6to 13.9 kg 200/40 mg 5mL Y tablet
14 to 24.9 kg 400/80 mg 10 mL 1 tablet
=25 kg 800/160 mg - 2 tablets

+ PLHIV are more susceptible to TB infection than HIV-uninfected persons at any CD4 count.
+ TPTis an effective intervention for reducing the incidence of TB in PLHIV.
+ All patients starting ART or already on ART who have not yet received TPT should be considered for TPT.

+ Before initiating TPT, active TB should be ruled out through a clinical evaluation and by testing for TB. See Figure 9: Systematic screening
for tuberculosis on page 69.

« If a patient is clinically well and has no TB symptoms, there is no need to wait for the test results before 1) initiating/re-initiating ART or 2)
initiating TPT if the patient is eligible for TPT. See Table 25: TB screening and TPT eligibility on page 89.

* ART and TPT can be started on the same day
 TB testing strategies will vary by age as younger children cannot spontaneously expectorate sputum.

¢ In well children without symptoms, neither sputum testing nor CXR are required to start TPT.

« Sputum testing should be attempted in children who can expectorate spontaneously (typically > 25kg), but if they are well (without
symptoms) and unable to expectorate, they should start TPT, even if no CXR or sputum testing is available.

+ If the patient is asymptomatic, TPT initiation need not be delayed if TB NAAT results are outstanding.

+ Other contraindications to TPT include active liver disease, alcohol abuse, painful peripheral neuropathy, previous MDR- or XDR-TB, known
hypersensitivity to INH and pregnancy.

* ATuberculin skin test (TST) is not required before starting TPT.



Table 25: TB screening and TPT eligibility

TB symptom screen Systematic TB screen Eligible for TPT if TB

(and tests for TB if symptoms (symptom screen and tests for ruled out (and no other
present) TB regardless of TB symptoms) contra-indications to TPT)

All non-pregnant persons LHIV, including adults, adolescents, children, infants > 14 weeks of age, and breastfeeding women

At HIV diagnosis/ART start Yes Yes
New diagnosis of advanced HIV disease Yes Yes
Significant TB exposure Yes* Yes

Only if never received TPT in

Well patient on ART at annual clinical review Yes the past or new TB exposure

For all pregnant patients LHIV (see Box 12: TPT in pregnancy on page 89below).

Pregnant at 1st ANC visit Yes Yes, if CD4 < 200 cells/mm?® or
WHO stage 3 or 4
Pregnant at follow-up ANC visit Yes No (unless also included in one If > 200 cells/mm? defer TPT

of the above categories)

till after delivery

Other

TB-exposed neonate Yes*

Health system encounter for any PLHIV (not
included in one of the above categories)

Only if never received TPT in

ves No the past or new TB exposure

*In a TB-exposed child with no TB signs or symptoms, a CXR and sputum testing are not required to initiate TPT. If available and if it
can be interpreted on-site, a CXR can be used to rule out TB. The inability to do a CXR or sputum test should not delay TPT initiation.

Box 12:  TPT in pregnancy

Because pregnant women with AHD are at significant risk of TB and the associated adverse health outcomes, the recommendations for
TPT in pregnancy have been aligned with the recommendations for TPT in clients with AHD

+ Pregnant women with CD4 counts < 200 cells/mm? should receive 12 months of IPT after exclusion of active tuberculosis disease.
+ In pregnant women with CD4 counts > 200 cells/mm?, IPT should be deferred to the post-partum period.
+ In the absence of TPT initiation, continued active screening for TB throughout pregnancy must be prioritised

Table 26: TPT dosing chart

Adults and adolescents LHIV, | ¢ 12H * This is the preferred regimen for adults and adolescents
including children = 25kg * Isoniazid, oral, 300 mg daily for 12 months initiating a DTG-containing ART regimen

initiating DTG-containing ART Add Pyridoxine, oral, 25 mg once daily for 12 months

Adults and adolescents LHIV | ¢ 3HP For patients who are already virally suppressed on a
who are: + Aweekly combination of isoniazid (900mg DTG-based regimen
o 225kg if weight >25 kg) plus rifapentine (900mg if 3HP should NOT be used in new patients initiating a
« virally suppressed on weight >25 kg) for three months DTG-containing regimen
a DTG-based regimen Do not use rifapentine-containing TPT in patients on

protease inhibitor (PI) -based ART or in women on oral
or injectable contraceptives.

Infants and children * 6H + Add pyridoxine orally, once daily for 6 months
LHIV < 25kg + Isoniazid, oral, daily for 6 months « <5years: 12.5 mg daily
¢ See dosing chart in Table 27: o =5 years: 25 mg daily

Recommended daily dosages for 6H
amongst children LHIV < 25kg on page
90

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O



Table 27: Recommended daily dosages for 6H amongst children LHIV < 25kg

Weight band (kg) Daily INH 100mg tablet Duration
2-34 Yatablet
35-49 Y tablet
5-74 % tablet
75-9.9 1 tablet
10-14.9 1% tablet 6 months
15-19.9 2 tablets
20-24.9 3 tablets (or one 300mg tablet)
> 75 Use adult formulations
(maximum dose 300 mg per day)

+ Educate patients on the symptoms of hepatotoxicity (nausea, vomiting, yellow eyes, brown urine, and pain in right upper quadrant).
* Instruct the patient to present early if any of these symptoms arise.

Step 5 Provide ART

If ART naive = Offer rapid ART initiation on a DTG-containing regimen unless there are
medical indications to defer ART (see Table 29: Indications to defer ART in
patients with AHD on page 92)
If previously on ART but

I If VL = 50 c/mL, manage as per the VL Monitoring for Clients on TLD or ALD on page

101.
If currently on ART » If the client meets the definition of confirmed virological failure, discuss with an expert to
authorise a resistance test as per the eligibility criteria on page 100.

Clients with AHD should receive a differentiated package of care depending on their profile and individual clinical condition.
Table 28: Differentiated care depending on ART status

ART status Elements of care

+  Offer rapid ART initiation on a DTG-containing regimen unless there are indications to defer or
discontinue ART (See ART Initiation on page 27).

 Provide all additional care as applicable to any new patient initiating ART, including routine
baseline blood tests and Fast Track Initiation Counselling (FTIC) as per DMOC SOP 1.

If ART-naive

+ Manage as per the Re-engagement Algorithm on page 34.

« Offer rapid ART initiation on a DTG-containing regimen unless indications to defer or discontinue

If previously on ART but interrupted ART (See ART Initiation on page 27).

treatment
Do an in-depth assessment of the reasons for interruption, with support and clinical care tailored
accordingly.
+ If VL >50 c/mL, manage as per the VL Monitoring for Clients on TLD or ALD on page 101.
If currently on ART « If the patient meets the definition of confirmed virological failure, discuss with an expert to

authorise a resistance test per the eligibility criteria on page 100. Assess carefully for poor
adherence. They are likely to need adherence support tailored to their specific needs.

Abbreviations: ART, antiretroviral therapy; DMOC, differentiated models of care; DTG, dolutegravir; SOP, standard operating procedure

O National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women



Dolutegravir (DTG) in combination with tenofovir (TDF) and lamivudine (3TC), in the fixed-dose combination

known as TLD, is the optimised regimen of choice in adults and adolescents = 10 years of age and weighing = 30 kg,

provided the patient has normal renal function.

With few exceptions, DTG-containing regimens are preferred for all patients First-Line ART Regimens in Adults, Adolescents,
Pregnant Women, Children, Infants, and Neonates (see First-Line ART Regimens on page 33).

+ AllART naive patients and patients re-initiating ART after previously interrupting ART should be initiated on a DTG-containing regimen.

« Patients on ART who have not yet been transitioned to a DTG-containing regimen should be evaluated and transitioned as a matter of
urgency. See Switching Existing Clients to DTG-containing Regimens (Adults, adolescents or children who have never used a DTG-
containing regimen in the past) on page 37.

Important considerations when providing ART to patients with AHD

« Certain opportunistic infections may affect the timing of ART initiation. See Table 29: Indications to defer ART in patients with AHD on
page 92.
+ Certain AHD or ACC conditions may affect drug selection in patients initiating or established on ART, for example:
+ To provide a once-daily regimen and avoid drug interactions, a patient diagnosed with DS TB may have the option to initiate an
efavirenz (EFV)-containing regimen, provided they are ART naive or already suppressed on an EFV-containing regimen.

+ This will be a temporary regimen that will be used only as long as the risk for drug-drug interactions between rifampicin
and DTG persist.

* The client should be transitioned to a DTG-containing regimen 2 weeks after completion of their TB treatment

+ See also Co-treatment of HIV and Active TB in Neonates, Infants, Children, Adolescents and Adults on Co-treatment of
HIV and Active TB in Neonates, Infants, Children, Adolescents and Adults on page 35.

+ Ina patient with an eGFR < 50, TDF should be replaced with abacavir (ABC)
+ Ina patient with an eGFR 30-50 and HBV co-infection, TDF should be replaced with tenofovir alafenamide fumarate (TAF), if
available. Alternatively, dose-adjust TDF according to Table 35: ART drug dosage adjustments in renal failure on page 107.

+ Multiple medications to treat HIV and other conditions may result in drug-drug interactions:

+ Rifampicin-containing TB treatment has significant drug interactions with all paediatric ART regimens, as well as with adult/
adolescent regimens containing DTG and Pls.
Anticonvulsants may decrease DTG concentrations in the blood
DTG increases metformin concentrations.
See Drug Interactions with DTG on page 32.
Side effects may be exacerbated due to overlapping toxicities, e.g. hepatic or renal toxicity.

+ Adherence can be affected due to increased pill burden, increased side effects, and the cost of multiple clinic visits. See also Table 30:
Adherence support plan for clients with AHD: Key components on page 94.

Considerations for RR-TB/HIV co-infected patients
+ Toimprove the chances of RR-TB treatment success, all persons co-infected with RR-TB and HIV should receive ART to suppress their VL.
+ The short and longer DR-TB regimens may both be offered to persons with HIV, and HIV status alone does not mandate any changes in the
DR-TB regimen composition.

+ Dolutegravir can be used concurrently with all currently recommended RR-TB medications

« TLD is well tolerated and minimises the additional pill burden due to ART (TLD is one tablet once a day).

« ABC, 3TC and DTG (ALD) can be used in children 3kg and > 4 weeks of age to < 10 years of age or weighing < 30 kg. Paediatric

DTG 10 mg dispersible tablets are available for children weighing < 20 kg.



Table 29: Indications to defer ART in patients with AHD

Start with TB treatment first, followed by ART initiation according to CD4 count (except TB
meningitis — see below):
o CD4 <50 cells/pL: initiate ART within two weeks of starting TB treatment.
¢+ CD4 =50 cells/uL in adults and adolescents: defer ART until 8 weeks after starting
TB treatment, which does not increase the risk of mortality and reduces the risk of
deterioration due to IRIS
¢+ CD4 =50 cells/pL in children: ART should be started as soon as TB treatment is tolerated -
ideally within two weeks after starting TB treatment unless there is TBM/CNS TB

Diagnosis of drug-sensitive (DS) TB at
a non-neurological site (e.g. pulmonary
TB, abdominal TB, or TB lymphadenitis)

Diagnosis of drug-resistant (DR) TB at
a non-neurological site (e.g. pulmonary
TB, abdominal TB, or TB lymphadenitis)

Diagnosis of DS-TB or DR-TB at a
neurological site (e.g. TB meningitis or Defer ART until 4-8 weeks after initiating TB treatment.
tuberculoma)

Initiate ART after 2 weeks of TB treatment when the client's symptoms are improving, and TB
treatment is tolerated

Defer ART until 4-6 weeks after starting antifungal treatment (earlier initiation has been shown

Cryptococcal meningitis to increase the risk of death).

Positive CrAg and no evidence of

meningitis on LP No need to delay. ART can be started immediately.

Step 6 Provide other care

STEP 6 Provide other care as appropriate for mental health, NCDs, SRH services, immunisations, and other care as per RTHB
Provide other care or maternity care guidelines. When indicated, provide palliative care.

Clients with AHD may be pregnant, have known chronic conditions, or have undiagnosed co-morbidities that may impact their AHD
management. These conditions should be identified and appropriately managed. The urgency of providing other care will depend on the
patient’s clinical condition and the clinician’s clinical discretion.

The following elements should be screened for and managed as indicated:

* Pregnancy and the need for contraception

+ Sexually transmitted infections (STIS)

+ Depression, other mental health issues or substance abuse

+ Any major chronic non-communicable diseases (NCDs) (diabetes, hypertension, epilepsy, cervical cancer)
+ Immunisations, growth monitoring and other care for children as outlined in the RTHB

+ Palliative care: some patients may warrant elements of palliative care, including symptom management, pain relief, emotional, psychological
and spiritual support, social support, comfort care, end-of-life care, and family and caregiver support leveraged from the hospital, PHC and
community level resources.

Remember that several conditions can co-exist in the same patient with AHD!
Other comorbidities may be missed if there is a narrow focus on only one illness.



Step 7 Support adherence

STEP 7 Offer intensified adherence support for Ol medication, ART, and condition monitoring.
Provide adherence Counsel about IRIS, warning signs and side-effects to look out for, and when to return (DMOC SOP 9).
support Involve the client’s family in the plan for treatment and follow-up.

Treatment adherence is crucial to treatment success. However, clients with AHD may experience greater difficulties with adherence for the
following reasons:

+ Patients with AHD may be clinically unwell and physically weakened, which may make it difficult for them to take their treatment. These
clients may require admission or home-based care
+ Treating HIV and other opportunistic infections or other AHD conditions at the same time may result in:
+ Increased pill burden
+ Drug side effects or unpalatable medicines.
 The additional cost of clinic visits to the patient or family, e.g. transport, loss of income, cost of paying another person to take on
social responsibilities, especially if care is not provided in an integrated and coordinated manner.
« Patients with AHD may have undiagnosed and untreated mental disorders, especially depressive, anxiety and substance use disorders
+ Clients may have developed AHD due to previous challenges with accessing facilities, leading to treatment interruptions.

Developing an adherence support plan

+ Each patient identified with AHD requires an individualised adherence plan guided by the components set out in Table 30: Adherence
support plan for clients with AHD: Key components on page 94 and detailed in DMOC SOP 9 (See Annexure 12 on page 188)

+ Aclinician should lead the adherence support, but components such as AHD treatment literacy and counselling can be delegated to a trained
counsellor (if available) with oversight from the clinician.

+ Always approach your patient with kindness, respect, and a nonjudgmental attitude. Use patient-centred communication (See Box 13) to
create a safe, nonjudgmental space for your patient to discuss challenges.

+ Document the adherence support plan in the file.

Box 13:  Patient-centred care

Patient-centred care is the practice of caring for patients (and their families) in holistic ways that are meaningful and valuable to the
individual patient. Patient-centred care is care that:

+ Listens to and involves patients/caregivers in their care

+ Respects the patient/caregiver’s values, preferences, concerns and expressed needs

+ Creates a safe and non-judgmental space for patients to discuss their challenges.

* Provides information and education, emotional support and alleviation of fear and anxiety
+ Coordinates and integrates care

 Supports access to and continuity of care as well as transition of care if needed

Good communication is essential to providing patient-centred care. It enhances the healthcare worker-patient relationship and improves
adherence. Good patient education results in the following:

+ Aninformed patient/caregiver

+ An empowered patient/caregiver
+ Aless fearful patient/caregiver

+ Better treatment outcomes



Table 30: Adherence support plan for clients with AHD: Key components

AHD treatment literacy
+ Explanation of AHD (WHO stage or low CD4) and increased risk of morbidity and mortality

+ Importance of intensified clinical management with more regular visits/check-ins to identify any
deterioration for 3 months

+ Importance of monitoring (by the patient and their supporter) for warning signs and returning to the clinic
or going to the hospital

+ Provide information regarding medication side effects and IRIS.

Home support network
+ Identify and document the client’s chosen family or friend supporter and their contact details

 Ensure the identified supporter also receives information on AHD and how they can support the patient,
including monitoring for warning signs and assisting with clinic attendance or hospital admission

Adherence and disclosure counselling
« If newly initiated, provide Fast Track Initiation Counselling (FTIC) as per DMOC SOP 1

+ Ifalready on ART but struggling with adherence, provide Enhanced Adherence Counselling (EAC) as
per DMOC SOP 2.

« For children, provide disclosure counselling when appropriate as per DMOC SOP 3.
+ Include adherence to Ol medication

Mental health screening and referral
« Ensure mental health screening has been done as detailed in Step 6.
+ Refer for further assessment and treatment if necessary

Document main adherence barriers and plan
+ Document the main barriers to adherence
+ Document a plan to address the main barriers to adherence

Identify the patients’ preferred mechanisms for support

+ Discuss and document the patient’s chosen methods for support, depending on what is available.
Potential options include: a family member or friend to check in daily or weekly; WhatsApp
communication with clinician/counsellor/linkage officer; WhatsApp or in-person support group; check-in
phone calls; CHW home visits; or CBO other community actor check-ins.

Psychosocial support referrals

+ Refer as appropriate for counselling or to a psychologist or social worker for assistance with food
parcels, SASSA grants, ID documents, SAPS for safety, etc.

Document the agreed follow-up visit schedule and the format of the follow-up interaction e.g. in
person or telehealth check-in or home visit

o 1st follow-up visit (date and format)
+ 2nd follow-up visit (date and format)
+ 3rd follow-up visit (date and format)

Tracing and recall

+ Discuss and get consent to phone the patient and/or visit them at home if they miss an appointment
(especially in the first 3 months) or if they need to be recalled to the clinic for management of abnormal
test results

« Verify and update the client's contact number and residential address

DMoC SOP 9
on page 188

DMOC SOP 1-3
NDoH adherence plan

Mental Health
Assessment on page 179

Each facility to identify
possible support
approaches

Referral SOPs

Step 9

DMOC SOP 7
See further detail in Step 9

Patients who have their family or other support persons involved in their adherence support plan

have better retention in care and better treatment outcomes



problems. If a patient has developed immunological failure, with or without clinical failure, despite being on ART, the
standard mechanisms for adherence support have been insufficient for this patient. With additional treatment
needed for AHD conditions on top of routine ART, these patients may struggle to adhere and will require intense and
individualised support and close follow-up.

0 The development of advanced HIV disease in a patient on ART should raise a ‘red flag’ to alert the clinician to adherence

Adherence to ART should be assessed by:

+ Doing a viral load: a suppressed VL is the most sensitive indicator of good adherence.
If not suppressed:

+ The patient requires a thorough ABCDE assessment and management as detailed on page 44.
+ Identify and understand the factors that negatively influence adherence, as listed in Box 14.
* Remember to ask open-ended questions, e.g. “What makes it difficult for you to collect or take your treatment?”

+ Always approach your patient with kindness, respect, and a nonjudgmental attitude. Patients who feel judged, criticised, or misunderstood
will unlikely remain engaged in care.

+ Provide enhanced adherence counselling (DMOC SOP 2) and Disclosure counselling (DMOC SOP 3), if indicated.

Box 14:  Factors that may negatively influence adherence

Direct cost of clinic visits to patients, e.g. transport, loss of income, cost of paying another person to take on social responsibilities
Taking time away from existing work, finding work and/or social care responsibilities

Needing to travel for extended periods

Medication side-effects

Unpalatable medications

Depression or other mental health conditions

Alcohol or substance abuse

Poor social support and/or GBV

Non-disclosure and/or HIV-associated stigma

Pregnant women may experience nausea/vomiting, heartburn, and constipation. Assess the need for symptomatic treatment with an
anti-emetic, anti-diarrhoea agent or fibre supplement.

« Alternative medical, religious or cultural beliefs

Step 8 Ensure continuity of care between the hospital and clinic

At discharge from the hospital provide a discharge
plan with follow-up appointments at PHC. Also
promote continuity of care at OPD/PHC through locally
established mechanisms, such as phone calls to the
clinic. Assign linkage officer/community liaison officer
where available.

STEP 8 Clinicians at PHC should have a low threshold
. for admission or re-admission to hospital.
Ensure continuity  asjgn a clinic staff member to do check-in phone
of care between calls or CHW to do home visits weekly for first
hospital and clinic month and support continuity of care.

Ensuring continuity of care for patients up-referred from the PHC level

* High-risk patients with AHD have an increased risk of morbidity and mortality. Clinicians should have a high index of suspicion for underlying
opportunistic infections, especially in patients with very low CD4 counts (e.g., CD4 < 50). Utilise the APC Clinical Tool and promptly refer to a
doctor when needed.

+ Maintain a low threshold for admission or re-admission to hospitals.

The following mechanisms should be employed to promote continuity of care at primary care level:

+ PHC facilities should have clear referral protocols and lines of communication for any patient needing a higher level of care, including those
with AHD or those being referred to specialised care within the same facility, e.g., mental health services.

+ PHC facilities should write comprehensive referral letters that include the elements outlined in Box 15.

+ Where feasible:

+ Call the receiving clinician to arrange the referral
+ Confirm with the patient or family/friend supporter that the patient reached the referral facility and received the services.



Ensuring continuity of care from the hospital level back to the PHC level

* The treating clinician should write a detailed discharge summary that includes the elements outlined in Box 16.

+ Explain the diagnoses and discuss and agree on the management plan with the patient and their family or treatment supporter where
appropriate. Patients who have their family or other support persons involved in their discharge plan have better retention in care and better
treatment outcomes. The family should be informed about the following:

* The patient’s take-home treatment

+ When and where the patient requires follow-up visits
+ How to recognise danger signs

+ Where to take the patient if they become unwell again

+ Ensure that the patient reaches the down referral facility and continues care at the appropriate level by making appointments and/or
assigning a linkage officer/community liaison officer, where available, to follow up telephonically with the receiving facility, the patient or both.

Ongoing management of a patient recently discharged from hospital to PHC level

« Clinics must make every effort to follow the discharge plan from the hospital, including checking in with patients that they have attended
hospital-scheduled follow-up appointments.

+ Continue to supply medication and support adherence to medication.

* Provide any advanced clinical care indicated by the hospital.

+ Update or, if not yet done, develop an adherence support plan for the client (step 7).

+ Employ a low threshold for referral back to the hospital (see step 8 above).

Box 15:  PHC referral letters

PHC referral letter should contain the following information:

» Reason for referral:

—>The presenting complaint, duration, associated signs and symptoms, and
- The suspected diagnosis

¢ HIV history:
- Date of diagnosis,
-»Date of ART initiation
- Current ART regimen and its start date, previous regimens and dates taken, reasons for switches (treatment failure, poor
adherence, side effects)
—>Latest monitoring test results (viral load, CD4 count, and eGFR), and

The findings of any previous resistance test/s.

Estimated level of adherence

Psychosocial circumstances and factors affecting adherence.

Other known comorbidities and medications, whether they are well controlled or not.
Pregnancy status, if female

Other investigations done to date, with laboratory barcodes/references or results if available.
Management and treatment provided to date, if relevant

Name and contact number for referring clinician

Box 16:  Hospital discharge summaries

Hospital discharge summaries should contain the following information:

+ All diagnoses (chronic and acute) and the results of relevant investigations.
+ Details of management provided in hospital, including:
—-HIV and ART management. If ART regimens have been changed, note why and whether the change is permanent or when it can
change back.
->Management of opportunistic infections, including treatment regimens and doses
->Management of any complications or side effects which developed
—>Management of any co-morbidities

+ The patient’s state on discharge (to allow the nurse to assess whether the patient is improving or deteriorating).
+ Adetailed plan for care after discharge, including:
->Medication that needs to be continued after discharge, for how long the medication needs to be taken, and at what dose. Pay
particular attention to continuing treatment for opportunistic infections such as Cryptococcal disease and TB, which have different
phases.



+ For the consolidation and maintenance phases of cryptococcal disease, indicate the dose and duration of fluconazole to be
used, as well as the intended start and stop dates for each phase (see a template for inclusion in the discharge summary in
Annexure 1 CrAg positive management summary)

+ For TB, use the available TB patient card. In children, be sure to provide the disease severity classification and whether or not
the child is potentially eligible for treatment shortening

- The plan for multidisciplinary team involvement, if indicated

= Clinic- and community/home-based care recommendations,

- The recommended frequency of follow-ups at the clinic;

- If relevant, the plan for follow-up appointments at the hospital (where possible, pre-book the follow-up appointments and provide the
dates on the discharge summary).

+ The expected prognosis
« The signs and symptoms that would require urgent management or referral back to hospital (where possible, give details of which
clinician or department to call or go to, should the patient deteriorate).

Step 9 Provide intensified follow-up

At PHC/OPD, provide two-weekly (previously admitted / Follow hospital discharge plan and ensure
psychosocially vulnerable) or monthly follow-ups for the hospital follow-up appointments. Provide
STEP 9 . ; ; e -
. ii first three months. Ensure that missed appointments can be » any advanced clinical care as indicated by
P"°";dﬁ intensified {qentified and prioritize these clients for tracing and recall to the the hospital. Refer back to hospital for
wlleEiy facility if they are missed. Ensure provision of any Step 6 or 7 assessment and re-admission if patient
elements that were not provided by the hospital. deteriorates clinically

Why intensified follow-up

Clients with AHD are at higher risk of clinical deterioration, including the development of IRIS, especially during the initial months after
initiating or re-initiating ART.

Clients with AHD may need to be reviewed more frequently than the standard intervals of “1 dispensing cycle (DC) after ART initiation” and 2
months later at “3 DCs after ART initiation.”

If a patient is being treated for an active Ol, additional clinical “check-ins” should be considered to ensure that Ol medication and ART are
adhered to and that there is no clinical deterioration.
+ These clients should be seen at least monthly, whether in person, via phone calls or WhatsApp check-ins, or through community
home visits.
« In cases where the client is particularly vulnerable, interactions may need to be as frequent as two-weekly, at least for the first
month.
If a client has been assessed not to have any active Ols or any other indication for more frequent monitoring, telehealth check-ins or
community visits may be considered.
When a clinically well client has an elevated viral load or is re-engaging in care, appointment frequency should be determined based on
required clinical management needs. Such patients can be offered three-monthly clinical reviews and aligned ART refills to support retention
and viral suppression (DMOC SOP 4.1 3MMD).
The factors in the table below should be considered to determine an appropriate appointment schedule for the first three months after AHD
has been identified:

Table 31: Factors to consider when determining an appointment schedule for clients with AHD

+ Recent hospital admission

+ Current Ols that require increased clinical management

+ Psychosocial vulnerability, e.g., an unstable home environment and/or mental health challenges

+ Limited family/social support in the home environment who can monitor and respond to warning signs
+ Poor treatment literacy and poor understanding of their AHD condition

+ The health facility has limited telehealth/community support systems in place to carry out telehealth check-ins or home visits



+ No Ols identified and clinically well
+ The patient experiences difficulties in getting to the clinic (cost, work, social responsibilities, mobility)

« Strong family or social support in the home environment who can monitor and respond to warning signs

+ The health facility has effective telehealth/community support systems in place to carry out telehealth check-ins or home visits, and the
patient has consented to such interactions

+ (Good treatment literacy and good understanding of their AHD condition

+ Discuss the proposed follow-up schedule with the patient. Agree on the nature of the interactions, i.e., visit to the facility, phove call check-in,
or home visit.

+ Document the patient’s consent to receive a home visit or a telehealth check-in if consent is given.

+ Document the agreed appointment schedule in the patient folder. Update the contact details (telephone number and address) of the patient
and any identified family member or other support person.

+ Ensure that missed appointments, including phone calls or home visits where the patient could not be contacted, can be identified.

« Every effort should be made to trace all patients with missed appointments and/or abnormal results as per DMOC SOP 7. However, if
resources are limited, priority should be given to those patients who started or restarted ART in the last six months with AHD and those with
abnormal investigation results.

Depending on available resources and capacity, facilities may consider the following additional support interventions for clients identified with
Advanced HIV Disease (AHD) during the vulnerable first three months:

¢+ Ward-Based PHC Outreach Team (WBPHCOT) Engagement
* Involve the WBPHCOT in follow-up plans and home visits. This includes monitoring for warning signs, maintaining ongoing
communication, and coordinating with the facility if urgent action is needed.
+ AHD Emergency Support WhatsApp Line
+ Where possible, establish a WhatsApp number managed by an AHD-trained clinician to provide urgent advice on warning signs to
patients and their families and guidance on when to attend the clinic or hospital.
AHD-Focused Clinics
+ Designate specific days for AHD-focused clinics to ensure the availability of an AHD-trained clinician and provide AHD-focused
treatment literacy and psychosocial support. Ensure these clinics do not limit clients’ access to services on other days.
* AHD Support Groups
« Facilitate in-person or virtual support groups to increase AHD treatment literacy, provide peer support, and help clients and their
families navigate the challenges of AHD. These could be run on the same day as AHD-focused clinics.
+ Enhanced Case Management
+ Designate individuals to act as case managers who support clinicians by enhancing care coordination for vulnerable patients with
AHD.
+ Case managers ensure that:
virtual check-ins are completed,
patients have attended hospital follow-up appointments,
WBPHCOT teams are undertaking necessary home visits,
missed appointments are identified,

tracing and recalls are done,
patients and their supporters can reach their clinicians when concerned about warning symptoms.



+ Resistance mutations to dolutegravir (DTG) are rare in patients on first-line DTG-containing regimens (TLD 1 and ALD 1)

+ The high genetic barrier to resistance, combined with the other benefits of DTG, including its high potency, minimal side-effect
profile, good tolerability, and low pill burden, make it the most likely regimen for patients to achieve and maintain viral suppression
in the long term.

« If other reasons for an unsuppressed VL have been addressed or excluded, e.g., drug interactions and the patient remains
unsuppressed at their repeat VL, suboptimal adherence remains the most probable cause for non-suppression. The highest
probability of improving adherence would be to remain on a once-daily, well-tolerated, fixed-dose combination regimen (TLD) while
identifying and addressing the underlying root causes of non-adherence. The majority of these patients will re-suppress on TLD if
adherent.

+ InSTI resistance mutations to second and third-line DTG-containing regimens remain uncommon. However, recent HIV drug resistance
surveillance indicates that InSTI resistance mutations can occur sooner than for patients on a Pl regimen and before a patient has been on
DTG for two years.

* However, there should be no empiric switches from DTG to a PI-containing regimen. Switches off DTG should only be made if DTG is
confirmed to be inactive due to InSTI mutations, confirmed by a genotypic resistance test.

Table 32: Definitions of first, second and third-line dolutegravir-containing regimens

* ART-naive patients who initiated ART on a DTG-containing Tenofovir/lamivudine/dolutegravir

o - regimen
First-line DTG-containin ) . [TLD 1]
relgimiens ning + Patients who were switched to DTG from a first-line non-DTG- Ab irlamivudine/dol .
based regimen (e.g., TEE or ABC/3TC/LPVIr) with a VL < 50 ¢/ | Abacavirlamivudine/dolutegravir
mL in the 12 months prior to switching [ALD 1]

+ Patients who were switched to DTG from a first-line ART ) o )
regimen (NNRTI or Pl-based) with a VL 2 50 ¢/mL Tenofovir/lamivudine/dolutegravir

Patients who were switched to DTG from a second-line [TLD 2]
Pl-based ART regimen with a VL < 50 ¢/mL in the 12 months

pngr to switching . ) Abacavir/lamivudine/dolutegravir
* Patients who were switched to DTG from a Pl-based regimen | [ALD 2]

with a VL 2 50 c¢/mL without a genotypic resistance test

Second-line DTG-containing
regimens

+ Patient was switched to a third-line DTG-based regimen
based on the results of a genotypic resistance test showing
resistance mutations to Pls in previous second-line regimen

Third-line DTG-containing
regimens

TLD 3 or ALD 3, or an individualised
DTG-based regimen

If clients are not eligible to use TDF and they had an ABC hypersensitivity reaction, use AZT/3TC/DTG

+ HIV drug resistance testing (HIVDRT) is expensive and has the potential for fruitless over-expenditure if requested in a poorly selected
patient

« If aresistance test is performed while a patient is non-adherent to their medication, it does not provide any clinically useful information
« Drug-level testing (DLT) before drug resistance testing can objectively assess adherence and act as a gatekeeping mechanism for DRTs

+ Before drug resistance testing, DLT will be done as a reflex test by the laboratory on all samples for which a DRT is requested, while the
client is taking a DTG-based regimen.

+ ADLT is most helpful where no drug levels are detected. For a DTG DLT, this indicates that the client has not taken any DTG for
at least the last 5 days. A resistance test will not be performed under these circumstances, and drug-level informed adherence
counselling can be provided.

+ Apositive DTG DLT indicates that the client has taken DTG in the last 5 days. However, a DLT cannot distinguish between
consistently good adherence and intermittent adherence that coincides with the testing window, e.g., the ‘white coat phenomenon,’
where patients resume treatment shortly before clinic visits.



DTG-containing regimens:

+ Patients on a 2nd or 3rd line DTG-containing regimen for at least 9 months, or

« Patients on TLD1/ALD1 for at least 9 months with special circumstances (see Box 17), and
+ Two or more consecutive VLs > 1000 c¢/mL, and

+ At least two adherence assessments and interventions.

Pl-containing regimens:
¢ Adults, adolescents or children on any LPV/r or ATV/r regimen for at least 2 years, and

 Two or more consecutive VLs = 1000 c/mL taken two or more years after starting the Pl regimen, and
+ At least two adherence assessments and interventions

If necessary (and if the test is being considered in a nurse-managed patient), discuss these patients with a medical officer experienced in HIV
management or a helpline expert who may advise requesting an HIV drug resistance test at the same time as their next scheduled VL. If so
advised, take two blood specimens and request both of the following:

1. HIV VL - use a plasma EDTA tube (purple or white top, with gel)
2. Drug resistance test - use a plasma EDTA tube (purple or white top, with gel)

If the VL = 1000 ¢/mL, and DTG is detected on drug-level testing (if available), the laboratory will proceed to do an HIV drug-resistance test.

Box 17:  Special circumstances that may warrant drug resistance testing on TLD1/ALD1

Patients on TLD1/ALD1 with special circumstances

As a rule, resistance testing is not indicated for clients on TLD1. However, TLD1 patients with persistent virological failure despite
apparent good adherence may be discussed with an expert to consider a resistance test on a case-by-case basis:

+ Patients with AHD and on a DTG-containing regimen for at least 9 months.

+ Current or previous drug interactions with rifampicin, carbamazepine, phenytoin, phenobarbital, or the polyvalent cations that may have
resulted in the development of resistance.

* Incorrect classification as TLD1 after prior ART exposure and failing an ART regimen in the past

« Perinatally infected adolescents (perinatally infected adolescents should be classified as TLD2 due to the high likelihood of ART
exposure and virological failure in the past).



VL monitoring and management algorithm for clients on TLD or ALD

+ Do a thorough assessment of the cause of an elevated VL as per the Assessing an Elevated
Viral Load on page 44.

+ Remember to screen for mental health disorders e.g., depression or anxiety (Mental Health
Assessment on page 179)

+ Switch to TLD if indicated (See Switching existing clients to optimised DTG-containing
regimens on page 36)

+ If breastfeeding, start, re-start, or extend high-risk infant prophylaxis (see Prophylaxis for the
HIV-Exposed Infant During Breastfeeding on page 149), and intensify breastfeeding support.

+ Recommend condom use and contraception as appropriate, and partner testing.

Implement interventions to re-suppress the VL, including Enhanced Adherence Support if indicated
(See Enhanced Adherence Counselling on page 185)

\ 4

Repeat VL after 3 months (or after 4-6 weeks if pregnant or

VL <50 ¢/mL breastfeeding)

Repeat the ‘ABCDE’ assessment to identify the causes of
an elevated VL.! Intensify efforts to resolve adherence.?

Re-assess at the time for the next scheduled routine VL
(i.e., in 6 months' time, or at delivery if pregnant)

If on a 2" or 3 line DTG-containing regimen for at least
9 months or on TLD1/ALD1 with special circumstances,’

If VL < 50 ¢/mL discuss with a medical officer experienced in HIV management
(No further or a helpline expert who may advise requesting an HIV drug
resistance resistance test at the same time as their scheduled VL. If so, and no detectable

testing will be take 2 blood specimens and request both of the following: DTG DLs (if available),

provide DRT- informed
adherence counseling

VL 2 50 c/mL,

done) 1. VL - use a plasma EDTA tube (purple top, or white top with gel)

2. Drug resistance test - use a plasma EDTA tube (purple top, or
, white top with gel)
ADReC, ARV Drug Resistance
Committee (previously TLART

Committee);

ALD, combination ART regimen

consisting of abacavir, lamivudine,
DTG;

DL, drug level;

ART, Antiretroviral therapy;

DRYT, drug-resistance test;

DTG, Dolutegravir;

LLV, Low-level viraemia;

SOP, Standard operating procedure;
TL, Third-line;

TLD, fixed-dose combination of
tenofovir, lamivudine, DTG;

VL, Viral load.

Figure 15: VL monitoring and management for clients on TLD or ALD

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women @



If DTG or PI resistance is detected, the PLHIV should be referred to the ARV Drug Resistance Committee (ADReC), formerly Third Line
ART Committee (TLART).

The appropriate application form (see ADReC Third-line Application Form on page 208) and the results of any resistance tests should be
emailed to TLART@HEALTH.GOV.ZA

The ADReC continuously reviews local resistance patterns and other evidence to inform the best approaches for individual clients and the
country as a whole.

The ADReC will recommend a regimen based on the guidance provided at https://www.health.gov.za/nhi-edp-stgs-eml/.

Even if the clinician is aware of the ADReC algorithm, switching should not be done independently.
Every client requiring a third-line regimen requires notification to ADReC.



« ARVs can cause a wide range of toxicities, from low-grade intolerance that may be self-limiting to life-threatening side effects.
« It may be difficult to differentiate between complications of HIV disease, ART toxicity, or adverse reactions to other medications.

+ ARV toxicity can occur immediately or early, within a few days or weeks of treatment, or late, after months of treatment. It is important to
know how long a patient has been on a regimen to understand which toxicities might occur.

+ Adverse reactions can vary in severity from mild to severe to life-threatening and may be specific to the drug or generic to the class of drugs
in use.

+ Side effects are far less common in children than in adults.
+ Generally, it is recommended that patients continue ART if the side effects are mild

Healthcare professionals are urged to report any ADRs and product quality concerns to the SAHPRA pharmacovigilance
office using one of the reporting methods provided in ADR Reporting Form on page 207.

a Surveillance of all adverse drug reactions (ADRS) is fundamental.

« DTG inhibits creatinine secretion directly without affecting renal function. As a result, the creatinine levels of patients starting DTG may
increase. Because the equation used to estimate the GFR uses creatinine, it may appear as if their eGFR is falling and their kidney function
is deteriorating, but this does not reflect a true decline in renal function.

+ The estimated rise in creatinine is usually < 30 pmol/L, and occurs within the first few weeks after initiating the medication.

« Arise in serum creatinine of = 30 umol/L, or a rise that occurs after the first month, should prompt a workup for alternative causes, as
indicated in Figure 17 below.

Was the creatinine rise to be expected with DTG?
¢ Rise in creatinine < 30pmol/L
¢ Occurred within the first month of initiating DTG*
¢ Did not progress after the first month*
* Routine monitoring of creatine may only identify this 3 months after DRG initiation.

]
|
2 2

Creatinine rise < 20pumol/L Creatinine rise 20 - 30 pumol/L Requires workup for possible renal disease
Likely DTG-related. Likely DTG-related. If eGFR < 50 ml/min/1.73m?, stop TDF in the interim
Leave on current regimen. Leave on current regimen. and switch to ABC-based regimen (3TC/ABC/DTG).
Continue routine creatinine Check creatinine in 1 month. If renal disease subsequently excluded, can switch

monitoring. back to TDF/3TC/DTG.

l l

Creatinine rise should have plateaued
(no further significant increase)

If not:

3. Work up for renal disease,
4. If eGFR <50 mL/min/1.73m?, stop TDF in the interim and switch to
ABC-based regimen: 3TC/ABC/DTG,

5. If renal disease subsequently excluded, can switch back to
TDF/3TC/DTG.

Figure 16: Assessment and management of a rise in creatinine in patients on DTG
Source: Tom Boyles, Gary Maartens, Jeremy Nel, David Stead, Southern African HIV Clinicians Society, Clinical Guidelines for
Hospitalised Adults With Advanced HIV Disease 2022



TDF as a cause of acute kidney injury (AKI) or chronic kidney disease (CKD) is uncommon.

Clinicians should actively exclude other causes of kidney dysfunction (See also An approach to an AHD patient with renal
impairment on page 108).

Pre-existing renal disease is a major predictor of TDF toxicity, and baseline testing of renal function is important to identify those in whom
TDF should be avoided.

+ If baseline screening eGFR is < 50, abacavir is the preferred alternative option.
+ If the patient also has HBV infection, TAF is the preferred alternative option.

TDF toxicity can present as AKI or CKD and as a full or partial Fanconi’'s syndrome characterised by renal tubular dysfunction.

Because the proximal tubule is responsible for the reabsorption of glucose, uric acid, amino acids, small proteins and phosphate, etc., renal
tubular dysfunction may present with proteinuria, glycosuria (with normal urine glucose) and hypophosphataemia.

The most common risk factors are comorbid hypertension, diabetes, HIV-associated kidney disease, hepatitis B or C co-infection.
+ Management of these comorbid conditions must be prioritised in this group.
eGFR should be routinely measured at baseline (before ART initiation), at three months on ART, at 10-12 dispensing cycles (28-day month)
on ART (aligned with VL), and 12-monthly after that.
More frequent monitoring may be required in patients with existing risk factors or pre-existing chronic kidney disease.
eGFR tests must be followed up to ensure results are received as quickly as possible (preferably in 1-4 weeks), and TDF is replaced as
needed.
Whether implicated as the primary cause or not, TDF should be stopped in all cases of AKI, as it may be contributing to the AKI.
+ Ifthe cause of the AKI is not related to TDF, TDF can be reintroduced once renal function normalises.
« Ifthe patient has had severe renal dysfunction, it is advisable to wait at least 1-3 months after renal function normalises before
reintroducing TDF.

Stopping TDF in a patient who has HBV co-infection may result in life-threatening flares. For this reason, an HBsAg should be done before
stopping TDF.

Tenofovir alafenamide (TAF) is also active against HBV. If TDF has to be discontinued and eGFR is 15-50 ml/min, the alternative regimen is
TAF + FTC + DTG. Discuss these patients with a specialist.

Renal tubular dysfunction has an impact on vitamin D and phosphate levels which is thought to account for the bone manifestations seen
with TDF.

Any signs of possible osteoporosis (e.g., vertebrae, rib, hip, wrists or other fractures not adequately explained by the degree of trauma
fractures) warrant investigation.

IRIS occurs when improving immune function unmasks a previously occult opportunistic infection, which subsequently presents with an
unusually aggressive inflammatory presentation or causes paradoxical deterioration of an existing opportunistic disease.

Patients with advanced HIV disease, particularly those with a CD4 count < 100 cells/pL, may become ill with IRIS, usually during the first
three months of ART.

Most cases can be managed on an outpatient basis with disease-specific therapies and anti-inflammatories.

Very ill or complex patients may need to be referred for advice regarding investigation and management.

TB is the most common IRIS reaction in South Africa.

+ Some patients starting ART when on treatment for TB will experience recurrence or worsening of their TB symptoms/signs or new
manifestations.

+ The most common of these presentations is enlarging lymph nodes, often with extensive caseous necrosis.

+ In addition, respiratory symptoms, lung infiltrates, or effusions may worsen.

+ MDR or extensively drug-resistant (XDR) TB needs to be excluded before IRIS is diagnosed. TB culture of sputum, blood, lymph
nodes, and other affected tissue is essential.

+ Itis important to exclude non-adherence to TB medication.

Opportunistic infections may also present in atypical ways during this phase of immune reconstitution.

Rashes (including zoster, herpes, molluscum, and others) and cryptococcal meningitis that occur in the first weeks and months of ART
initiation are other manifestations of IRIS.

IRIS is not indicative of drug failure or drug side effects. It is generally not a reason to stop ART or to change the ARV regimen. However,
careful counselling is needed to ensure that the patient understands this.

Prednisone 1.5mg/kg given for 2 weeks followed by 0.75mg/kg given for 2 weeks reduces morbidity in patients with non-neurological
paradoxical TB IRIS.

There is limited evidence for the use of steroids in other forms of IRIS, and they should, therefore, generally be avoided.
Prophylaxis for paradoxical TB IRIS in high-risk patients (CD4 <100 cells/uL) who have had antituberculosis treatment for <30 days before
initiating ART:

+ Prednisone, oral, 40 mg daily for 2 weeks, then 20 mg daily for 2 weeks.



Patients should have a full clinical history, an examination, a full blood count (FBC), a peripheral blood smear, and a reticulocyte count to
characterise the anaemia and determine further investigations that may be needed.

Anaemia is very common in patients with low CD4 counts. Those who are relatively asymptomatic or who have a serious opportunistic
infection (Ol) such as TB, which explains the anaemia, should have their ART started right away and monitored carefully. In other patients,
an HB < 8 g/dL with no clear cause should trigger additional investigations; often, there is an underlying serious Ol, e.g., TB, that requires
urgent diagnosis and treatment. A low HB is an independent poor prognostic factor in HIV, and therefore, delays in ART initiation should be
avoided as far as possible.

Where anaemia occurs immediately after ART initiation, confirm that the HB has dropped by comparing previous results. A comprehensive
history, examination, and interpretation of an FBC/smear/reticulocyte count are helpful.

Common causes of anaemia in the first few weeks and months of treatment include IRIS, disseminated TB, and AZT-containing regimens,
although many other conditions can cause this. AZT is no longer part of any standard ART regimen and should be replaced by TDF or ABC.

Anaemia in patients established on ART is unusual and often suggests a serious Ol or a condition unrelated to HIV. However, drugs should
still be considered as AZT; pure red cell aplasia from 3TC or FTC or cotrimoxazole may also cause FBC abnormalities.

ABC HSR is uncommon in Black African patients but may occur in up to 5% of Caucasian patients.

It usually occurs within the first six weeks of initiation. It is suspected in the presence of at least two of the following symptoms: fever, rash,
constitutional symptoms, gastrointestinal symptoms, and respiratory symptoms.

The ABC HSR typically gets worse with each dose of ABC. If in doubt about the cause of the symptoms, the patient can be admitted to the
hospital and given the next dose of ABC under direct observation.

If ABC HSR develops, supportive therapy, usually including hospital admission, is required.

ABC can be switched if the patient is stable.

However, all ART must be discontinued if the patient is unstable. When the patient has stabilised, ART can be restarted, but ABC must never
be included in the regimen as re-exposure is potentially life-threatening.

Protease inhibitors are associated with an increased risk of an abnormal lipid profile.
Lopinavir causes hypertriglyceridaemia.

Breast enlargement may be due to benign glandular breast tissue proliferation, abnormal fat deposition (lipomastia), or both.

It occurs in both males (known as gynaecomastia) and females and can occur at any age.

In currently used regimens, it has most consistently been associated with using EFV.

The onset occurs several months after ART initiation and may be bilateral or unilateral. The mechanism appears to be related to oestrogen
receptor activation in breast tissues by EFV. EFV is no longer the preferred first-line ART regimen; all patients should be transitioned to a
DTG-containing regimen.

In males, it is also important to consider other common causes of gynaecomastia, such as:

« other medications (including spironolactone, calcium channel blockers, metoclopramide).

+ physiological causes in adolescent males

+ hypogonadism (a serum testosterone level is useful in excluding hypogonadism as a cause. If the serum testosterone is low, other
appropriate investigations should be performed to identify the cause and manage accordingly.

The resolution of gynaecomastia is generally slow, taking months and may be incomplete or may remain. It is, therefore, important to
manage the patient’'s expectations in this regard.

Hepatotoxicity is common with ARV drugs

« NNRTIs and PlIs are often associated with hepatotoxicity.

+ InSTIs such as DTG have, on rare occasions, been associated with hepatotoxicity.

* ATVIr causes indirect hyperbilirubinaemia (clinical jaundice), which can be stigmatising.
« AZT may cause lactic acidosis or severe hepatomegaly with steatosis.

All PLHIV should be screened for symptoms of underlying liver disease before ART initiation and at any time they becomeill.

Routine monitoring of ALT at baseline is not recommended unless indicated by the patient’s history or clinical examination. See also
Management of drug-induced liver injury in people with HIV treated for tuberculosis on page 109.

Skin rashes and hypersensitivity reactions may be seen particularly with the NNRTIs (NVP, EFV).

In addition, cotrimoxazole, ABC, DTG, DRV/r, and RAL are associated with varying degrees of skin and hypersensitivity reactions (mild to
severe).



Table 33: ART dosing and important adverse effects

Generic
name

Dolutegravir (DTG)

Tenofovir disoproxil
fumarate (TDF)

Lamivudine (3TC)

Emtricitabine (FTC)

Abacavir (ABC)

Tenofovir
alafenamide (TAF)

Zidovudine

Efavirenz (EFV)

Lopinavir / ritonavir
(LPVIN

Atazanavir / ritonavir
(ATVIY)

Class

InSTIs

NRTI

NRTI

NRTI

NRTI

NRTI

NRTI

NNRTI

Boosted Pl

Boosted PI

Dosages in adults
and adolescents *

50 mg once daily

300 mg daily

300 mg daily
(or 150 mg 12 hourly)

200 mg daily

600 mg daily

25 mg daily

300 mg

600 mg at night

400/100 mg 12 hourly
OR

800/200 mg daily
(only if Pl-naive)

300 mg with ritonavir
100 mg daily

Important adverse drug reactions (ADRs) and timing

Hypersensitivity (rare, weeks)

Insomnia (common)

Headache (common)

Other neuropsychiatric symptoms

Nausea, diarrhoea (common)

Hepatitis (uncommon)

Increase in serum creatinine due to inhibition of creatinine secretion
by DTG; this is clinically insignificant as the glomerular filtration rate
is not reduced but will modestly affect eGFR, which is determined
using serum creatinine.

Acute kidney injury (rare - weeks to months).
Decline in eGFR (months to years)

Fanconi syndrome (rare — months to years)
Reduced bone mineral density (months to years).

Anaemia due to pure red cell aplasia (rare).

Palmar hyperpigmentation.
Anaemia due to pure red cell aplasia (rare).

Hypersensitivity reaction (1 to 6 weeks): fever, rash, constitutional
symptoms, gastrointestinal symptoms and respiratory symptoms.

Acute kidney injury (rare - weeks to months).
Decline in eGFR (months to years)

Fanconi syndrome (rare — months to years)
Reduced bone mineral density (months to years).

Anaemia, neutropenia (weeks to months).
Gastro-intestinal upset.

Headache.

Myopathy (rare).

Hyperlactataemia / steatohepatitis (medium risk - months).
Lipoatrophy (months to years).

Central nervous system symptoms: vivid dreams, problems with
concentration, confusion, mood disturbance, psychosis (days to
weeks).

Encephalopathy, often with cerebellar features (uncommon — months
to years).

Rash (1 to 6 weeks).

Hepatitis (weeks to months)

Gynaecomastia.

Gastrointestinal upset.
Dyslipidaemia (weeks).
Rash and/or Hepatitis (1 to 6 weeks).

Unconjugated hyperbilirubinaemia (common but benign).
Dyslipidaemia (low risk).

Hepatitis (rare - 1 to 6 weeks).

Renal stones (uncommon).

* For ART doses in children, see Annexure 3 Antiretroviral Drug Dosing Chart for Children (2025)
* For renal dose adjustment, please see Table 35

Source: Hospital level (Adults) Standard Treatment Guidelines and Essential Medicines List to treat specific pathogens and syndromes.

6th ed. 2024.



Other conditions that may require advanced clinical care

Renal impairment

Patients with AHD commonly have abnormal creatinine levels. The algorithm in Figure 18: An approach to an AHD patient with renal
impairment on page 108 presents a useful approach to a patient with apparent renal impairment.

+ While most causes of CKD have small kidneys on ultrasound, some do have normal/large kidneys (e.g. HIVAN, diabetic nephropathy).

+ 99% of CKD patients have anaemia. Many patients with AKI also have anaemia from other causes, so anaemia itself isn't helpful — but the
absence of anaemia would suggest the renal dysfunction is not chronic.

* Itis no longer believed to be strictly necessary to dose adjust lamivudine in renal failure, and thus if eGFR > 30 and it is more convenient
(e.g. a fixed-dose combination is available), the full dose may be given.

+ TAFis preferred in patients with chronic kidney disease and HBV co-infection. These patients should be discussed with a specialist.

Table 34: ART drug dosage adjustments in renal failure

Drug eGFR 10-50 ml/min eGFR < 10
TDF eGFR 30-50: 300 mg 48-hourly
(only if HBV positive and 300 mg once weekly
TAF not available) eGFR 10-29: 300mg 72-96 hourly
25 mg daily
TAF If co-formulated with 3TC/FTC, avoid if eGFR <30 ml/min in adults | Avoid®
and adolescents, and if eGFR < 50 in children
ABC Unchanged Unchanged
eGFR 30-50: 300 mg daily, or
37C 4 mg/kg daily in children 50 mg daily, or
eGFR 10-29: 150 mg daily, or 1mg/kg daily in children
2 mglkg daily in children
AZT No reduction 50% of dose 12 hourly
NNRTIs Unchanged Unchanged
Pls Unchanged Unchanged
InSTIs Unchanged Unchanged

L TAF can be used in patients undergoing dialysis

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women @



A patient with AHD has an abnormal creatinine level

Confirm if the patient is truly in renal failure (RF),
(defined as an eGFR < 50 ml/min or an absolute creatinine of > 85 in a pregnant woman)

* In non-pregnant patients, creatinine alone can be misleading. Also, look at the estimated glomerular filtration rate (eGFR).
+ Ifthe eGFR is confirmed by a nurse to be < 50 in a non-pregnant patient or > 85 in a pregnant patient, refer to a doctor for further

assessment

+ Exclude benign eGFR decreases due to DTG (see page 65)

+ eGFR can be inaccurate in an acute kidney injury (AKI). If AKl is suspected also observe creatinine trends

A patient with AHD has an abnormal creatinine level

Clues that RF may be acute:
o Acutely ill due to the underlying cause (e.g., diarrhoea,
pneumonia, dehydration, septicaemia)
+ Anormal creatinine in the last 3 months
+ Normal HB
+ Oliguria

Common causes of AKI are:
+ Pre-renal AKI - hypoperfusion of the kidney, often from
dehydration or sepsis.

+ Acute tubular necrosis (ATN) — from either ischaemia
because of hypoperfusion or from toxins (usually
medications) e.g.,

+ Nonsteroidal anti-inflammatory drugs (NSAIDs)
¢+ Aminoglycosides

+  Amphotericin B

« Tenofovir (rarely)

« Acute interstitial nephritis often due to medications such as:

¢ Rifampicin

+ Cotrimoxazole (Bactrim)
* NSAIDs

+ Herbal remedies

Management principles for AKI

+ If pre-renal component to the AKI give a trial of fluids

« Stop all commonly nephrotoxic medications, like NSAIDs,
tenofovir, and cotrimoxazole

+ Dose-adjust any other medications that require dose
adjustment in RF, like pyrazinamide and ethambutol

« Attempt to correct any metabolic derangements, especially
hyperkalaemia

+ Treat the underlying cause (e.g., diarrhoea, pneumonia)

« Ifthere is reason to suspect urinary obstruction, obtain an
urgent ultrasound

+ Assess for the need for acute dialysis

Clues that RF may be chronic
(i.e., RF lasting at least 3 months)

Small kidney on ultrasound
High s-phosphate

Clues suggestive of HIVAN as the cause of chronic kidney disease
(CKD):

AHD with high viral load and low CD4
Black race

Large or high to normal-sized kidneys (typical size range is 10.5-
15.5 cm)

Nephrotic or subnephrotic range proteinuria

Bland urinary sediment (no significant amount of red or white
cells in the urine)

Absence of significant oedema or hypertriglyceridaemia (which
often accompanies other forms of nephrotic syndrome)

Common causes of CKD are:

Diabetes
Hypertension
HIVAN

Management principles for CKD
Regardless of the cause of CKD, management should
include the following:
Control relevant risk factors:
 Blood pressure < 130/80
o HBA1c<7.0%
¢+ HIV viral load undetectable

Counsel the patient about avoiding nephrotoxic drugs (e.g.
NSAIDs)

Dose-adjust any drugs that need adjustment, including ART (see
Table 24)

Refer to a specialist if the eGFR is < 30

In addition, if HIVAN is suspected:

Initiate ART urgently with ABC + 3TC + DTG
Give an ACE-inhibitor if proteinuric (>1g per day)

Figure 17: An approach to an AHD patient with renal impairment
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Important points in the management of drug-induced liver injury

* Hepatotoxicity usually occurs within 5 - 7 days after reintroduction.

+ It takes, on average, eight days (5-13) for ALT to drop <1001U/ml.

« If reintroduction fails at any step, omit that drug, wait for adverse effects to subside and continue to the next drug.
* 20-90% of patients can have TB treatment regimen 1 (incl. PZA) successfully reintroduced.

After two weeks of stabilising on the new TB regimen, re-challenge ART and, if ALT is unchanged, re-challenge co-trimoxazole. Avoid EFV
and LPV/r if possible.

The start date of TB treatment should be the start date of the final regimen tolerated by the patient.
Severe DILI, including re-challenge of all drugs, should be managed by an expert (specialist).

Table 35: Alternative TB treatment regimens if certain TB drugs not tolerated

Drug not tolerated Suggested regimen
P7A Rif + INH + EMB for 2 months and the Rif and INH for 7 months
TBM: Rif +INH + EMB + LFX for 12 months
INH Rif + EMB + PZA + LFX for 6-9 months
Same regimen for TBM
Rif Provide regimen for rifampicin resistant TB as per RR-TB Clinical Reference Guide
TBM: Provide regimen for rifampicin resistant TB in CNS as per RR-TB Clinical Reference Guide

Table 36: Dosages for drugs in alternative TB regimens

Drug Weight Dose per day
<45kg 800mg
EMB
>45kg 1200mg
<45kg 750mg
LVX
>45kg 1000mg
LZD >30kg 600mg
CFz 100mg
TRD > 35 kg 750mg

Hepatitis B coinfection

+ HIV coinfection has a profound impact on the course of Hepatitis B virus (HBV) infection, including more rapid progression to cirrhosis and
hepatocellular carcinoma, higher liver-related mortality, and decreased treatment response compared with HIV-negative persons.

+ HBV is transmissible via perinatal, percutaneous or sexual exposure to HBV-infected body fluids, including serum, saliva, semen and vaginal
fluids.

o,
e

- HBVis 100 times more infectious than HIV and 10 times more infectious than HCV.
HBV is preventable through immunisation.

Clinical presentation
Acute HBV infection may present with:

« Fever, urticaria, arthralgia and arthritis

+ Fatigue, myalgia, loss of appetite, nausea and vomiting, abdominal pain (epigastric or right upper quadrant), with or without
hepatosplenomegaly

+ Jaundice
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Fulminant HBV infection occurs in < 1% of acute HBV infections. It has a very high mortality rate and results in acute liver failure
characterised by:

Jaundice
Hepatic encephalopathy
Coagulopathy (INR > 1,5)

Other complications of acute liver failure, e.g., acute portal hypertension, hepatorenal syndrome, raised intracranial pressure, and metabolic
disturbances

Defined as the persistence of HBsAg-positivity for six or more months
The diagnosis is often missed because:

« HBV is frequently a clinically silent disease, often identified incidentally
+ HBV may have vague and non-specific signs, and in the absence of jaundice, HBV is not considered part of the differential
diagnosis
May have signs of chronic liver disease such as spider naevi, palmar erythema or signs of portal hypertension

Refer urgently the patient with jaundice and any of:

¢ Temperature = 38°C ¢ Easy bruising or bleeding

« BP<90/60 * Pregnant

+  Severe abdominal pain + Alcohol dependent or recent alcohol binge (= 4 drinks1/
+  Drowsy or confused session)

¢ Using any medication or illegal drugs

HBV surface antigen (HBsAQ) is the key marker in diagnosing HBV infection.
The following persons should be screened for HBV using an HBSAg

¢ Adults and adolescents newly diagnosed with HIV, TB or STls, including pregnant women

Any patient with an elevated alanine aminotransferase (ALT) or other clinical indications of liver disease

Any patient with an elevated creatinine or other clinical indications of kidney disease

Any patient who develops IRIS or a drug-induced liver injury (DILI) should be tested for hepatitis A, B and C.
Any patient who may need to discontinue TDF or 3TC/FTC for whatever reason.

Sexual partners, children and other family members and close household contacts of those with HBV infection
Members of key populations

All persons who are HBsAg positive have hepatitis B infection.

HBV is a notifiable medical condition (NMC) and should be reported to the NICD via one of the available reporting mechanisms.

The recommended NRTI drugs for ART, namely, TDF with 3TC (or FTC), are active against HBV and therefore, all HIV/HBV coinfected
patients will automatically be treated for HBV when they initiate TLD 1 or TLD 2

Life-threatening flares may occur when antiretrovirals that are also active against HBV (TDF, 3TC and FTC) are withdrawn. Always do a
HBsAg before stopping any of these agents.

Tenofovir alafenamide (TAF) is also active against HBV. If TDF has to be discontinued and eGFR is 30-50 ml/min, the alternative regimen is
TAF + FTC + DTG. If TAF is not available, adjust the dose of TDF as per Table 24.

All HBsAg-positive individuals are infectious, and all patients with HBV infection should receive education on how to prevent HBV
transmission (See Box 19).

When an asymptomatic patient is found to be HBsAg positive on routine screening, it can be assumed that the patient has chronic HBV
infection. Repeating HBsAg after six months is not necessary to confirm chronicity.

All patients with HBV should be tested for HCV.

For further details on managing all types of viral hepatitis, please consult the National Guidelines for the Management of Viral Hepatitis.
NDOH. December 2019.



Box 18:  Education for a patient with HBV

Educate a patient with HBV on the following:

+ HBV infection is treated by the same medications used to treat HIV.

+ Educate that hepatitis B spreads via blood and sexual fluids. Advise patient to:
- Avoid sharing toothbrushes, razors or needles.
- Reliably use condoms, especially with a new partner
- Advise household contact/s and needle-sharing/sexual contact/s to test.

+ Advise the patient to return if jaundice develops.

+ Apatient who tests HBsAg negative does not have hepatitis B infection.

« Ifthey are not known to be immunised , send blood to test for hepatitis B surface antibodies (HBsAbs), which indicates immunity to HBV.
Interpret the results as per Figure 13.

Do HBsAbs
if HBsAg negative and vaccination status unknown

HBsAbs 2 10 HBsAbs < 10
The patient has immunity to HBV. Give 3 doses of hepatitis vaccine 1ImL IM at 0,
_ 1 month and 6 months. Repeat HBSAbs two
No further management is needed months after the last vaccine
HBsAbs 2 10 HBsAbs < 10
The patient has immunity to HBV. Offer re-vaccination: give 3 doses of hepatitis
) vaccine 1mL IM, one month apart. Repeat
No further management is needed HBsAbs two months after last vaccine given
HBsAbs 2 10 HBsAbs < 10

Patient is immune due to previous
hepatitis B vaccination. No further Repeat HBsAb test and discuss/refer.
vaccination needed.

Figure 18: Using the HBsADs test to determine the need for HBV vaccination

Source: Adult Primary Care (APC) 2023
Abbreviations: HBsAbs, hepatitis B surface antibodies; HBsAg, hepatitis B surface antigen; HBV, hepatitis B virus; IM, intramuscular



Hepatitis C virus (HCV)-related liver disease progresses more rapidly in persons coinfected with HIV. Treatment of HCV is, therefore, a
priority for persons with HIV-HCV coinfection. The decision to initiate treatment for HCV in PLHIV is more complex than in those with HCV
mono-infection because response rates are lower, the risk of potential toxicities is higher, and treatment is complicated by a high pill burden,
overlapping toxicities, and interactions between drugs used for treating HCV and HIV.

In general, clinical stabilisation of HIV disease with ART is advisable before starting treatment for HCV, especially in persons with advanced
immunosuppression (CD4 count below 200 cells/pL).

All-oral direct-acting antiviral (DAA) HCV regimens produce similar rates of sustained virological response regardless of HIV status.

Careful consideration of drug-drug interactions is important to avoid toxicity and to ensure the efficacy of regimens used to treat both HIV
and HCV.

Pegylated interferon is no longer used. Sustained virological response and cure rates post-DAA treatment are higher than 90%. For complex
cases that do not respond to DAASs, refer to experts.

The newer all-oral DAAs also have fewer drug-drug interactions than earlier interferon-based regimens

The decision to start ART among persons coinfected with HCV should follow the same principles as in HIV mono-infection.

The potential harmful effects of ARV drugs include their hepatotoxic effects.

The highest rates of hepatotoxicity have been observed with ARV drugs that are no longer commonly used or recommended, including
stavudine, didanosine, and nevirapine.

For most HIV-HCV coinfected persons, including those with cirrhosis, the benefits of ART outweigh concerns regarding drug-induced liver
injury (DILI).

For further details on managing all types of viral hepatitis, please consult the National Guidelines for the Management of Viral Hepatitis.
NDOH. December 2019.

PLHIV have an increased risk of cardiovascular disease (CVD) compared to HIV-negative persons in the same age range.

The mechanisms underlying the association between HIV and CVD are multifactorial and include HIV-related chronic immune activation and
inflammation, immunodeficiency, and higher burdens of traditional CVD risk factors in PLHIV.
Exposure to some classes of ARV drugs (e.g., PIs) can cause lipid abnormalities and may increase the risk of premature CVD. Although
some ARV medications may increase the risk of CVD, the overall beneficial role of ART on HIV morbidity and mortality has been
demonstrated to outweigh potential CVD risks in PLHIV.
All PLHIV should be screened for non-communicable diseases, including hypertension, diabetes, and epilepsy. Do blood pressure (BP) and
urine dipstix for proteinuria and glucose. Identify other risk factors (smoking, increased waist circumference, age) and determine the patient's
cardiovascular (CVS) risk.
Manage NCDs and CVS risk factors, as the PHC EML outlines.
All patients should be encouraged to maintain an ideal weight, i.e., BMI < 25 kg/m2. Overweight patients with BMIs > 25 kg/m2 should apply
the following lifestyle changes to reduce their weight:

« alcohol intake should be reduced to < 2 standard drinks per day for men and < 1 for women on no more than 5 out of 7 days per

week;

+ aprudent eating plan should be followed, i.e. low fat, high fibre, and unrefined carbohydrates, with fresh fruit and vegetables;

* regular moderate aerobic exercise, e.g., 30 minutes of brisk walking 3-5 times per week (150 minutes/week);

+ the patient should be advised to stop smoking.

Mental health conditions and HIV coexist in a complex relationship. Mental health conditions increase the risk of HIV infection. On the other
hand, PLHIV are at high risk of mental, neurological, and substance use disorders.

Common mental conditions such as depression, anxiety, and substance use disorders are often overlooked and unrecognised by healthcare
providers during routine HIV care.

Lack of care, treatment and rehabilitation for mental health disorders can affect general health, adherence to ART, and retention in care.

All clients on ART, including older children, adolescents, and pregnant and breastfeeding women, should be screened for common mental
health conditions at least annually and at any time if a client presents as unstable or a red flag client (missed appointments, poor adherence,
elevated VL, or possible clinical signs of failure).

Management of mental health and HIV should be aligned with the PHC Standard Treatment Guidelines and Essential Medicines List.
Be aware of potential drug-drug interactions between ART and psychotropic medications.

People with comorbid mental health conditions and HIV needing further care, treatment and rehabilitation should be up-referred following the
departmental referral policy.

The mental health screening tool is available in Mental Health Assessment on page 179



+ The epidemiological synergy between HIV and STIs is well established, and they frequently coexist.
+ Most of these infections are asymptomatic, especially among women. However, even asymptomatic STIs can cause complications, be
transmitted to sexual partners, and enhance HIV transmission.
¢+ There is empirical evidence that:
+ Neisseria gonorrhoeae substantially increases the shedding of HIV-1 from the male genital tract in seminal fluid.
* Herpes simplex virus (HSV) is associated with increased acquisition and transmission of HIV.
+ HIV infection may also alter the natural history of STls.
+ HIV infection changes the natural history of HSV infection, resulting in more frequent recurrences in coinfected individuals, many
of which are subclinical.
« Serious clinical manifestations of HSV, human papillomavirus (HPV), syphilis, and other STls are seen among persons with
advanced HIV disease.
+ From a WHO-commissioned systematic review, the prevalence of STl among PLHIV on ART and not on ART was found to be equally high.
This suggests that STI coinfection could undermine efforts to use ART for prevention unless STIs are appropriately treated.
+ Itis necessary to appropriately screen, diagnose, and treat STIs, especially among the most vulnerable populations and PLHIV.
+ STl services should be an important part of comprehensive HIV care among adults and adolescents.

For further information on the syndromic management of STIs, see the most recent Sexually Transmitted Infections Management
Guidelines.

 Cervical cancer is a preventable disease and is curable if diagnosed and treated early.
+ The most effective strategy available to primarily prevent this infection is by vaccination against the most common oncogenic HPV types,
namely types 16 and 18.
« HPV vaccines are indicated for pre-pubertal girls and offer the most hope to stop the epidemic of cervical cancer in South Africa
effectively.
+ Studies have shown sufficient immune response in children LHIV; hence, they, too, can receive the HPV vaccine.
+ Women living with HIV (WLHIV) have a higher risk of pre-cancer and invasive cervical cancer. The risk and persistence of HPV infection
increase with low CD4 count and high HIV viral load.
+ Cervical cancer screening leads to early detection of precancerous and cancerous cervical lesions that will prevent serious morbidity and
mortality.

+ Allwomen LHIV should be screened for cervical cancer at diagnosis and subsequently every three years if the screening test is
negative.
+ Pregnancy does not preclude screening for cervical cancer, and it can be performed up to 20 weeks of gestation.

+ If the cervical screening results suggest a possible abnormality of the cervical cells, then a clear plan for further investigation and treatment
(e.q. colposcopy and LLETZ procedure) should be determined according to the local referral guidelines.

Refer to the most recent National Cervical Cancer Prevention and Control Policy for more details.
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Overview of the Structure of this section

The guideline is divided into four parts:

l Part One: Introduction provides an introduction and background to this guideline.

Part Two: Prevention gives guidance around the universal measures to prevent transmission of infections during pregnancy
and breastfeeding, prevent HIV, prevent unintended pregnancies, as well as safe conception.

Part Three: Charts per Service Delivery Area is structured by service delivery point across the continuum of care. It deals with
the care and treatment of the woman, her partner and children, and preventing vertical transmission to her exposed infant.

START BY SELECTING THE SERVICE POINT AT WHICH SERVICES ARE PROVIDED

Antenatal Care Labour and Primary Health PHC services
Delivery Care (PHC) providing Care to
services providing the HIV-exposed
Postpartum Care to infant

the Mother

For each service delivery point in the facility the following components of care are outlined:
. HIV testing,
. Antiretroviral therapy (ART) as treatment or prophylaxis,
. HIV viral load (HIV VL) monitoring and management,
. Tuberculosis (TB) screening, TB Preventative Therapy (TPT), and opportunistic infection (Ol) prophylaxis,
. Prevention of vertical transmission of syphilis, hepatitis B virus (HBV) and other infections, and
. Other care required, e.g. basic antenatal care (BANC) services, immunization services (EPI), growth monitoring and nutrition.

For care provided by the community health worker (CHW) at home the following components of care are outlined:
7. Care of the non-pregnant woman of childbearing potential (CBP) at home,

8. Home-based care during the antenatal period, and

9. Home-based care after delivery for the mother and infant

Where additional information is needed you will be redirected to the relevant sections in Part Four.

Part Four: Algorithms and Decision Tools provides algorithms and decision tools that may apply to any service point, e.g. how
to manage an elevated HIV VL, how to screen for TB and initiate TPT, important adherence messages, etc.
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Introduction

Background

Infections during pregnancy are a major contributing factor to perinatal morbidity and mortality. In utero infections may directly affect the foetus
and can lead to intrauterine deaths and stillbirths. The foetus may also be affected indirectly as a consequence of maternal infection leading

to premature birth or foetal growth restriction (FGR). Infections that are asymptomatic at birth may present later in life, often within the first five
years. In general, primary infections during pregnancy are substantially more damaging than re-infections or reactivations of infection. Likewise,
infections acquired at an earlier gestational age tend to lead to more serious infections. HIV, syphilis, TB, HBV, malaria, and more recently,
listeriosis, are all infections with significant impact on maternal and child health outcomes in SA. Although all these infections are important, this
guideline will focus mainly on preventing vertical transmission of HIV, syphilis and TB.

Overall Guideline Objective
This guideline aims to outline the four pillars for routine care for women of childbearing age and their families relating to:

« the prevention of new HIV cases, TB cases, syphilis cases, and other infections

« the prevention of unintended pregnancies

« the prevention of vertical transmission of HIV, syphilis, and other infections, and

+ the care and treatment of the women living with, and their children exposed to HIV, syphilis and other infections

The four pillars embed a family-centered approach, acknowledging the role of partners in primary prevention, pregnancy prevention, and
preventing vertical transmission.

.l 4.?_*_-__; PILLAR 2 - 5 PILLAR 4
Primary prevention of Preventing unintended Preventing vertical Providing appropriate
transmittable diseases, pregnancies among women transmission from a woman treatment, care, and support
especially among women of diagnosed with transmittable living with a transmittable to women, their children,
childbearing age infections infection to her infant partners and families

Figure 19: The four pillars of prevention of vertical infections

Overview of Transmittable Infections during Pregnancy

Overview of VTP of HIV

South Africa (SA) is committed to achieving the elimination targets outlined in the Last Mile Plan. Whilst significant progress has been made

in preventing HIV infections in children, HIV remains the third leading cause of maternal mortality?, and a significant contributor to under-five
deaths in SA. Therefore, managing the health of women living with HIV and preventing vertical transmission of HIV remains a critical intervention
for ensuring that women and children survive and thrive in South Africa. PMTCT Option B Plus entailed initiating ART for life in all pregnant

and breastfeeding women regardless of CD4 count or clinical stage and was launched in SA in January 2015. As the programme continues to
evolve, it is necessary to reflect on new evidence, both scientific and operational, to ensure that SA's HIV VTP programme remains relevant,
practical, and evidence based.

Syphilis in Pregnancy

Syphilis remains a significant cause of preventable perinatal death in SA. According to the 2022 National Antenatal HIV Sentinel Survey,

the prevalence of syphilis is estimated at 3.1% at national level. Compared to the prevalence of syphilis in 2015 (2.0%), the current syphilis
prevalence represents a 55% increase in prevalence between 2015 and 2022. Maternal syphilis screening coverage at first antenatal visit
was 97.5% at national level. However, despite good antenatal attendance and early maternal syphilis testing, there has been a resurgence of
congenital syphilis (CS) cases in many provinces in South Africa®. Adverse pregnancy outcomes occur in up to 80% of syphilis seropositive,
untreated pregnant women. South Africa has committed to dual elimination of both HIV and syphilis, and greater emphasis is therefore needed
on the process of screening and effectively treating mothers, their partners, and their infants affected by syphilis.
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Tuberculosis in Pregnancy

Non-pregnancy-related infections remain the leading cause of maternal mortality in South Africa. Within this category, respiratory infection
remains the most common cause of death, and TB the most common underlying disease. Yet, deaths from TB are likely to be unrecognized,
with many deaths due to pulmonary or disseminated TB being attributed to other causes.* Furthermore, maternal TB may result in premature
birth, low birth weight, and congenital or neonatal TB infection or disease.® Preventing, diagnosing and treating women for TB must receive
greater emphasis if maternal and child outcomes are to be improved in SA.

Other Infections

Malaria in Pregnancy

Pregnant women, particularly in the second and third trimesters of pregnancy, are more likely to develop severe malaria and have a higher
malaria-related mortality rate than other adults. Malaria in pregnancy is more frequently associated with complications such as cerebral malaria,
hypoglycaemia, anaemia, and pulmonary oedema/adult respiratory distress syndrome. In addition, maternal malaria increases the risk of
spontaneous abortion, stillbirth, premature delivery, low birth weight (a leading cause of child mortality) and rarely, congenital malaria. Foetal
distress may occur peripartum. The risk of severe malaria extends into the early postpartum period. Pregnant and breastfeeding women living
in malaria-endemic areas should therefore be a focal group for malaria prevention interventions. It is important to follow up pregnant women
treated for malaria, and their infants, more closely to promptly diagnose and adequately manage any complications of malaria in pregnancy.

Hepatitis B in Pregnancy

Worsening of liver disease in HBV-infected pregnant women is uncommon, but case reports have suggested that HBV reactivation, hepatic
exacerbations and fulminant liver failure may occur. Furthermore, maternal HBV infection may result in higher rates of preterm births, lower
APGAR scores, gestational diabetes and antepartum hepatitis. Whilst horizontal transmission during childhood remains the primary mode of
HBV transmission, vertical transmission remains an important mechanism of infection in countries with high HBV prevalence.” In SA, a large
proportion of HBV infected women are also living with HIV and will receive ART during pregnancy. The ART drugs tenofovir and lamivudine treat
both HIV and HBV and reduce the risk of vertical transmission by decreasing the viral load of both HIV and Hepatitis B. Health care workers
need to be aware of the required management of a HBV-infected mother and her infant as outlined in the National Maternity Care Guidelines.

Listeriosis, Zika and Other Infections

Listeriosis is a disease caused by ingesting food contaminated with the bacterium Listeria monocytogenes. Pregnant women, newborn infants
and those with weakened immune systems are particularly at risk and the infection may result in sepsis or meningitis with high mortality. Vertical
transmission may result in stillbirth, premature delivery or severe infection in the newborn.!

Zika virus in transmitted by mosquitos, sexual contact, and contaminated blood products. While the majority of Zika infections are
asymptomatic, infected persons may present with a short-lived febrile illness. There is no evidence that pregnant women are more susceptible
to Zika virus, or that they are more likely to develop complications of the disease. However, maternal Zika infection may result in congenital
brain abnormalities including microcephaly in the infant.®

While zika virus infections may not be an imminent threat in the South African context, the recent outbreak of Listeriosis highlights the
importance of universal measures to prevent infections during pregnancy and the breastfeeding period to prevent any form of infection and their
consequences during this vulnerable time.

Populations to whom this guideline applies

This guideline covers all settings where routine sexual and reproductive health (SRH) services and HIV care and treatment services are offered
to HIV-uninfected and HIV-infected women, their partners and their families. It is to be used in all South African health care facilities, and by
doctors, nurses and allied health workers at primary, secondary and tertiary care levels where clients may require uncomplicated VTP care.
This guideline does not cover clients with complex care issues who may require individualised client care approaches.
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Prevention

Universal Measures to Prevent Infections during Pregnancy S

i o :

The table below summarizes the universal preventative measures that all pregnant woman should observe to prevent sgﬁ;}g@ﬁgggmggﬁﬂ
transmission of infections to her infant during pregnancy or breastfeeding. “EOERMS D

Table 37: Universal measures to prevent infections during pregnancy

The Health care provider should advise the pregnant or breastfeeding client about the following practices that may increase or decrease the risks for
contracting infections

Contact with Adults with * Avoid close or intimate contact with adults with communicable respiratory diseases, acute or recent fever or flu like
Respiratory or Flu-Like Symptoms symptoms. To prevent respiratory infections, avoid:
- Kissing

- Sharing food utensils, drinking from the same container

» Wash hands frequently and, if available, use alcohol gel after shaking hands and before eating
Sexual Contact + Use male latex condoms consistently and correctly.

- Carefully handle the condom to avoid damaging.

- Put the condom on after the penis is erect and before any genital, oral, or anal contact with the partner

- To prevent the condom from slipping off, hold the condom firmly against the base of the penis during
withdrawal, and withdraw while the penis is still erect.

- Do not use the condom more than once

+ Use female condoms correctly

* Avoid receptive oral sex with a partner with oral herpes or intercourse during the third trimester with men who
have genital herpes.

¢ Ensure that all sexual contacts of individuals treated for STIs are linked to care and receive STI treatment.

Blood Contact + Mastitis or nipple fissures in @ woman living with HIV may increase the risk of HIV transmission, especially if
bleeding or discharging. Avoid breastfeeding from the affected breast. Express milk from the affected breast. If
only one breast is affected, the infant can feed from the unaffected side, and feeding more often and for longer
increases milk production. If both breasts are affected, she will not be able to feed from either side. The mother
will need to express her milk from both breasts. Breastfeeding can resume when one or both breast/s have
recovered. The healthcare worker may need to discuss other feeding options for her to use in the meantime.

« Consider the risks if you are thinking about getting a tattoo or body piercing. Infected tools can transmit hepatitis B
or other infections

+ Do not share personal care items that might have blood on them (razors, toothbrushes).

* Avoid using drugs. Do not share needles or other equipment related to drug use.

Contact with Children with « Careful hand washing with soap and running water and, if available at home, use alcohol gel rub after
Respiratory, Flu-Like Symptoms or ) -~ ool .
Skin Rash exposure to a child’s bodily fluids and diaper changes,

- bathing the child or handling dirty laundry,
- touching the child's toys and other objects

+ Avoid close or intimate contact with the child such as

- kissing on the mouth or cheek (kiss them on the head or give them a hug)
- sleeping together,
- sharing towels and washcloths,

+ Avoid contact with baby's saliva while feeding

- sharing or tasting foods with the same utensils (spoons, forks)
- drinking from the same container

Consuming, Handling, and * Avoid eating raw or undercooked lamb, pork, beef or poultry. Cook all meat until it is no longer pink, and the juices
Processing of Food run clear. Reheat any processed meat until steaming

* Do not eat food that has passed its expiry date

* Do not eat unpasteurized dairy products (including all soft cheeses),

* Peel or wash raw fruit and vegetables thoroughly.

+ Wash hands, knives, and cutting boards after handling uncooked foods or fluids from their packages.

+ Wash hands thoroughly after handling raw meat

Protection from Insects + Always use Insecticide-treated bed nets if you live in a malaria endemic area.

Table adapted from ‘Perinatal Infections transmitted by the Mother to her Infant’, March of Dimes Foundation, Latin American Center for
Perinatology / Women and Reproductive Health - Pan American Health Organization / World Health Organizationl

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women O
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3 Contraception and HIV
Prevention of HIV testing services (HTS) should
always be provided together. At every
FP visit, offer HTS. At every HTS

All persons of reproductive age need access to comprehensive information, as

well as non-judgemental, confidential, and (as necessary), youth friendly SRH visit, offer FP.
services.

WHO should be

. All HIV negative women, including HIV negative HIV positive
offered HIV prevention adolecent girls, young women, and sex partners and other persons
services? workers men

WHAT

HIV prevention options BASIC PREVENTION PACKAGE BASIC

TREATMENT AS
should be offered? PIF;EXE'XEEN PREVENTION
HTS services

Couples Counselling and partner testing
Screen and treat STI's
Safe sex education

HTS, couples
Voluntary Medical and (;)%L:tnnseer”tlggting
Post Exposure Prophylaxis (PEP) LG e

Linkage to Care,
Pre-Exposure Prophylaxis (PrEP) as corgvnylljl\rqi%;t?g: i ART and HIV VL
applicable & available # . suppression

Remember, condoms are recommended for all couples regardless of HIV status

- . : : . :
@98/nan At all contact points with the health system, including PHC, SRH services, MNCWH&N
:‘ﬁ services, Chronic and Acute Care services (including hospitals)

Community-based services, including mobile/outreach services
for sex workers and other working persons

) Safe Sex Education:
| do not We're a

have HIV serodifferent Counsel the women to avoid the following
i couple sexual practices that could put her at risk
for contracting HIV and other STI's:

+ The woman or her regular partner
o ndoms having new or multiple sexual
during sex partners
Unreliable use of condoms
+ Alcohol abuse

x 62 Don't have
Get tested - sex with

appointments for HIV often other people

#PrEP is now routinely available for all PBFW including adolescent girls, young women and sex workers. It should be a priority prevention intervention
offered to all PBFW with a negative HIV test result. See PrEP Job Aid for Clinicians on page 121 and the 2021 PrEP guidelines

@ National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women



Job Aid for Clinicians - PrEP Algorithm Pregnant Women

Oral PrEP (Pre-Exposure Prophylaxis)
Initiation Algorithm

How to start
your pregnant
clients on PrEP

START WITH AN

HIV TEST

FOLLOW HTS GUIDELINES

HIV
Negative

HIV
Positive

IMMEDIATE INITIATIO
[ | ANTIRETROVIRAL THERAR
{HIV TREATMENT GUIDE|

POST-TEST
COUNSELLING

COUNSEL FOR HIV PREVENTION

VMMC  Condoms PEP Regular
HIV testing """‘ m

O 20006

Assess for
PROVIDE PEP oliglbility
INFORMATION ON SCREEN
PrEP TO ALL [ possible exposure
] to HIV within 72
hiours, as per PEP
PROVIDE guidelines -
COUNSELLING Adolescents Creatinine
and youth serum
" Assess for SCREEN
IS THE CLIENT ASSESS FOR acute HIV O blood test - less

INTERESTED IN infection [Clover1s than Bspmol/L
] NS
PrEP? ELIGIBILITY s old or

[ physical O weigh more
examination than 30kg

Additional note:
HepB

Screen for HepB: PreEpP
is not contraindicated
for those with HBV.

If the test is positive,
start Prep if eligible
¢ then refer to a doctor
for liver function
monitoring and
further management

Z Months of HepB.

START CLIENT ON oral PrEP SAME DAY

PROVIDE 1 MONTH PrEP SUPPLY AND SCHEDULE NEXT APPOINTMENT

OFFER CONDOMS WITH PrEP TO ALL CLIENTS
Month 0: Initiation

After 1 month: Every

MONTH 1

O HIV Test
[[] STl Screening
[ Counselling
+ Importance of taking oral

PrEP pills as prescribed 3 Month
+ Condom use

+ Contraception prescription
- Importance of attending for oral PrEpP

1 HIV Test
[[] STI Screening
[] Counselling
« Importance of taking oral

PrEP pills as prescribed 3 Month
+ Condom use

« Contraception PYSSCEIpTING
« Importance of attending oral PrEP

_PrEPW®IS
"CHOICE

antenatal visits

+ Encourage clients to
return for their next
appointment

antenatal visits

+ Encourage clients to
return for their next
appointment

#ICHOOSEME

me on PrEP Pregnancy Outcome Reporting Form.

@MyPrEPSouthAfrica

A,
oy Www.myprep.co.za

Health
REPUBLIC OF SOUTH AFRICA
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Counselling Guide for Pregnant & Breastfeeding Women

) Counselling Job Aid for Healthcare Providers

J PrEP for pregnant and
~‘-\ breastfeeding women

STEP 1

J Offer HIV counselling and testing to determine HIV status.

STEP 2:

For women who test HIV negative, conduct a needs
assessment to determine the likelihood
of exposure to HIV, by asking the following:
be sensitive
If they ever . Sex with- and non-
have sex out a condom judgmental

: ; have sex :
while using = with partner/s

alcohol and/or agaqrxit“thelr living with
drugs HIV

If the response is YES to any, even only one of the
above or if the woman requests PrEP, proceed with
providing information about PrEP:

If they ever
have sex
without a
condom

@ PrEP is an ARV pill used to PREVENT HIV infection.

@ PrEP is for HIV-negative people. always try to
@ PrEP is taken daily. use a condom
@ PrEP is safe to take! as well

@ PrEP does not protect you from getting other STls. as Prep

@ PriEP does not prevent you from getting pregnant if you
are breastfeeding.

@ PrEP does not prevent other STls or pregnancy.
@ PrEP can be stopped at any time that you do not need it.

STEP 3:

Counselling on the benefits, and other considerations of PrEP in pregnancy

PrEP is one of several options which should be offered to prevent HIV
in pregnant and/or breastfeeding woman who may be affected by

HIV. Inform the woman about all the HIV prevention options that are -
available: emphasise the

@ Condoms importance of
@ STl screening and treatment f°"°“f l.IP ANC
@ Counselling to promote PrEP continuation and for a healthy lifestyle visits

® HIV counselling and testing for a partner/s and treatment for a
partner living with HIV

@ National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women



The choice to start,
continue or discontinue
PrEP when a woman
becomes pregnant
should be made by
the woman...

...following a
discussion of
the benefits and
considerations of
PrEP in pregnancy
with her health-
care provider.

Key messages and information for PrEP in pregnant and
breastfeeding women:

r

What is the
likelihood of exposure
to HIV during
pregnancy for
mother and baby?

What are the benefits

of taking PrEP during

pregnancy and breast
feeding?

How could
PrEP drugs
affect the child?

health

Biological and
behavioural changes
during pregnancy
increase the
likelihood of women
contracting HIV.

The likelihood of a
pregnant woman
contracting HIV is
2-3 times greater
than in a non-
pregnant woman.

There is a greater
chance of perinatal
transmission among
women who recently
acquired HIV, this is
due to high levels of
the virus in the body
during this time of
acute (new) infection
and not yet being on
ARV treatment.

Very low
concentrations

of PrEP drugs are
secreted in the
breast milk and will
not harm the baby.

PreP use in HIV
negative pregnant
women is known
to be safe for the
mother and child.

There has been
extensive use of TDF/
FTC (PrEP drugs)
over many years by
pregnant women

as part of HIV
treatment, and there
is no indication of
any harmful effects
for the foetus or

baby.

A pregnant or
breastfeeding
woman, who tests
negative for HIV,
and is taking PrepP,
is preventing HIV
for both herself her
unborn or breastfed
baby.

PrEP is easy to take,
it requires only one
pill a day.

PreEP can be taken
without anybody
else knowing, it can
be kept private and
discreet.

PreP can be used
when a woman and
her partner want to
conceive safely, if she
has tested negative
for HIV and her
partner is living

with HIV.

a:grml : www.myprep.co.za G myprep.southafrica n MyPrEPSouthAfrica
REPUBLIC OF SOUTH AFRICA
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P r E PREGNANT & BREASTFEEDING WOMEN
/

///" A L//L/r' ;f?f_fC»z;;C/

PrEP is a safe HIV prevention method

that HIV-negative people can use to

prevent HIV:

® The pills need to be taken daily to help
prevent HIV.

® Oral PrEP has been shown to reduce the
chances of HIV infection by more than 90%.

® You have to take the pills every day, for as
long as you need it.

¥ PreEP is only for people who are HIV-
negative.

‘; h
= \

PrEP during pregnancy:

¥ [f you are pregnant and have sex without
a condom, your chances of getting HIV is
much higher.

® |f you test positive for HIV, you will receive
ARV treatment - this prevents your baby
from getting HIV.

W Using PrEP before, during and after
pregnancy can prevent HIV.

What is the difference between
PrepP, PEP, and ART?

All three use WPrEP is when ARVs are WPEP is when ARVs are | W ART is when ARVs are
antiretrovirals taken before exposure taken after exposure B usedtotreat a person
to HIV, to prevent to HIV, to prevent HIV living with HIV, and is
getting HIV. (within 72 hours and taken lifelong.

taken for 28 days only).

in different
combinations for
different purposes:

: o 3
Version: Factsheet PrEP.PRFP Oct 2025 Yy WWW.myprep.co.za @MyprEpSguthAf"ca
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Pre
(before)

Exposure
(coming into
contact with HIV)

Prophylaxis
(@ medicine to
prevent infection)

Starting PrEP...

Fll'st visit:
Health check, including screening for HIV and STls,
supported by counselling.

Gel your oral PrEP supply for a month.

As oral PrEP builds up in your body, use a condom or
abstain from sex for the first 7 days of taking cral PrEP.
After 7 days, you need to continue taking oral PrEP daily

for as long as you need iL.

Month 1 visit:

Health check, including screening for HIV and STls,

supported by counselling.
Get your 3-month supply of oral PreP pills.

Every 3 months:

Health check, including screening for HIV and STis,

supported by counselling.
Every 3 months, you return for an HIV test and a
3-month supply of oral PrEP.

Oral PrEP works best when taken daily
and used with a condom.

Decide if PrEP is
for you:

PrEP is safe for you and your unborn
baby and child, while you are pregnant
and/or breastfeeding.

PrEP can protect you from HIV.

N

PrEP is easy to take, just one pill a day,
You can take PrEP without anybody else
knowing.

You can take PrEP if you and your partner
wha is living with HIV want to have a baby.
You can continue taking PreP even when
you are breastfeeding.

Find your
nearest
clinic with
this code:

Where can |
get prEp.O‘

erested in using
PreP. For more
informati

PrEP is one of many
options for HIV
prevention. You can
also try:

@ Condoms

@ Other PrEP options which may
be available at your clinic, ask
your provider

@ Counselling

¥ PEP

@ Treatment for STls

¥ Male medical circumcision

@ ART for partners living with HIV

W@ Regular HIV testing for you and
your partner

You can take care
of yourself and your
baby, choose PrEP!

If you test
negative for HIV,
you can
use Prep!

Use a
condom

Encourage your
partner living
A with HIV to take
. ARVs daily

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women




Oral PrEP Counselling Guide

Oral PrEP (Pre-Exposure Prophylaxis)

dixd Counselling Guide

healthcare
providers

Step 1: . Step 3:

Pre-test SRR Post-test

" i HIV test .
information & | counselling

For clients who test negative for HIV:

Step 4: Assess your client’s pF w5 3
need for PrEP |

| be sensitive & \_ \
With sensitivity, explore with your client their : and non- <
possible exposure to HIV, this includes: judgmental / t G

@ If they ever have sex without a condom

@ If they ever have sex while using alcohol
and/or drugs

W If they ever have sex against their will
W Sex without a condom with partner/s living with HIV

i

[

[
al
[

!

Individuals who answer YES to any of these questions
or ask for PrEP should be considered for PrEP.

Step 5: Inform your client that PrEP, a pill
that prevents HIV, is available at this clinic.

Step 6: Find out if your client is interested in
knowing more about PrEP.

Step 7: Provide information about PrEP - if your
| client is interested and wants to know more. \
b always try to
use a condom

as well |’ =

| @ PrEP is an ARV pill used to PREVENT HIV infection.
@ Prer is for people who test negative for HIV.

@ PrEP is taken daily.

. as PrepP :

@ PrEP is safe to take! g # b::tEp :::rkso '.

@ PreP does not prevent other STIs or pregnancy. e b YO

; . ., take it every /
@ PreP can be stopped at any time that you do not need it. S day! -

B >

O '
©y Www.myprep.co.za @MyPrEPSouthAfrica
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Step 8: If your client is interested in PrEP, inform them
that the following will need to be checked by the nurse:

Adolescents No signs of Kidneys are functioning well

® over15yrs cig.or: [l HIV infection @ a blood test will only be done for persons:
@ weigh more @ physical - who have diabetes, or high blood pressure,
than 30kg examination - are over 50 years in age,

@ HIV test - are pregnant.

If all of these tests are OK, the client could start PrEP immediately.
You do not have to wait for the blood results to start PrEP.

Step 9: Starting PrEP

Provide the correct information and education regarding PrEP:

@ For the first seven days you need to use additional protection such as condoms, or
abstain from sex.

@ After this, you will need to take PrEP every day.

@ If used correctly, PrEP prevents HIV by more than 90%.

@ PreP works best if you take the pills correctly and consistently, one pill a day, every day!

@ You can stop taking PrEP if you feel you no longer need it.

@ If you want to stop PreEP, continue to take the pills for 7 days after your last
sexual contact.

- - - -
Clinic Visits:
After 1 month: Every

MONTH 1 3 Months

CITHIV Test
[J STl Screening
[ Counselling [ Counselling
+ Importance of taking oral « Importance of taking oral
Prep pills as prescribed 3 Month PreP pills as prescribed 3 Month
- Condom use prescription « Condom use prescription

- Contraception for oral PrEP + Contraception for oral PrEP
+ E Ii « Encourage clients to return

g to
for their next appointment for their next appointment

Step 10: Provide support for pill-taking

¥ Remember to take PrEP every day.
@ PrEP tablets can be taken any time of day, with food or
without food.

@ If you forget to take a tablet, take it as soon as you
remember - if more than 2 days have passed, contact
your healthcare provider for guidance.

@ To help you remember to take your pill, set an alarm or
link pill taking to something else that you do every day -
like having your morning tea or brushing your teeth
before you go to bed. P P

@ PrEP is safe even if you are taking hormonal - — —
contraceptives, sex hormones or non-prescription drugs.

@ PrEP is safe with alcohol, as long as it does not cause a pl"!p . Is
person to forget to take their daily pill. enole:

@ WWW.myprep.co.za @MyPreéPSouthAfrica #ICHOOSEME
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Prevention of unintended pregnancies and safe conception in

women

Regularly discuss issues of childbearing and contraception
to understand current fertility desires and health care needs

® —uD

A. Currently wanting to conceive

Recommend, discuss, and agree on steps
before conception

Optimise HIV treatment in the partner living
with HIV (serodiscordant couple), or in both
partners living with HIV (sero-concordant
couple).

+ Continue to use condoms

* Document HIV status of both partners

« |dentify and manage co-morbidities, including
syphilis and other STIs

+ Initiate ART and support good adherence

* Maintain an undetectable HIV VL, ideally for
4-6 months before conception

+ Start folate supplementation to reduce the risk
for neural tube defects. Do an Hb if clinically
pale

+ Consider PrEP for the uninfected partner

Once viral load suppression is achieved in the
partner(s) living with HIV, the following additional
options are available should the couple still feel
anxious about the risk of HIV transmission

* timed, limited, peri-ovulatory, sex without a
condom

intravaginal insemination

male circumcision

intra-uterine insemination Not readily
sperm washing } available in the
surrogate sperm donation | public sector

If pregnancy is confirmed, counsel the mother to
book at ANC before 14 weeks and to continue using
condoms consistently during pregnancy and the
breastfeeding period

Classify client

B. Not currently desiring a child,
but may do so in the future

Counsel about options for
contraception including long-acting
reversible contraceptives and short-

acting methods, combined with barrier
methods

Dual method is always recommended:

Contraception should
be an integral part of
ART services!

Ideally, engage the woman living with HIV and her current partner in a couples-based approach, as the health
and cooperation of both partners are important for safe contraception or conception

C. No desire for a child now or in
the future

Counsel about options for
contraception including permanent
methods (male and female voluntary
sterilisation), long-acting reversible
contraceptives (IUCD and implants)
combined with barrier methods.

If permanent methods are not
appropriate, proceed to an alternative
dual method as outlined below

Hormonal method (any short acting method or implants/hormonal
IUDs) or copper IUD to prevent pregnancy

: d-'— A barrier method (male/female condoms) to augment
O the hormonal method, and prevent STIs and HIV

Discuss the different contraceptive options available for use in the women living with
HIV (See PC101, and the National Contraceptive Clinical Guideline, 2019)

Available options include:

+ Implants
Short-acting methods
NET-EN IM)

SIC)

Long-acting reversible methods

» Copper/Hormonal IlUDs

» HCW administered intra-muscular injectable progestins (DMPA-IM/

* NEW Self-injectable sub-cutaneous injectable progestins (DMPA

» Combined oral contraceptive pills

» Emergency contraceptive pill

All hormonal methods including implants (e.g. Implanon NXT®) and the injectables
(e.g. Depo Provera®) are effective when used with Dolutegravir.

*Awoman’s choice of contraceptive method may be influenced by her ART service delivery model to allow for better visit alignment. Certain methods are
easier to integrate when collecting longer ART refills outside of a facility, through fast track collection facility pick-up points or adherence clubs. Implants
and IUDs don'’t require any alignment considerations. Subcutaneous self-injectables and oral pills should be prescribed for the same script and refill length
as ART. Healthcare worker administered intra-muscular injectables require more frequent facility visits and can negate longer refills and easier collection.
See also the Visit Schedule for Integrated Care for the Mother living with HIV and her HIV-exposed Infant on page 162.

@ National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women



3 Charts per Service Delivery Area

All Service Areas

All services areas that provide care for women of childbearing potential should include the following in their package of care:

+ Ask if she is using reliable contraception, and if not, refer for contraceptive services

+ Screen all woman of childbearing potential (CBP) for pregnancy and ask if she is breastfeeding. If she is not on reliable contraception or her
period is late, provide/refer her for a pregnancy test.

+ Encourage all women and girls to test for HIV if they are sexually active. Offer an HIV test to the woman and her partner if they have not tested in
the last year.

 If sheis a known to be living with HIV, ask if she is on ART and ask about her last VL.

National Consolidated Guidelines for the Prevention and Management of HIV in Adults, Adolescents, Children, Infants and Pregnant & Breastfeeding Women @



TESTING
for HIV

TREATMENT
for HIV

PRIMARY

OBJECTIVES
When caring for a pregnant woman, always be sure to:
* Recognise the pregnant client that requires urgent attention as outlined in BANC Plus and |dentify HIV
manage/refer as appropriate infection and
+ |dentify the pregnant client who needs secondary level antenatal care as outlined in BANC Plus achieve viral
and manage/refer as appropriate suppression
+ Provide routine antenatal care to the woman not requiring urgent referral.
) . . , , _ |dentify and
HIV Testing: Provider Initiated Counselling and Testing (PICT) should be provided to all treat g/philis
women with unknown or HIV-negative status: and other
« Offer an HIV test at ANC first/booking visit. infections

« |f she tests negative, HIV testing should be repeated at scheduled antenatal visits, at
approximately 4-weekly intervals, e.g., for BANC+ clients, this could be at 20, 26, 30, 34,
and 38 weeks gestation

* During her labour/delivery admission

+ Syphilis testing should be aligned with the HIV testing schedule (See Syphilis on page 157).

« |f a woman tests positive for HIV, but tests negative for syphilis, repeat syphilis testing should
continue at the intervals described above.

« |f a woman tests positive for syphilis but tests negative for HIV, repeat HIV testing should
continue at recommended intervals

« Offer couple/partner testing to promote prevention, access to HIV care and treatment, and/or manage serodifferent results (when

one partner has HIV and the other partner does not).

« If the woman and/or her partner test HIV-negative, provide HIV prevention information (Go to Prevention of HIV on page

120).

« Women who choose not to be tested should be offered ‘post-refusal’ counselling and offered a re-test at every subsequent visit.
« |f awoman tests HIV-positive at any stage, encourage testing of her other children, and linkage to HIV care and treatment as

necessary.
For the HIV testing algorithm, including the management of discrepant HIV test results, refer to the HTS Guideline.

All pregnant women newly diagnosed with HIV are eligible for lifelong ART regardless of gestation, CD4 count, or clinical stage.
Creatinine and CD4 count should still be done to determine her renal function and the need for prophylaxis for pneumocystis
jerovecii pneumonia (PJP) and cryptococcal meningitis (CM).

TDF, 3TC, and DTG (as the fixed-dose combination TLD) is the preferred regimen for women who are newly initiating, or
re-initiating, ART. ART should be initiated on the same day as HIV diagnosis'®, and after contra-indications to ART have been
excluded (Go to ART Initiation Algorithm on page 141).

Pregnant women who are already on TLD at entry into antenatal care, should continue their current TLD regimen.

Pregnant women who are already on ART at entry into antenatal care but not yet on DTG, should be transitioned to a DTG-
containing regimen as a matter of urgency (see also Switching Existing Clients to DTG-containing Regimens in Women on
page 139)

* Pregnant women on efavirenz-containing ART, or women on AZT, 3TC and DTG (as a second-line regimen), should be
switched to TLD at their first antenatal visit. The result of their 1st VL (to be done at entry into antenatal care as outlined
below) will not influence the decision to switch, and outstanding VL results should therefore not delay her switch to TLD. If
her VL is 2 50 c/mL, manage her as per the VL Non-Suppression Algorithm on page 144).

* Pregnant women on a LPV/r-containing regimen should await the results of their 1st VL to be done at entry into antenatal
care, and be managed as per the Switching Existing Clients to DTG-containing Regimens table on page 14 of the ART
Clinical Guideline.

« |f awoman who is already on ART at entry into antenatal care will now collect her ART from the antenatal service point,
ensure that she is documented as a transfer-out from her former ART clinic, and not classified as lost-to-follow-up.

 Known HIV-positive women, who are not currently on ART, but are ART-experienced (e.g. previous VTP, or previous LTFU on

ART) should re-initiate TLD*.

+ Appropriate ART literacy education should be given to the woman before she leaves the facility. (Go to Key Adherence

Messages on page 142)

+ Allwomen living with HIV should be referred to a CHW to support adherence, breastfeeding and retention in care pre- and

post-delivery.

*Unless previously already on a 3rd line regimen or unsuppressed on a Pl-based regimen for over 2 years before interrupting

treatment. These clients should be discussed with an expert before re-initiating.



VL MONITORING
and Management

(Go to Viral
Load Monitoring
Schedule on page
143)

SCREENING for
TB and other OI's

-

PREVENTION of
transmission of
syphilis, HBV
and other

infections

Remember to put
the VTP code: C#Antenatal in
the EGK code field of the laboratory form
for each VL done to ensure the electronic
gatekeeping rules (EGK) do not lead to
sample rejection

Pregnant adolescents are
at a higher risk for poor
adherence and poor viral
suppression and require

® —uD

Newly diagnosed and

initi irst time: Early referral to .
initiated ART for the first time: com¥nunity-based more intense support.
Do 1st VL at 3 months on ART. services improves G
) o to Care of the Pregnant
o If VL <50 c/mL, repeat VL at delivery. adherence t0 ART, Adolescent Livin wigtlh
N exclusive breastfeeding Y
Known HIV-positive women already on ART: and retention in care HIV on page 146

¢ VL at first/booking visit in ANC,

o If VL <50 c/mL, repeat VL at delivery. Remember to insert the

laboratory barcode sticker
and record all VL, TB,
and syphilis results in the

Known HIV-positive women, who are not currently on ART, but are ART exposed
(e.g. previous VTP, or ART LTFU) and who are initiating a DTG-containing regimen:

® —uD

¢ Do 1st VL at 3 months on ART. Maternity Case Record/
o |f VL <50 c/mL, repeat VL at delivery. ANC Card, and the ART
) . . . Clinical Stationery (if
If the VL is 250 c¢/mL in any of the above scenarios, go to VL Non-Suppression available in that facility)
Algorithm on page 144.

Screen for TB at every visit regardless of HIV status and consider TPT if CD4 < 200 cells/mm?. Ensure any woman diagnosed
with TB is adherent to TB treatment and that she is aware that her newborn may require TB prophylaxis (Go to TB screening
for pregnant and breastfeeding women on page 152).

Initiate Cotrimoxazole Prophylaxis (CPT) if CD4 count < 200 cells/uL, or WHO clinical stage 3, or 4.

If CD4 <200 cells/uL the laboratory will automatically perform a Cryptococcal Antigen test (CrAg). CrAg-positive clients who are
pregnant should be offered an LP (regardless of symptoms) and discussed with an expert before a decision is made regarding
management.

Syphilis: All pregnant women need to be screened and tested for syphilis

* At her 1st/booking visit in antenatal care.
+ If she tests negative, syphilis testing should be repeated:

¢ At scheduled antenatal visits, at approximately 4-weekly intervals, e.g., for BANC+ clients, this could be at 20, 26, 30,
34, and 38 weeks gestation

* During her labour/delivery admission

+ At the time of diagnosis of an intrauterine death

o At any time, if the mother has clinical symptoms or signs suggestive of syphilis

The frequency of syphilis testing should be aligned with the HIV testing schedule.

« If awoman tests positive for HIV, but tests negative for syphilis, repeat syphilis testing should continue at the intervals
described ahove.

« |f awoman tests positive for syphilis but tests negative for HIV, repeat HIV testing should continue at recommended
intervals

Rapid syphilis tests are available as a single rapid diagnostic test (RDT) that tests only for syphilis, and a dual RDT which
tests for both syphilis and HIV using the same drop of blood. Dual syphilis-HIV rapid tests should only be used in clients:

» Whose HIV status is negative or unknown AND
+ Who have not had a previous syphilis infection

For more detail on the types of syphilis tests available, their interpretation and the clinical management of syphilis, go to
Syphilis on page 157

HBV: All women living with HIV will automatically be treated for HBV when they start routine ART containing TDF and
3TC /FTC. Any woman who is HIV/HBV coinfected and cannot use TDF due to renal dysfunction should be discussed with

an expert. If an HIV-negative pregnant woman is known to have HBV infection, she should be referred to a high-risk clinic for
further tests to determine eligibility for treatment. Mothers who are Hepatitis B infected should deliver at a facility where both
hepatitis vaccine and anti-Hep B Immunoglobulin can be given to the baby on the day of birth.

Malaria: Although vertical transmission is rare, malaria in pregnancy poses serious

risks for both the mother and the baby. Malaria presents as a febrile illness and is often TB and other non-
unrecognized or misdiagnosed with severe consequences. pregnancy relat.ed
The most important aspect of making a diagnosis of malaria is having a high index of ° InfE_CtIOHS remain
suspicion. If a woman presents with a fever during pregnancy, always ask about her travel an important cause
history. Refer any woman with signs of severe illness or danger signs as outlined in PC101. of maternal and
Comprehensive information on Malaria in Pregnancy is available in the Guideline for neonatal mortality

Maternity Care in South Africa, and the National Guideline for the Treatment of Malaria SA.



TESTING
for HIV

Antiretrovirals

VL MONITORING
and Management

SCREENING for TB
and other OI's

PICT should be provided to all women presenting in labour ward who are not known to
be HIV-positive (including born-before-arrivals [BBAS]):

Offer couples counselling and partner testing. For the management of the
serodifferent couple, go to the HIV Prevention section on page 120.

Women who choose not to be tested should be offered ‘post-refusal’ counselling
and offered a re-test at every subsequent visit.

If a woman tests positive at any stage, encourage testing of her other children, and
linkage to HIV care and treatment as necessary.

If a woman has indeterminate or discrepant HIV test results, treat the baby

as a high-risk HIV-exposed infant until mother’s HIV status can be confirmed.
Communicate clearly to the mother and document the results and plan of action in
the maternal record and RTHB.

If she tests HIV-negative, offer PrEP at discharge.

Pregnant women already on ART should continue their current ART regimen at usual
dosing times during labour.

Newly diagnosed, or known HIV positive women not on ART:

.

.

Give a stat single fixed dose combination tablet of TDF, 3TC and DTG (TLD) and a
stat single dose of NVP.

Lifelong ART should be initiated the following day after contra-indications to ART
have been excluded (Go to the ART Initiation Algorithm on page 141). TLD is
the preferred regimen. A contraceptive method is recommended. Provide her with
a choice of contraceptive options as desired.

Appropriate ART literacy education should be given to the women before she
leaves the facility. (Go to Key Adherence Messages on page 142).

Mothers must understand and anticipate the adherence challenges that may be
experienced in the postpartum period.

All women must have a VL test done at the time of delivery.

Remember to insert the laboratory barcode sticker into the postnatal discharge
form and the RTHB.

The results of the delivery VL will determine the infant's risk-profile. Until the results
are known, all infants will receive dual prophylaxis with NVP and AZT.

The results of the delivery VL must be checked within 3 to 6 days, and the
management of the mother-infant pair adjusted accordingly.

If the mother’s delivery HIV VL < 50 ¢/mL

+ Affirm and encourage good adherence
* Repeat maternal VL 6 monthly during breastfeeding
* The infant should be re-classified as low-risk

If the mother’s delivery HIV VL = 50 ¢/mL
+ The mother should be managed as per Management of a High Maternal
Viral Load after Delivery on page 147.
+ The infant should be re-classified as higher-risk and managed as per
Prophylaxis for the HIV-Exposed Infant at Birth on page 148.

+ Screen all women for TB at entry to the labour ward, and initiate TPT for women

living with HIV before discharge, if eligible (Go to TB screening for pregnant and
breastfeeding women on page 152).

Initiate Cotrimoxazole Prophylaxis before discharge if CD4 count < 200 cells/uL,
or WHO clinical stage 3, or 4.

PRIMARY OBJECTIVES

Safe delivery for
mother and infant

Prevent vertical
transmission
during labour

An elevated viral load
at delivery increases
the risk for poor
maternal outcomes
and vertical
transmission during
labour and through
breastfeeding.

© —uD

Remember to put the
correct VTP code in the
EGK code field of the
laboratory form for each
HIV VL done to ensure
the electronic gatekeeping
rules (EGK) do not lead to
sample rejection.

Use the code C#Delivery
for all VLs done at the
time of delivery.



Other Care for the
Mother living with
HIV at delivery

Care of the
HIV-exposed
Infant at Delivery

PREVENTION of
transmission of
syphilis, HBV and
other infections

For all pregnant women, including those living with HIV, provide routine, safe and respectful care during labour and
delivery according to the Maternity Care Guidelines of SA. This includes:

« avoiding unnecessary episiotomies

avoiding unnecessary assisted deliveries

avoiding unnecessary rupture of membranes

avoiding excessive suctioning of the infant

If a C/section is required, provide prophylactic antibiotics, unless sepsis in the mother requires the use of therapeutic
antibiotics (this is applicable to all women requiring CS, regardless of HIV status).

Within 1 hour of delivery

+ Encourage skin-to-skin contact with baby and initiate exclusive breastfeeding. Hospitals and labour wards can support
mothers to breastfeed by following the WHO The Ten Steps to Successful Breastfeeding on page 154. In addition,
counsel mother on Breastfeeding Plus on page 155.

At discharge

+ Ensure contraception has been administered after appropriate counselling (go to Contraception and Safe Conception
on page 130).

* Provide the mother with two-months’ supply of ART and six-weeks supply of infant prophylaxis.

+ Communicate follow-up appointment dates for the six-day post-natal visit at a named facility. Provide necessary referral
letters. Provide an ART transfer-out letter, if she will receive her ART at a different facility. However, it is recommended
that the mother-baby pair continue to receive integrated care within the maternal and child health stream until the baby
is two years old or no longer breastfeeding.

* All HIV-exposed Infants should receive a birth HIV-PCR to identify HIV transmission that occurred in-utero.
+ All HIV-exposed Infants should be initiated on dual post-exposure prophylaxis with NVP and AZT until the result of
the delivery-VL can be reviewed.

« |If the mother-baby pair have already been discharged, this may be at the 3-6 day postnatal visit at the clinic.
Clinicians working in postnatal clinics should therefore review the results of delivery VL.
« |f the baby is still admitted to hospital, ward staff should ensure that the results are reviewed.

¢ Once the result of the delivery VL is known, prophylaxis should be adjusted accordingly.
« If the mother’s delivery HIV VL < 50 c/mL regardless of feeding choice:

* Re-classify the infant as low-risk
 Stop AZT
+ Continue NVP daily for six weeks

+ If the delivery HIV VL = 50 c/mL in a breastfeeding mother

* Re-classify as higher-risk

+ Continue AZT twice daily for six weeks

« Continue NVP daily for a minimum of 12 weeks. NVP should only be stopped when the breastfeeding mother has a
HIV VL of less than 50 c/mL, or until four weeks after she has stopped breastfeeding.

* The mother should be managed as per the VL Non-Suppression Algorithm on page 144

All higher-risk infants who are exclusively formula fed should receive AZT for 6 weeks and NVP for 6 weeks. (Go to
Prophylaxis for the HIV-Exposed Infant at Birth on page 148)

Provide oral polio vaccine, BCG and other routine neonatal care as per the Maternity Care and Neonatal Care Guidelines.

Do not give BCG if baby is TB-exposed, and will be receiving TB prophylaxis (Go to Management of the Newborn
exposed to TB on page 153).

Syphilis: Examine the newborn of the mother who has confirmed or suspected syphilis (see Congenital Syphilis on page
161). All symptomatic newborns will require admission for 10 days of treatment. If unable to admit at the current level of
care, refer all babies with suspected congenital syphilis infection to the appropriate level of care for inpatient admission &
work-up. The following babies should be treated:

1. Any symptomatic baby born to a mother with syphilis, regardless of the mother’s treatment status. Admit/refer for
admission and 10 days of treatment (see “Congenital Syphilis” on page 41).
2. Asymptomatic babies born to mothers with inadequately treated or untreated syphilis:
a. mother did not complete three doses in full, or
b. mother received three doses but there was a delay of > 14 days between weekly IM doses, or
c. the last dose was less than 30 days before delivery, or
d. the dose that the mother received was incorrect, or
e. mother did not receive any treatment for syphilis, or
f. mother was treated for syphilis with an antibiotic that was not penicillin
-> Treat with single dose Benzathine Penicillin G 50 000 units/kg IM

HBV: All babies born to mothers who are Hepatitis B infected should be delivered at a facility where both hepatitis vaccine
and anti-HepB immunoglobulin can be given to the baby on the day of birth. The baby can then continue with the normal
hepatitis B vaccination schedule in accordance with the EPI schedule (Go to Management of the Infant Exposed to
Hepatitis B on page 166).



PRIMARY

) OBJECTIVES
Prevent
vertical

TESTING Retest every HIV-negative mother at the 10- EL?gzmASSIOn
for HIV week visit (~ three months postpartum), the B g feedi
six-month visit, and every three months whilst reastfeeding
L Retest the HIV-negative mother breastfeeding vl ot
if she was not retested in labour f MBI Aol
: Remember to offer partner testing. If no longer in Care
breastfeeding, ensure that the mother receives an
HIV test at least every year. Offer/continue PrEP AR aine
as needed L
Maintain Viral
Antiretrovirals Suppression

VL
MONITORING
and
Management

SCREENING,
PREVENTION,
and other
routine
services

Mother to continue ART during the postpartum period and for life.

If she is newly diagnosed during the breastfeeding period, initiate ART after contra-indications to ART have been
excluded (Go to ART Initiation Algorithm on page 141). Provide appropriate fast-track initiation counselling (FTIC) as per

DMOC SOP 1. Initiate TDF, 3TC, and DTG (TLD) as the preferred regimen.

This is a high-risk period for poor adherence. Ensure that the mother understands the importance of continued viral
suppression for her own health and that of her baby. She must also understand and anticipate the adherence challenges
that may be experienced in the postpartum period. Link the mother to MomConnect, a CHW, a mentor mother, or a support
group/club if available. Whether continued ART care is provided at MNCWH services (preferred) or at PHC/Wellness
services, ensure that mother is retained in care, adherent to ART, and maintains a suppressed viral load.

Check ART adherence Check ART
Follow-up on result of delivery- GRS
VL. (If not yet available, Repeat VL if
follow-up again in 1 week. IfVL  delivery-VL was
not done at delivery, do VL at =50 c/mL.
this visit) Check mother’s
ART supply
If VL = 50 c/mL: and confirm
where she will
* Manage mother as per be receiving her
VL Non-Suppression ongoing ART
Algorithm on page 144. care

Re-classify her infant as
higher-risk and manage as
per Prophylaxis for the HIV-
Exposed Infant at Birth on
page 148)

If the mother and baby are
not receiving integrated care
at the same service point,
ensure that the delivery VL
result is communicated to the
clinician caring for her baby

Routine postpartum care as per the Maternity
Care Guideline

TB screening, TPT, and CPT according to
guidelines

Mental Health: Screen for postpartum depression
Contraception and STI screening

Infant feeding counselling and support according
to the Infant and Young Child Feeding Policy
Counselling on safe use of water, sanitation and
hygiene (WASH)

A Pap smear can be done from six weeks
onwards if she is due for a routine papsmear, or if
indicated by an earlier abnormal smear

Check ART
adherence

Check, record
and acton
any earlier VL
tests

Check
mother’s ART
supply and
confirm where
she will be
receiving her
ongoing ART
care

Viral Load suppression is critical
for the health of the mother,

her baby, her subsequent
pregnancies, and her partner!

Check ART adherence at every visit. Check,
record and act on results of any earlier VL tests

Do a VL for all HIV-positive mothers on ART at
six months (use EGK code C#Postnatal)

Continue VL monitoring every six months (at
12,18, and 24 months) whilst breastfeeding.

Ensure that the results of any VL test done is
checked within 1 week.

If VL = 50c/mL:

* Recall the mother-infant pair to the facility

+ Manage mother as per VL Non-
Suppression Algorithm on page 144

* Restart/extend infant prophylaxis if mother is
still breastfeeding. Go to Management of a
High Maternal Viral Load after Delivery on
page 147.

Remember to put the correct VTP code in the EGK
code field of the laboratory form for each HIV VL done

e toensure the electronic gatekeeping rules (EGK) do not
lead to sample rejection.

Use the code C#Postnatal for all VLs done at 6 months
after delivery and any other VL done on a breastfeeding

mother.

TB screening, TPT, and CTMX according to guidelines
Mental Health: Screen for postpartum depression
Contraception and STI screening

Infant feeding counselling and support according to the Infant

and Young Child Feeding Policy
+ Counselling on safe use of water, sanitation and hygiene

(WASH)

+ Papsmear (if indicated)



. Follow-up results of Ensure that hirth Do HIV-PCR Known HIV-exposed Universal HIV Do an age-appropriate
HIV Testing  birth HIV-PCR and HIV-PCR and for all HIV- infants: testing at 18 HIV test 6 weeks
and Early manage accordingly. mother’s VL results exposed infants months (HIV post-cessation of
Infant Any HIV positive were checked, who previously ~ * DO HIV-PCR test rapid test for all breastfeeding, even if
Diagnosis neonate should recorded and acted ~ tested HIV-PCR at 6 months in all infants regardless  breastfeeding continues
be discussed! upon correctly. negative. HIV-exposed infants, ¢ v exposure, beyond 18 months of
referred to a clinician exceptin those who  eycent in those age.
experienced in previously tested who previously L
managing an HIV- positive and are on tested HIV Test a symptomatic child
positive neonate. ART ART. positive and are al amg?e 33%%:?;”9 e
should be initiated The HIV-exposed but uninfected on ART) ¢ '
even if the infants ' (HEU) child is at higher risk for Infants not known to be HIV-exposed:
weighs less than 2,5 poor outcomes and requires careful . .
kg. follow-up. Go to Care of the HIV- o At six month_s of age, establish the HIV
exposed but Uninfected Infant on status of all infants not already known to
page 156 be HIV-exposed
« Offer an HIV test to the mother. If she tests
' Use the NHLS Results for Action (RfA) Reports to follow :}“V JELRIRE) 0 |nfant.test s required
o « |f the mother is not available, or refuses an
up on Igboratory regults (See page 167). Any child with HIV test, get consent and do an HIV rapid
® anpositive, indeterminate, or not-resulted PCR should be test on the infant
traced to come back to the clinic urgently. A clinical auditcan 4 |l positive infant rapid tests need to be
provide insight into reasons for the failed VTP. confirmed with an HIV-PCR.
Confirmatory . . . . . AGE OF SCREIIEY\IING CONFI::\)I/ATORY
test for HIV Any child under two years with a positive HIV-PCR or a positive HIV rapid test should have CHILD TEST TEST
their HIV status confirmed with an HIV-PCR test on a new sample. At the clinician’s discretion,
the HIV-PCR may be replaced by a viral load test which has the advantage of both confirming {-gsnfgm‘g PCR PCR
the HIV diagnosis and providing a baseline VL for monitoring the child’s response to ART. Any
child who tests HIV positive should initiate ART according to the Paediatric ART guideline 18 months _
as a matter of urgency. Do not wait for the confirmatory result before initiating ART but ensure t0 2 years Rapid PCR
that this result is checked. For the Management of Indeterminate HIV PCR results, go to
Management of Indeterminate PCR results and the Abandoned Infant on page 151. More than 2 : :
years Rapid Rapid
Infant Check adherence/ Low-risk infant: Higher-risk At every visit, check results of mother’s most recent VL.
Prophylaxis tolerance to NVP (and ~ Stop NVP if mother’s infants: An elevated VL may require higher-risk infant prophylaxis (6 weeks AZT
AZT, if applicable). Ask VL at delivery was ' twice daily and 12 weeks NVP daily) to be restarted or existing NVP
the mother to explain <50 ¢/mL. Coniiile N.VP prophylaxis to be extended. Go to Management of a High Maternal Viral
how she administers prophylaxis. Load after Delivery on page 147.
the infant's medication. Review VL result
Shedalial Higher-risk infants: if repeated at 6

weeks and stop/
extend NVP as
necessary.

mother’s + stop AZT,

+ continue NVP
for a minimum of
12 weeks until
maternal viral load
suppression is
obtained, or until
four weeks after all
breastfeeding has
stopped.

delivery-VL.

If necessary re-classify
infant as higher /
low-risk and adjust
prophylaxis accordingly.

See Prophylaxis for
the HIV-Exposed
Infant at Birth on page

' Remember to adjust NVP dosages according to weight
[ J

Stop NVP after 12 weeks only if mother's VL is < 50 ¢/mL. If the maternal VL is not suppressed
by 12 weeks, continued NVP until mother’s VL is <50 c/mL, or until four weeks after all

breastfeeding has stopped.

If a child tests HIV positive at any stage, stop NVP prophylaxis, initiate ART, do a confirmatory
HIV PCR, and initiate cotrimoxazole prophylaxis according to guidelines.

148)

If mother diagnosed with HIV after delivery
or during the breastfeeding period go to
Management of a High Maternal Viral Load
after Delivery on page 147

Other Routine growth monitoring, immunisations,
Routine nutritional support. Provide advice to support
Care breastfeeding. Go to Breastfeeding Plus on

page 155

® —uD

For any child who tests HIV-positive ensure that:

Confirmatory testing has been done and the child is tracked and linked to care,

The mother and other significant caregivers are counselled appropriately,

CHWs are involved,

The child is registered on Tier.net & retained in care.

a nutritional assessment is done, and the breastfeeding mother is advised to continue
breastfeeding her HIV positive baby

Routine growth monitoring, immunisations, vit A, deworming and nutritional support. Provide

advice to support breastfeeding. Go to Breastfeeding Plus on page 155



Early referral to community-
based services improves
adherence to ART, exclusive
breastfeeding and retention
in care

Care of the non-pregnant woman of childbearing potential (CBP) at home

- — e

+ Ask if she is using reliable contraception, and if not, refer to the clinic.
Discuss the advantages of planned parenthood.
+ Screen all woman of childbearing potential (CBP) for pregnancy.
If she is not on reliable contraception or her period is late, provide/refer her for a pregnancy test.
Encourage all girls, boys, women, and men to test for HIV if they are sexually active.
Offer an HIV test to the woman and her partner if they have not tested in the last year.
Discuss healthy nutrition with the family.

- B

Q Encourage pregnant women to attend at the Identify the pregnant woman living with HIV
antenatal clinic + Check that she has been offered an HIV test during
f * |dentify pregnant woman early. this pregnancy.
(\. + Encourage booking at the antenatal clinic before 14  Encourage partner testing.
weeks. + Encourage testing of any other children living in the
+ Encourage attendance of all 8 antenatal household if she tests positive for HIV.
appointments.
* Track and trace any woman who missed their clinic
appointments.
Counsel all pregnant women on good nutrition m Prevent vertical transmission of HIV, syphilis
’ and following a healthy lifestyle ; — and TB
« Discuss infant feeding. ! SR + Provide education on STI's, HIV, ART and the

g’ *

.

importance of viral load suppression.
+ Encourage adherence to ART and all other
& = treatment provided by the clinic.

Follow a healthy diet.
Avoid tobacco, alcohol, drugs and
traditional remedies.

e oy

o "?; L« Wash your hands after using the toilet, <o « Counsel on the importance of exclusive
2 ».{ i K;, before and after preparing food, or after breastfeeding.
M £ changing a baby's diaper/nappy. + Screen all woman for TB and STI's. ;
a '—“ —="11l « Practice safe sex and continue to use condoms.
|-—1 I s = -

Promote safety during pregnancy and delivery Postnatal care for mother and baby
« Educate her and her fam||y on danger Signs in pregnancy. + Check mother for bleeding, infections, mastitis (see Universal

¢ Educate her on the signs of labour.
+ Encourage the mother to deliver in a clinic or hospital.
+ Encourage her to plan her mode of transport to the delivery site.

Measures to Prevent Infections during Pregnancy on page 119),
and depression. Screen the mother for TB.

+ Refer mother or baby at any stage if ill, including the jaundiced (yellow-
skinned) baby.

+ Educate mother on universal infection control practices if either mom or
baby are ill (Go to Universal Measures to Prevent Infections during
Pregnancy on page 119).

+ Provide support for exclusive breastfeeding and advise on latching and
positioning of baby whilst feeding.

+ Educate on hygienic cord care and keeping the baby warm (thermal
care).

+ Continue to support good adherence to ART, cotrimoxazole (if
indicated), and other treatment.

» Make sure that the mother is giving infant NVP (and AZT) correctly
(NVP once daily and AZT twice daily).

+ Make sure mother and baby attend all postnatal check-ups and
immunisation appointments.

+ Check that baby is growing well. Refer for an assessment by a clinician
if there are any growth concerns.

+ Educate mother on contents of RTHB, including infant nutrition and
danger signs in infants and children.

+ Educate mother on child spacing and available contraception methods
at the clinic.




Evolving evidence has found

v Superior Efficacy there to be no significant ]
difference in neural tube conpom CONTRACEPTION
v Side-effects are mild and uncommon defect (NTD) prevalence

Concerns regarding neural tube defects (NTDs)
on DTG in previous years created an important
focus on the integration of contraception into

between DTG- and EFV-

v~ High genetic barrier to resistance exposure at conception?’

v Cost effective TLD is now the preferred first- ART services.
line regimen in all WOCP, . . :
: . Contraception services should continue to be
v Small tablet regardle;s 91l itzalione offered w[i)th ART and child health services in
. N . 0 ETEE, D pregnancy an integrated and patient-centred manner. This
v No interaction with hormonal contraceptives status, or whether she is is especially urgent if the women's VL is not
using contraception or not. suppressed
v/ Can be used with TB treatment if boosted ‘
All Adult and Adolescent Females and Males = 30 kg and = 10 years of Age e ?

TDF + 3TC + DTG (TLD)

Women who have already initiated ART on non-DTG containing regimens should be transitioned to a DTG-containing regimen as a matter of
urgency. The table below provides guidance on non-VL dependent switching of existing clients to DTG-containing regimens.

NON VL-DEPENDENT REGIMEN SWITCHES
Regimens where the VL result will not influence nor delay the decision to switch to

VL-dependent switches
to DTG
Women who have been on

a DTG-containing regimen

Current Regimen Criteria for switch Regimen if change indicated :
Pl-based regimens for more
TEE than two years also require a
Switch all to a DTG-containing transition to a DTG-containing
ABC/3TC/EFV  regimen, regardless of VL result LD regimen. However, transitions
: . in these women are VL-
AZTI3TCIEFV Do VL at booking/1st ANC visit as prowd>e(110n)c/>r£e:r?clj w;grﬂcﬂ%%igd age dependent: their VL result

in the last 12 months will
influence the decision of how
and when to switch to a DTG-

AZT/3TC/DTG for all pregnant women on ART.
If VL at booking visit is

ot suppressed, continue to If client does not qualify for TDF

On any LPVIr switch same day, but do ABCDE FELETERTG containing regimen. For further
assessment and provide . . guidance, please refer to
or ATVIr . If client does not qualify for TDF 7 o i
regimen for EMEEEd SEEs Emssing and has ABC hypersensitivity Switching existing clients to

less than 2 years (EAC)iifneeded. AZT/3TCIDTG optimised DTG-containing
duration regimens on page 36



INTERACTING EFFECT OF
DRUG CO-ADMINISTRATION RECOMMENDATION

Rifampicin Dolutegravir Increase DTG dose to 50 mg 12-hourly.
If on TLD FDC, add DTG 50 mg 12 hours after
TLD dose
Polyvalent cations Dolutegravir Calcium supplements decrease DTG

concentrations if taken together on an empty

2+ 2+ 2+
G e, L stomach. To prevent this, DTG and calcium

AR, Zn?) T
supplements can be taken at the same time if
e.g. antacids, taken with food.
rﬁﬂmltf:rﬁn Iron _supp_lements decrease DTG
I rm, concentrations if taken together on an empty
supplements stomach. To prevent this, DTG and iron

supplements can be taken at the same time

if taken with food. However, calcium and iron

supplements must be taken at least 4 hours
apart.

Magnesium/aluminium containing antacids
decrease DTG concentrations regardless of
food intake and should be taken a minimum of
2 hours after or 6 hours before DTG.

Medications for
diabetes and
epilepsy also have
important drug
interactions.

Pregnant women
with co-morbidities,
e.g., diabetes or
epilepsy are a high
risk group who
should be discussed
with an expert /
referred.

)

See also

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

checker as a useful

resource to check
for drug interactions

* Many over the counter (OTC) medications contain polyvalent cations. Clinicians should regularly ask or the SAHIV/TB
clients about OTC medication use and advise about possible interactions. Hotline smart phone
application

- L — -

) 1 ng* without — _ Q Decreased

DTG Fe?* food = DTG levels
i 4

- Ca* No effect on

+ or +
DTG Fez* DTG levels

with food

!

However, Calcium (Ca?*) and Iron (Fe?*) must be taken 4 hours apart

T—Il\ Decreased
A . Antacid regardless e DTG levels
2+ —
DTG + Mﬂ offood = ¥ Take antacid 2 hours
Al> intake - after or 6 hours
@O -0 : before DTG






