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Foreword

The World Health Organization (WHO) has developed and updated guidelines for scaling up antiretroviral
therapy in resourcdimited settings. The treatment guidelines for a public health approach act as guidance for
countries to facilitate the proper managesnt and scale up of Antiretroviral Therapy (ART). This public health
approach is geared towards universal access, standardization, and simplification of Antiretroviral (ARV) drug
regimens to support the implementation of evidenbased treatment programnin resourcdimited settings.

The goal is to avoid the use of substandard treatment protocols and to reduce the potential for the emergence
of drugresistant virus strains. The detailed national ART guidelines provide recommendations for managing
toxicity or treatment failure and recommends formulations for weight and age that can help to standardize
prescribing and dispensing practices and facilitate forecasting for ARV drugs.

The Gambia has made significant progress in the fight against HIV and AIDS. At the end of 2024, an estimate
26000 people were living with HIV and 17000 of them were receiving antiretroviral therapy (ART). In 2016, the
National AIDS/STI Control ProgrammWACP) adopted the new World Health Organization (WHO)
recommendations to treat all people living with HIV with ART, regardless of immune status or clinical stage. The
adoption of this recommendation sits alongside the ambitiou98®5 targets to ensurehtat 95% of people

living with HIV (PLHIV) know their status, 95% of people who know their status are on ART, and 95% of those @
treatment are virologically suppressed.
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approximately 25247 million people by 2026 and of increasing ART coverage from the current 44% to 95% b
treating 23984 people with ART.

To achieve these targets, current programmatic approaches will have to be adapted. The Guidelines for
' YOANBONRDANI f ¢KSNI LR Ay DFYOAF O0HnupO RSaONAROGS
regimen that should be used and how clients ART should be monitored.

It is my wish to encourage healthcare workers and patients to work together to achieve #®bgoals and

to further learn from adapting our HIV services in the Gambia to provide quality, -chemted care that
enhances the lives of those living whhV while continuing to impact on the control of the epidemic.

This updated national HIV Care guidelines include newly recommended HIV testing and linkage strategies, AR
drug regimens, formulations and diagnostics that are appropriate to the local setting. This version provides an
update to the previous consolidateguidelines. The national guideline review process included extensive
consultations with various stakeholders through workshops and technical working group meetings. The purpose
of reviewing the existing guideline is to ensure that the country is up to eate current trends and
recommendations in HIV care.

This document remains the basis for planning and organisation of HIV service delivery at all levels of
implementation in both government, negovernmental and private health institutions in the Gambia. To ensure

a rational use of medicines, patients musteive medications appropriate for their clinical needs, in doses that
meet their own individual requirements for an adequate period and at the lowest cost to the patient and the
community. ART is a complex undertaking that involves a large variety antitgwd highly active drugs. Itis a
lifelong treatment that is regularly reviewed with the addition of new molecules. It is therefore very important
for all HIV commodities procured in Gambia to be governed by these guidelines since inappropriate use may
have unwanted consequences at both the individual and population levels. To promote an effective utilization
of this guideline only trained and authorized persons in certified health care facilities are allowed to prescribe
ARVs, and all HIV commaoditias @ot to be sold to the public unless authorized by the Ministry of Health.

Dr. Momodou T. Nyassi
Director of Health Services
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Giving Your Child Paediatric Dolutegravir

10 mg Dispersible, Scored Tablets (pDTG)

These are instructions on how to give your child pDTG alongside abacavir and lamivudine
(ABC/3TC) 120/60 mg dispersible tablets. If your child is not taking ABC/3TC, there may be
changes to these recommendations. Always follow the guidance of your healthcare provider.

No. of pDTG Dail No. of ABC/3TC 120/60
Y W —

|
0.5
f \‘ 3to<6 kg v
( (0 / 6 to < 10 kg 15 h 1.5
= ——
10 to < 14 kg e e 2

Add the correct number of pDTG and ABC/3TC
tablets to a clean, empty glass based on your 14 to <20 kg 25 e e v 25

child’s weight. (See Dosing Table =
Le

o 1 £
. ‘w = . 4
Add 2-4 teaspoons (10-20 mL) Stir until the tablets Clvaithelmedidneitoyourshildtoldrink:
Make sure they drink all the medicine
of clean water into the glass. fully dissolve.

right away or within 30 minutes.

Reminders
o __# c\ * Remember to give your child their pDTG (and other

Wy ARVs) at the same time everyday

/ * Use other liquids or foods for mixing if your child is
/| unable to take the tablets in water. Use the same
—— amount of liquid or food as above to avoid spills and
to ensure your child takes the full dose
If any medicine remains in the glass, add a little
more water to the glass and give to your child. * Only give your child another full dose of pDTG if they
Repeat until no medicine remains in the glass. vomit within 30 minutes of taking their initial dose

———
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Definition of Key Terms

Infant Child One month to 1 year of age
Child One year to 10 years of age
Adolescent Aged 10 to 19 years inclusive

Early Adolescent

Age 10 to 4 yearsinclusive

Late Adolescent

Age 15 to 19 years inclusive

Adult Older than 19 years of age
ART(Antiretroviral Refers to the use of combination of three or more ARV drugs to achieve
Therapy suppression and is usually given for life

Antiretroviral drugs

Refer to the medicines themselves and not to their use

Child and adolescent bor
with HIV

Refer to paediatric patients who were infected with HIV by vertical transmission
during infancy and who have a grown wjih the virus

Client InitiatedCounselling
& Testing

Testing process initiated by an individual who wants to learn his/heSt#s

Continuum of care

Concept of an integrated system of care that guides and tracks clients over
time, through a comprehensive array of health services spanning from screenir]
HIV, to diagnosis and management of HIV, to initiation into ART, retention in car
psychosocial support

Couple

Two people in an ongoing sexual relationship

Desensitization

Desensitization refers to amedically supervised processf gradually
reintroducing cotrimoxazole to a patient who has previously experienaesha
severe hypersensitivity reactigie.g., mild rash) to the drug. The goal is to bu
tolerance by increasing doses incrementally over a defined period, allowing
patient to continue prophylaxis or treatment safely.

Eligible for ART

Refers to people living with HIV for whom ART is indicated

Healthcare provider

Anyone who renders healthcare; includes doctors, nursegnsellors

HIV symptomati¢nfant

Any HIVexposed infant displaying failure to thriviegematological
abnormality such as anaemia or thrombocytopenia, congenital pneumg
pneumonia, hepatesplenomegaly, extensive oral candidiasis, signific
lymphadenopathy & any opportunistic infections

HI\texposed infant

Infant born to a woman who is Hpbositive or who becomes HIV positive

anytime during pregnancy, laband delivery or breastfeeding. The infant is at risk
acquiring HIV infection from the mother and that the infant/child may test-H
LRAAGADSE 2y lyliAoz2Re G(GSadGAy3as NBTFf

Key populations

Both vulnerable and mosdt-risk populations

Provider initiated
counselling and testing

HIV counselling and testing recommended by healthcare providecliniaal setting

Seroediscordance

Sexual partners where one partner is living with HIV and the other idleiddtive

Treatment failure iradults
and children

is defined by a persistently detectable viral load exceeding 1000 copies/ml
(i.e. 2 consecutive viral load measurements with8raonth interval, with adherence
support between measurements) after at least six months of using ARV drugs

Viral suppression

Refers to the aim of ART to maintain viral load below detectable levelsaifble
assays (¥000copies/ml)
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Chapter Onelntroduction

Antiretroviral therapy (ART) remains an essential component of the national response to the HIV epidemic in
The Gambia. It forms a core part of the provision of comprehensive services for HIV prevention, testing,
treatment, care and support. The primaryajmf ART is to reduce Hi®lated morbidity and mortality and to
improve the quality of life of people living with HIV (PLHIV).

The Gambids committed to achieving the global UNAIDSI8®5 targets aiming that by 2030, 95% of people
living with HIV (PLHIV) will know their status, 95% of those diagnosed will receive sustained antiretroviral
therapy (ART) and 95% of those on ART will have suppressed viral loads. However, the country remain
significanty behind these targetsiccording to thanost recent SpectrumHIV testing and treatment cascade
(2024) 64% o0f25,247 estimated PLVIH knew their statusnly 44% were receiving ARand 35% were
virologicallysuppressed. The 985-95 indicators showed that 64khew their status69% of known people were

on ART and 79% of people on ART win@ogicallysuppressed.

This level of treatment coverage remains well below global benchmarks and highlights persistent weaknesses i
HIV case finding, linkage to care, and retention in treatment.

Despite these gaps, progress has been made in expanding ART services. As of Decemhkbd@Dpeople

were on ART, reflecting a consistent increase from 3,997 in 2013. ART uptake has improved due to the adoptiol
2T GKS aGSad FyR GNBIFGE FLIINZFOK AYAUGAFGSR AY Hnawm
clinical stage. The eapsion has also been supported by the tabifting initiative, enabling nurses and
community health workers to provide ART, thereby enhancing accessibilitydierserved areas. In addition,

the introduction of HIV selfesting (HIVST), index testing and partner testing strategies has contributed to
identifying individuals unaware of their HIV status.

However, several challenges persisinkage to care remains a critical bottleneck, with ofdy3%6 of those
diagnosed successfully initiated on treatment. A disproportionate number of ART clients remain concentrated
in urban health facilities, limiting equitable access for rural populations. This ¢inah disparity is shaped by
multiple factors, iluding limited ART service availability in remote areas, travel barriers, stigma and fear of
disclosure in closk&nit communities. In response, The Gambiss hatroduced a national framework for
Differentiated Service Delivery (DSD), including community ART refills, mobile outreach amnackasefill
models, to improve access and retention in rural and underserved areas.

Other disparities persist. Men remain underrepresentéd 2023, women accounted faf6% of ART clients
(8,018women compared t®,487men).Paediatriccoverage remains low, with onkp6 of PLHIV on ART being
children. HIV prevalence also remains alarmingly high in key populations, including men who have sex with mer
(35.5%) and female sex workers (11%), underscoring the need for tailored;bag®d interventions.

To close the gap toward the @595 targets, The Gambia will intensify its efforts to strengthen HIV testing
coverage and focus ddSDmodels that better meet the needs of diverse populations. It is equally important to
prioritize linkage to care as a standard component of the HIV testing cascade, erpardtralizedand
communitybased ART initiation and ensure stronger adherence support and retention strategies, particularly
for men and young people.

With updated treatment guidelines, integrated services and intensified community engagement, The Gambia
hopes to build a more resilient and equitable response and move closer to achieving HIV epidemic control.

1.1 HIV Prevention, Treatment, Care and Support Services in The Gambia

HIV treatment, care and support services in The Gambia began before the year 2000 on a small scale at th
Medical Research Council (MRC). A major sgal®ccurred in 2004 through the World Bafknded
Accelerated Results Implementation (ARI) initiativetidl pilot sites included the Royal Victoria Teaching
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Hospital (now EFSTH), MRC and H&dwi€are. In 2003, the Government of The Gambia secured a Global Fund
Round 3 (GETMRound3) grant to expand HIV care nationally, later followed bp G#Round3 until 2014.

Since then, AR@and PMTCBervices have been decentralized and scaled updtand 76sitesrespectively
ensuring geographic coverage across all regions. Care is delivered through accredited treatment centres and AF
is provided as part of a comprehensive HIV care package that includes clinicalipbod counselling.

To meet growing service demands, The Gambia has implementedhédikg and tasisharing, enabling trained
nursesand physician assistants initiate and manage ART. This has expanded access to treatment, especially
in rural and underserved communities. Ongoing capacity building, clinical mentorshigstandardized
treatment protocols have supported scalg and quality of care.

LY HAMYySXS ¢KS DFYOAlF FTR2LIISR GKS a¢Sad FyR ¢NBIGE
ART initiation for all people living with HIV regardless of CD4 count or clinical stage. This marked a shift towart
more patientcentered universal treatment access.

The Gambia ART programme is now being further adapted through the rollddD6DMmodels to improve
retention, reduce clinic burden and tailor care to the diverse needs of specific populations.

Effective HIV treatment management continues to rely on the rational use of medicines, adherence monitoring
and routine followup to minimizeresistance, support viral suppression and ensure J@nm quality of life for
people living with HIV.

1.2 Entry points into HIV Treatment, Care and Support services in The Gambia

The entry points into HIV treatment, care and support services in The Gambia include outpatient departments
(ANC, EPI, STls, BRY inpatient wards as well as the following services: CGligtiated counsellingand Testing
(CICT), Providénitiated counsellingand Testing (PIQ,Te.g. index testing, selfesting, family testing, mobile
testing.

l'a adALlz I GSR Ay (GKS NBDGAASR HAnHo | ¢{ DIdZARStAnySa:
Consent, Confidentiality, Counselling, Correct test results and Connection to prevention, treatment, care and
support. Importantly, HTS must beKid to timely initiation of ART and other Hi&ated services. Providing

HIV testing without effective linkage to care offers limited benefit and undermines national targets. The
integration of these services into routine care is essential for epidemmicaand for ensuring equitable access
across all populations, especially key populations, adolescents and underserved communities.

1.3 Guiding Principles

1.3.1 Promoting Human Rights and Health Equity

Access to HIV prevention, treatment, care and support should be recognized as fundamental to realizing the
universal right to health and these guidelines should be implemented based on core human rights and ethical
principles.

The HIV programme needs to ensure that HIV services are accessible to all people living with or affected by HI\
including pregnant and breastfeeding women, children, adolescents, men and key populations. Particular
attention must be paid to addressing g#r, geographic, socieconomic barriers, and ensuring services are
delivered in safe, confidential and stigrfrae environments.

Informed and voluntary consent must always be obtained, especially for HIV testing. Clients must be given
adequate information and support to make autonomous decisions and robust safeguards must be in place to
uphold confidentiality.
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places human rights and health equity at the centre of the HIV response. This shift ensures that no one is left
behind and that service delivery is not only available, but equitable, respectful and empowering.

1.3.2 Increasing Programe Effectiveness and Efficiency

Within the context of limited health system resources, it is essential to maximise the impact and efficiency of
thel L+ LINPINIYYSad ¢KS DIFYoAlFIQa FTR2LIWiAZ2Yy 2F GKS 64¢
all PLHIV has improved clinical outcomes and reduced HIV transmission, but also presents operational challenge
as services expand.

To maintain highguality care at scale, programmes mupsioritize:

- Early diagnosis and prompt ART initiation

- Tailored services that respond to the needs of specific populations, including adolescents, key
populations and rural communities

- Optimized resource use through effective service delivery models

In line with national policy and WHO recommendatiddSD should be further scaled up. Models such as-multi
month dispensing, taskharing, communitypased ART delivery and fasack refill improve access, reduce
facility burden and align services with client preferences. These approaches enhance botmpnegrtiiciency
and client satisfactioand are critical to accelerating progress toward epidemic control.

1.4 Summary of changes in 2025 The Gambia HIV Guidelines

The table 1.1 summarizes the key updates introduced in the 2025 revision of The Gambia's HIV Guidelines as
compared to the 2019 version. The 2025 revision reflects alignment with WHO 2021 recommendations,
expanded service delivery models and updated protocols for pteamrireatment and monitoring. The chapter
followsthe continuum of care as suggested by WHO.
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Table 1.1 Summary of changes in 2025 HIV Guidelines

Chapter

1. Introduction

Key 2025 Updates Compared to 2019

- Emphasis on service delivetgiskshifting and differentiated service delivery
(DSD) models as per New Guidelines

2. Prevention, Testing,
Diagnosis & Linkage

- Integrated PrEP (oral and injectable); U=U messaging introduced

- Updated PEP criteria and added PEP algorithm

- integrated family testing strategy

- include Community testing & followp tools (e.g., SMS, home visits)

- updated and Structured linkage protocdétem HIV testing to enrolment in care
(intra-/inter -facility, communitybased)

3. PMTCT (HIV, Syphilis,
Hepatitis B)

- Updated maternal ART: TDF/3TC/DTG

- Integrated HBV and syphilis screening; infant prophykx@éfamily screening

- VL monitoring before delivegnd 6 monthly VL during pregnancy and
breastfeedingntroduced

- Newbornmanagementccording to exposure (HIV, HBV and/or syphilis)

- Highrisk and lowrisk HIV transmission and differentiated prophylaxis regimen
- Confirmation of positive PCR by a second PCR sgcond sample

4, ART in adults and
sexually infected
adolescents

- Introduction of PoC CD4 at baseline

- Rapid initiation 8ART, includingamedayinitiation (unless AHD)
- Peoplecentred carg DSD)

- Updated *'to 3 line regimens

5.Monitoring Patients on
Antiretroviral Therapy

- CD4 monitoring in case of suspicion of AHD

- Added6-monthly routine VLduring pregnancy / breastfeeding

- Introduced VL every 6 months fdnildren and ad@escents<20yrs

- Update of VL monitoring with modification BBS threshold of 1000 copies/mL 1
virological failure

6. Advanced HIV Disease
(AHD)

- WHO 2021aligned AHD package

- Introduction of TBLAM, CrAg & Toxo LFA diagnostics

- Prevention, screening and clinical management of TB, CM and toxoplasmosi
- Timinginitiation of ART

- Introduction of sngle-dose liposomal amphotericin B foryptococcaMeningitis

- Updated TPT regimens (3HRT(B)

7. Ceinfections

- PJP, STlsgreeningprevention andreatment of cervical cancefor women living
with HIVand Kaposi's sarcomeeatment updated

- Cotrimoxazole guidance based on new CD4 PoC threszaae)

- Testing and management of hepatitis B

8. NCDs &omorbidity

- New mental healttsectionwith PHQ9 screeningools
- Expanded management of hypertension and diabetes in PLHIV

9. Paediatric HIV Care

Reorganized gediatric ART into dedicated chapter

- Updated ®and 29 line ART regimen@nd updatedveightband dosingART)

- Emphasis on childpecific ART initiation and caregiver support

- Childcentered monitoring approaches enhanced

- Child and dolescent specific adherence support and disclosure management

10. Monitoring, Evaluation
& Pharmacovigilance

Paragraphs added on mutation resistance
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Chapter Two: HIV Preventiod,esting,Diagnosis and Linkage to Care
2.1 Prevention

2.1.1 Primary and Secondary HIV Prevention Strategies

Treatment, care and support of PLHIVs must now go hand in hand with prevention. Primary prevention focuses
on remaining Hh\hegative, whereas secondary prevention is directed to those who are already infected and
aims to reduce the transmission of HIV tihers, including unborn children. HIV infection remains incurable so

far and thus control of the epidemic using primary prevention remains vital (see Table 2.1).

Services for HIV should be linked and integrated with other services in the health sector, intlodaéprTB,

sexual and reproductive health and social welfare and with those provided within homes and communities by
families, international and national nongovernmental organizations (NGOs), comnrasiég organizations
(CBOs), faitltbased organizations (FBCG®)d groups or networks of people living with HIV. All such services
aK2dzZ R 0S LINRPZGARSR la Otz2asS (2 OtASyiliaQ K2YSa | &

Table 2.1 Primary and Secondary HIV Prevention Strategies and Related Activities

Strategy Activities

-Inform and educate the public about the nature of HIV and $Tdkiding
modes of transmission and updated prevention tools such as PrEP an
(Undetectable = Unansmgsiblg.

-Promote human rights, gender equality and health literacy.

Public healtfEducation

HIV prevention efforts should promote informed, safer sexual decision
making through a rightbased, ageppropriate and evidencanformed
approach.

Encourage the following:
-Abstaining from unprotected sexual intercourse
-Encouraging delayed initiation of sexual activity among adolescents
-Supporting individuals to avoid situations that increase the likelihood (

Promote safer sexual risky sexuabehaviour such as casual sexual liaisons or substance use

behaviour(behavioural  |_Reducing multiple and concurrent sexual partnerships

change) -Promoting mutual monogamy or consistent condom use with every
partner

-Scaling up comprehensive sexuality education in schools and commu
platforms, aligned with national education and youth policies

-Ensuring widespread availability of male and female condoms, lubrica
and correct usage information at all HIV service delivery poimtsluding
youth-friendly services, maternal and child health clinics and key
population programmes

-Promote early STdare-seekingoehaviour

-Make STI services accessible and acceptable

-Improve syndromic and etiologic management and integrate STI servi
with HIV testing, family planning and PrEP delivery.

STI prevention and care

Promote testing and - Scale up HIV testing including seléting (HIVST3s per The Gambia HIV
counsellingor HIV Testing Guidelines
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- Strengtherthe triple elimination of mothetto-child transmission (eMTCI
with Option B+lifelong ART for all Hipbsitive pregnhant and breastfeedi
women), early infant diagnosis and integrated mategeéild health
services.

Prevent mothetto-child
transmission of HIV, syphi
and hepatitis B

- Promote early initiation to ARVs

- Promote ARVs in sewdiscordant couples

- Strengthen DSD, peer navigatadolescenfriendly services and
community ART delivery.

- Support longterm retention and adherence to treatment.

HIV care and adherence
support

- Promote immediate ART initiation upon diagnosis, including sdayeART
Treatment as prevention | initiation when appropriate.

(TasP) - Reinforce that maintaining viral suppression prevents HIV transmissio
(U=U).

- Promote and expand access to daily oral PrEP anddoingg PrEP option
for individuals at substantial risk

- Integrate PrEP into FP and ANC services.

- Offer PrEP and HTS to partners of PLHIV and linldgsrordant couples t
ongoing prevention and care.

PrEP (Pr&xposure
Prophylaxis)

- Ensure availability of PEP within 72 hours of potential HIV exposure,
particularly for survivors of sexual violence, health care exposures an(
populations.

PostExposure Prophylaxis
(PEP)

2.1.2.PreExposure (PreP) and Pdstposure Prophylaxis (PEP)
2.1.2.1 Oral Prexposure Prophylaxis (PrEP)
ART for Prevention among Setiscordant Couples and other Key Populations

When serediscordant couples are identified and where additional HIV prevention choices for them are
needed, daily oral prexposure prophylaxis (PrERrith the combination of TDF + 3TC may be considered as
a possible additional intervention for the uninfected part(gr

Figure 2.1 continuous PrEP

Always
respect 7 days

of PrEP before
having
unprotect sex

Use condoms for the first 7 days

p  Oral preexposure prophylaxis (TDF+3TC) is provided to thenethdtive partner in serdiscordant couples.

M Recent studies have shown that people living with HIV who maintain an undetectable viral load for at least
6 months do not transmit the virus to their sexual partners. This supports the concept of ‘Undetectable =
Untransmssiblé (U=U).

22



New treatmentsfor PrERlongacting ART):

1 CAB+RPV (cabotegravir + rilpivijingectable (one shot every 2 months) is an option for people with very
high HIV transmission risk such as female sex work&B+RPV has shown higher efficacy than daily oral
Prep.

M Lenacapavir (1 injection/6 months) is currently tested and preliminary results show good outtgmes

2.1.2.2 Post Exposure Prophylaxis (PEP)

Occupational exposure to potentially infectious material may occur through an injury with a sharp object that
KFa 06SSy dzASR 2y | LI GASYyd 2NJ KNRBdzAK (GKS O2yidl YA

In people who have been accidentally exposed to HIV through negidleinoculation or through contamination

of mucous membranes by secretions, it has been shown that administration of ARVs within 72 hours of exposure
reduces the likelihood of HIV infeati being transmitted. In this situation, ART needs to be continued for one
month.

Who Should Receive PEP?

According to the WHO Guidelines for HIV Hesgposure Prophylaxis (2023], p.5), PEP should be offered to

any individual with a known or suspected exposure to HIV, regardless of whether the exposure occurred in an
occupational (e.g., healthcare setting) or Roccupational (e.g., sexual assault, community, or household)
context.

PEP is recommended for the following types of exposures:

1 Percutaneous (needistick) injuries: For example, sharps injuries involving a potentially contaminated
object previously used on another person.

1 Mucosal exposure: Splashes of blood or other potentially infectious fluids to the eyes, nose, or mouth.

1 Norrintact skin exposure: Contact between broken or abraded skin and blood or other potentially
infectious fluids (e.g., during sexual violence or caregiving).

1 Sexual exposure: Unprotected receptive anal, vaginal, or oral sex with a person of known or unknown
HIV status, including in cases of rape or sexual assault.

PEP should also be considered when:
1 The HIV status of the source is not known but the exposure involves a fluid with transmission potential
and a route known to carry risk (e.g., blood to mucosa or sex).
1 The fluid involved is one capable of HIV transmission: including blood,-blamd saliva, semen,
vaginal and rectal secretions, breast milk and cerebrospinal, peritoneal, pleural, pericardial, synovial,
or amniotic fluids.

Risk to consider:
1 Source individual has a high viral load or is not on ART.
1 Presence of sexually transmitted infections (STIs).
1 Deep percutaneous injury, particularly involving hoHbare needles, visible blood, or puncture to a
vein or artery.
1 In cases of sexual exposure, lack of male circumcision in the exposed person may modestly increase
risk.

Timing and Duration:
1 PEP should be initiated as soon as possible, ideally within 24 hours and not later than 72 heurs post
exposure.
 The recommended duration of PEP is 28 days using a-thteeregimen (preferably integrase
inhibitorcbased), following national protocols.

Exposures that do not require PEP include:
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K when the exposed individual is already living with , HIV

L exposure to bodily fluids that do not pose a significant risk: tears;lblood-stained saliva, urine, sweat,
sputum and diarrhoea/faeces

K when the source is established to be Higfjative or if the exposure was sexual and the source has an
undetectable viral loadbr at leasté months (U=U)

NOTE: where exposure is suspected, provision of PEP should not be delayed by trying to identify or find out the
HIV status or viral load of the source of exposure

2.1.2.3 Prevention of Occupational Exposure in the Healthcare Setting

All health facilities (private and public) should adopt a policy for the prevention of occupational accidental
exposure to blooeborne pathogens (BBPs).

M Universal precautions (i.e., the use of disposable latex gloves when handling bodily fluidsusengle
equipment and proper management of sharp and hepatitis B virus (HBV) and othefddowelpathogens
when providing health care.

KM Under universal precautions, the blood and certain body fluids of all patients are considered potentially
infectious for HIV, HBV and other blebdrne pathogens.

K Universal precautions involve the use of protective barriers such as glovessgaprons, masks, or
protective eyewear, which can reduce the risk of exposure of the h&althNB ¢ 2 NJ SNDa a1
membranes to potentially infectious materials.

M Health facilities should implement universal precautions for the prevention of exposure to potentially
infectious material.

The programme should include:

a. The training of all employees in the handling and disposal of infectious material.

b. All personnel should be made aware of the risks involved in improper handling of such material and the
steps necessary for preventing exposure should be clearly displayed in posters.

c. The greatest risk of accidental exposure is in the handling of sharp objects that have been used on
patients.

d. All personnel should be taught how to safely handle and dispose of sharp objects.

M aSaalr3sSa akKz2dZ R LINRY2:GS GKS | @2ARIFIy0OS 2F NBO
sharps and takingrecautionin performing procedures.

L Health personnel should also be conscious that blood and secretions from patients may be
infectiousand that simple contamination of unbroken skin does not comprise a significant risk, but
contamination of intact mucous surfaces of the mouth and eyes does.

e. Facilities should ensure the availability and accessibility of medicines for PEP.
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2.1.2.4 Procedure to be followed in the event of injury with a sharp object

In the event of an injury with a sharp object, such as a needle or scalpel, that has been used on a patient or ir
the event of a mucous surface being contaminated with blood or secretions from a pdtieritllowing steps
should be followed:

1.
2.

3.

Wash the exposed area thoroughly with soap amchingwater.

Start the ARVs recommended for pa&stposure prophylaxis immediatelfthese should be started

within 2 hoursif possible and at the latest within 72 hours of the exposure.

Ascertain the HIV status of the patient (source) and the injured health worker (recipient) after providing

appropriatecounselling

a. The standard rapid HIV antibody tests dmgbatitis should be used and the results of tests obtained
as quickly as possibl#.the source is child less than 18 months, test the mother (rapid HIV test)
and, if the mother is not available, test the child (PCR on GeneXpert).

b. Offer viral DNA or RNA testing, if the source is suspected to be in the window (iexipdecently
exposed or acutely infected and not yet detectable by standard HIV tests)

c. Depending on the results of the HIV and Hepatitis tests, the following actions should be taken:

a. If the source patient is HiNegative, no further poséxposure prophylaxis is necessary for the
exposed health worker. There will be a need to consider exposure to other infections such as
hepatitis B.

b. If the exposed health worker is Hpésitive, no further postexposure prophylaxis is necessarkiey
should be referred for further coundeglg and the longerm management otheir HIV infection,
which would have occurred prior to the exposure.

c. Ifthe health worker is HMiegative and the source patient is Hpésitive, continue ARVs for a period
2T 2yS Y2YyGKT NBLISIG GKS KSIFHfGK ¢2NJ SNRa | L=+
after the initial test.

d. If the health worker should seroconvert during this time, provide appropriate carecandselling
and refer for expert opinion and lortgrm treatment.
e. Ifthe health worker declines to be tested for HIV and Hepatitis, reiefooansellingon the benefits

of knowing his or her HIV status aimform them theymay have no claim for possible future

compensation.

f. Ifit is not possible to determine the HIV status of the source patient, then assume that the source
is positive and proceed according to the guidelines in the previous bullets.

g. In the event of HIV infection exposure to the HCW, the greatest risk of transmission to other
individuals is in the first six weeks.

The exposed Health Care Worker should be instructed to use measures to reduce the potential risk of

HIV transmission to others, e.g. condom use, abstinence and refraining from blood transdnsion

donationuntil the 6month serologic test is negative.

Healthcare workers who are breastfeeding should consider discontinuing breastfeeding following

exposure to HIV. This avoids infant exposure to ARVs and HIV in breast milk should the mother be

infected. However, if the breastfed infant is aged less thano@tits and formula milk is not possible,

take advice from gaediatricianand consider maintaining breastfeeding while administering ARV

prophylaxis in the infant.
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2.1.2.5 PEP with Hepatitis B imnagihobulin (HBIG) and/or hepatitis B vaccine:

a. Should be considered for occupational exposure (within 24 hours) after evaluating the hepatitis B status
of the source patient and the vaccination status of the exposed person.

b. Hepatitis B vaccine and HB(if available)can be given at the same time but using different injection
sites.

c. Routine preexposure hepatitis B vaccination should be offered to all hezdile workers.

A detailed report of the injury (date, time, procedure, name of patient, name of HCW, testing procedures and
PEP, et¢ must be compiled for thefficer in charge®@1Q, Hospital Administrator anckgional health directate
(RHD.

2.1.2.6 PEP after Rape or Sexual Assault

It is recommended that a survivor of rape or sexual assault presenting within 72 hours of exposure be counsellec
and provided with the medicines recommended for pmstcupational exposure prophylaxis.

It is important to determine the HIV and Hepatitis status of the perpetrator/suspect. If that is not possible, it
may be assumed that the perpetrator/suspect is {gbsitive and HBYositive and the survivor is provided with

the treatment as listed in thpreceding section including comprehensive STIs managem&gnancy test and
emergency contraceptiarRefer the client to the nearesine stopcentre for sexual assault survivors.

2.1.2.7 ARVs to be used in PEP
Immediately after exposure, all exposed adult individuals should take the following
H  TDF/3TC /DTdgomgzoomgisomgorally daily
The above regimen is given for one month. The dosage for children is as follows:
> 30 kg and > 10 yrs: TDF/3TC/}Fdme as adults)
< 30 kg and/ or < 10yrs: ABC/3TC + @atGording to weigh, sesppendix )
The exposed individuals should teunselledegarding side effects prior to receiving the medicines.

If the source is HMegative (including exclusion of recent infection (window period) by checking thatFIRA
is negative, or RNXL undetectable), medicine administration should be discontinued.

If exclusion of recent infection is not possible (virologic tests are unavailable) and there are no side effects, ever
if the HIV rapid test is negative, consider continuing PEP (because during the window serologic period the sourc
is highly infectious).

If recent HIMinfection in the source cannot be excluded, and severe ART side effects appear (such as allergy tc
ABC), take advice from yosmpervisor
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Fig 2.2 Steps for the Provision of Post-exposure

Post-exposure prophylaxis (PEP) should be offered to any individual with suspected™ or known!?! exposure to HIV, and as soon
as possible, ideally within 24 hours and not later than 72 hours.

Conduct a rapid assessment to assess exposure
If a patient does not want to disclose details about exposure, this should not create a barrier to receiving PEP
o Step 1 Ask the following questions:
SL AL * Did the exposure involve a high-risk activity: needlestick injury, mucosal, unprotected sex, sexual assault, no-intact skin?

and provision of
* Was there direct contact with blood, genital fluids, breast fluids or other potentially infectious body fluids?

First Aid

* is status of source HIV-positive or unknown?
First Aid: wash immediately the site with soap and water (do not use strong, irritating antiseptics (like bleach or iodine), do
not squeeze or rub the injury site.
Ensure the client consents to receiving HIV Testing and PEP
«  Assess when exposure occurred (exposure occurred within the past 72 hours?)
. Check if the exposed individual is known HIV positive or perform HIV test if unknown HIV status

Step 2 . Check if the ‘source’ is HIV-infected, has unknown HIV status or is high risk

Assess eligibility Do not provide PEP when: The exposed individual is already HIV-positive, the source is established to be HIV-negative®,

for PEP Individual was exposed to bodily fluids that do not pose a significant risk (e.g. tears, non-blood-stained saliva, urine, sweat)

Counsel on: e Provide Enhanced adherence if PEP will be prescribed

. The risk of HIV from the exposure
. Risks and benefits of PEP

. Side effects of ARVs (see Appendix 24)
Step 3 pe for sexual assault survivors)

Information
and support

. Provide specific support in the case of sexual assault,
including rape-linkage to the nearest one- stop centre

Start PEP® immediately (do not wait for HIV test results) for 28-day

PEP should not be given if the exposed client is seen 72 hours after exposure

Recommended regimens include:

—>For adults and adolescents of >30 Kg: TDF/3TC /DT Gzoomg/300mg/s0mg Orally daily

- For adolescents < 30 kg: ABC+3TC+DTG orally daily, according to weight (see ARV paediatric dosing table in Appendix 1)
Do not delay the first doses because of lack of baseline HIV test or any reason.

Step 4
Document the event and patient management in the dedicated PEP register (ensure confidentiality of patient data).

ART
prescription

Review client after one week for adherence support.

Discontinue PEP after 28 days.

Perform follow-up HIV testing at one month, three and 6 months after exposure.
Counsel and link to HIV clinic for care and treatment if HIV positive.

— Provide prevention education and risk reduction counselling if HIV negative
ep

Follow up

(1) Suspected exposures are those where the HIV status of the source is not known.

(2) Known exposures are those where the source is a person confirmed to be living with HIV; the fluid involved in the
exposure has potential for HIV transmission and the exposure event was parenteral or if sexual, the source has
detectable levels of virus.

(3) PEPshould not be initiated if the source is confirmed HIV-negative and there is no recent high-risk exposure in
the previous 6 weeks. However, if there is a reason to suspect high risk behaviours, PEP should be initiated
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2.1.3 Key Populations

Key populations that include men who have sex with men (M8#t)sgender people, sex workers and people
who inject drugs (PWID) are disproportionately affected by HIV and continue to face significant barriers to
accessing prevention, testing, and treatment services in The Gambia. These barriers include stigma
disaimination, legal constraints and lack of tailored services.

The use of antiretroviral therapy (ART) in key populations should follow the same clinical principles and
NBEO2YYSYRIFGA2ya Fa F2N) 6KS 3ISYySNIf I Rdzf G LJ2 LJdzt |
policy. However, specific service delivedaptations are essential to ensure that key populations can access
and remain engaged in care.

WHO recommends the integration of communiigised HIV testing approaches for key populations, including:
i HIV sektesting (HIVST)

KM Index testing with appropriate safeguards

1 Peerled outreach and mobile services

These approaches should be delivered in safe, confidential angudgmental environments, supported by
community structures and trained peer educators.

2.2 HIV Testing (See national HTS guideline for full protocol)

HIV Testing Services (HTS) are the critical entry point to HIV prevention, treatment, care and support. In The
Gambia, HTS are delivered in alignment with Nagional HIV Testing Services Guideli(gril 2023 [4]) and
guided by the core principles of human rights, clieahtredness and public health equity.

2.2.1 Guiding Principles of HIV Testing
PEt 1¢{ Ydzad 0SS RSt AOBSNBR Ay | OO2NRIyOS gAlGK GKS
ConsentTesting must be voluntary and informed
Confidentiality: All client information must be securely handled
Counselling: Preand posttest counselling are mandatory
Correct Results: Testing must follow nationalb{ty Control procedures
Connection to Care: All individuals must be actively linked to appropriate HIV prevention, treatment and
support services

TT T T T

In The Gambia, linkage to ART remains weak, with 61ty of diagnosed individuals enrolled in treatment
(DHIK 2024). According to WHO, HIV testing should never be offered in isolation. Programmes must implement
proactive, clienffocused linkage strategies that ensure timely ART initiation and retention in care.

These include specific strategies such as:

1 Designated linkage focal persons or peer navigators

M Use of immediate referral and escort systems after testing

[ Sameday ART initiation when clinically appropriate

[ Active followup (phonecommunily health worker/socialWorker visits) within 7 days postiagnosis
1 Clear documentation and monitoring of linkage outcomes

These principles must be applied consistently across all service delivery points, including corvasettynd
outreach settings, to ensure confidentiality, trust, autonomy and client safety.
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2.2.2 HIV Testing Service Delivery Approaches in The Gambia

The national strategy promotes a mix of testing modalities, including:

Providerinitiated Testing and Counselling (PITC) in healthcare settings
ClientInitiated Testing (VCT) in both facility and community contexts

Index Testing and Partner Notification Services (PNS) with appropriate safeguards
HIV SeHTesting (HIVST), especially for key populations and men

Couple and family testing, and testing during ANC and TB consultations

=TT T T T

2.2.3 Counselling and Linkage

1 Pretest counselling must address the testing process, risks and benefits.

[ Posttest counselling must include support for coping with results, referral to ART or prevention services and
risk-reduction messaging.

1 Counselling should be tailored to adolescents, key populations and others with specific needs.

2.2.4 National HIV Testing Algorithm

Figure 22: peripheral laboratories HIV testing algorithm

PERIPHERAL LABORATORIES HIV-1/2 TESTING ALGORITHM

HIV Alere Determine or SD
HIV/Syphilis/HepB (TRIO)

If HIV test result is If test result is Positive If test result is Positive
Negative for Syphilis for HepB

If HIV test result is Positive

First Response HIV-1/2
test card

If HIV test result is positive (HIV 1 ar If HIV test result is positive (HIV 1
HIV 2) and HIV 2) or Negative

Multisure HIV Rapid test

If HIV test result is positive (HIV 1 or If HIV test result is positive (HIV 1
HIV 2) and HIV 2) or Negative

Note: For detailed guidance on implementation, supervision, and test kit protocols, refer to The Gambia National
HIV Testing Services Guidelines (April 2083
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2.3 Linkage to HIV Care: Bridging Diagnosis and ART

2.3.1 Rational

Linkage to care is a critical step in the HIV continuum, ensuring that people diagnosed with HIV are promptly
connected to treatment, prevention and support services. As part of th@385 UNAIDS targets, 95% of people
diagnosed with HIV should be enegllon ART. However, in The Gambia, ddly3% of people living with HIV
(PLHIV) are currently receiving ART, reflecting a major programmatic gap.

tKAa 26 O2@SNI IS KAIKEAITKGA LISNAAAGSY(d 6SI1ySaas
diagnosis, stigma and fear of disclosure and fragmented services between testing, clinical assessment and AF
initiation. HIV Testing ServicedTS) must take primary responsibility for ensuring that individuals diagnosed
with HIV are linked to treatment, support and prevention services. All facilities should emphasize the importance
of posttest counselling and linkage must be part of an expfatility strategy, integrated into every HTS
programme.

Barriers to effective linkage can be grouped as follows:

[ Clientlevel: lack of perceived iliness, fear of lifelong treatment, depression, fear of stigma or disglosure
K1 Sociecultural: high levels of stigma and discrimination
| Structural: poor referral system and transpogiated challenges

2.3.2 Strategic Interventions to Improve Linkage to Care

Linkage of HTS clients can be idcility, intrafacility or community facility.
2.3.2.1 Intra facility Linkage interventions

Intra-facility linkage refers to connecting a client from HTS to facilities accredited to provide HIV treatment
within the same health facility. While intfacility linkage should be prioritized to enable sad&y service
continuity, clients must be empaved to choose the facility that best meets their needs for care, treatment, or
prevention. All intrafacility linkages shall be on the same day and where not possible, should be effected within
7 days.

2.3.2.2. Inteffacility Linkage

Inter-facility linkage involves referring and connecting clients from one health facility to another for access to
HIV care, treatment and support services. The responsibility of the referring facility includes tracking all HIV
positive clients referred tother sites and ensuring that they are successfully enrolled in care and initiated on
treatment within 14 days.

This process should follow the standard tracking schedule outlined in Zabkelow.
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Table 22: Schedule for Tracking Intéacility Linkages
Timeline Action ‘

Day 1 (referral day) | - A client diagnosed HIV positive must be referred to the facility of choice.
-fAY1F3S FLEOAEAGEG2NI 2001 Aya Of ASyidQa
SLAY1F3S FEOAEAGEIG2NI 2001 Aya Oft ASyidQa

Week 1 - Linkage facilitator calls a client or the contact in the health facility where the clien|
referred to.

- If the client reached the new facility, document complete linkage.

-LT GKS OftASyld RARYQG NBFOK (KS ySg¢g 1
about the referral.

Home visit to be organized if client consgnt

Week 2 - Linkage facilitator calls client or the receiving facility to confirm whether the clien|

reached the faciliteffectively

-If the client has reached the referral facility, the linkage facilitator documents the

as "linkage complete".

- If the client did not reach the referral facility and if prior consent was given, the lin

facilitator either calls or conducts a home visit to explore reasons for the delay er|

linkage.

- After follow-up, the facilitator again contacts the client or facility to confirm linkage
LM LT GKS OftASyld KFra y2g 0SSy ftAy{1SR
LM LT GKS OftASydG Aa atatft dzyt Ayl SR |7

2.3.2.3 Communityacility Linkage

1 Deploy CHWSssocial workersexpert clients and peer supporters to trace clients diagnosed during
outreach or who fail to initiaten ART

K Introduce transport support for clients with access barriers.

K1 Schedule followup within ¢14 days for all unlinked clients, using SMS or phone contact.

2.3.3 Reducing Psychosocial and StigReated Barriers

M Train providers in rightbased, noqudgmental counselling
KL Promote peetled disclosure support and safe spaces.
M Use community engagement strategies to normalize ART and reduce stigma.

2.3.4 Monitoring and Accountability

To ensure sustainable linkage performance:

[ Track the proportion of newly diagnosed individuals initiated on ART within 7 days.

| Disaggregate linkage data by age, sex, district and point of diagnosis.

K Integrate linkage indicators into routine supervision and quarterly review meetings.

M Ensure referral outcomes are documented and followed up, particularly for-fatgity linkages.

Strengthening linkage to HIV care is essential to close the treatment gap in The Gambia. It requires proactive
case management, clielmentred delivery, community partnerships and institutional accountability. All linkage
activities must align with the Gama National DSD Guidelines (2023), emphasizing decentralized, community
delivered and stigmdree access to ART
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2.4. HIV testing and diagnosis among infants and children

2.4.1 Introduction

More than 90% of HRinfected children acquire their infection through mothao -child transmission of HIV
(vertical transmission). Eliminating neaediatricHIV infections through effective prevention of motker

child transmission (PMTCT) interventions must therefore remain a top national priority. Without timely
diagnosis and treatment, HIV disease progression in infants is extremely rapid, particul#tbs®infected in
utero, with many progressing to AIDS or death within the first few monthigeo

The importance of Early Infant Diagnosis (EID) and prompt initiation of antiretroviral therapy (ART) in HIV
exposed infants cannot be overstated. The national EID algorithm for knowexiddged infants is presented
in the PMTCT chapter and should be falal rigorously to ensure timely identification and enrolment into care.

However, a significant number pBediatricHIV infections still occur in children who were missed by PMTCT
services either due to lack of maternal testing during pregnancy or delivery, refusal of treatment, late
presentation, or loss to followp. These missed opportunities highlight the needdapbust catckup testing
strategy, including routine testing of children in clinical and community settings. Proactive identification and
linkage of these children to ART services are critical to reduce chitdlityoand achieve epidemic control.

2.4.2Early Infant Diagnosis (EID) or Antibody Testing

Antibody tests (rapid and laboratotyased ELISA) are the preferred methods of diagnosis for HIV infection for
children over 18 months of age.

Before the age of 18 months, a positive antibody test proves that the infant was exposed to HIV but cannot
conclude that he is Hiwifected, because transferred maternal antibodies can persist in the child's blood until
the age of 18 months. DNRRCR is theecommendedest to be performedbefore the age of 18 months.

2.4.3. Screening for HIV exposure

All infants should have their HBkposure status established at their first contact with the health system, ideally
by six weeks of age.

Check for HIV exposure status on the Infant welfare card (I@fChe antenatal carebr enquire from the
mother or caregiver. Where the mother is available and was not tested during pregnancy, perform a rapid HIV
test on the mother and if she is positive, then her infant is HIV exposed and needs to have a DBS collected fc
HIV DNA PCR.

If the mother is not available, the infant may be tested and if HIV antibody tests are positive at any age under
18 months, the child requires virological tests (i.e., the child is HIV exposed but needs a definitive test with HIV
DNA PCR to confirm or exde HIV infection).

Caution if the mother was infected after delivery and the infant is breastfed, a rapid test performed in the child
will be negativgno transferred antibodiesyhile he is exposed to H> WHO(2021, [5], p 48 recommends
that testing the mothetristhe priority to determine if a breastfed infant is exposed to HIV.
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2.4.4 Clinical diagnasof HIV infection in infants and children < 18 months

Prior to the age of 18 months, a DNA PCR test for HIV is more relididee virological testing DNA PCR) is not
available, for children less than 18 months, a presumptive diagnosis of severe HIV disease should be made if th
infant isconfirmed HIV antibody positive and

1.Diagnosis of any AlBf&fining condition(s) can be maday,

2.The infant is symptomatic with two or more of the followintinical syndromes suggestive of severe HIV
infection:

i Oral thrush

M Severe pneumonia

I Severe sepsis

Caution the sensitivity of these clinical criteria for diagnosing HIV in infants is limited, estimated at less than
70%, meaning a substantial number of Hti¥écted infants may be missdf].

Other conditions could be considered to suspect HIV infection in an infant:
0 Poor growth, extranguinal lymphadenopathy, unexplained hepatomegaly or splenomegaly, and
psychomotor milestones delay are frequent signs in HIV infected infants.

0 Recent HIVelated maternal death or advanced maternal HIV disease is considered as a risk factor of HIV
infection in infants.

Infants under 18 months of agexposed to HIyith clinically diagnosed presumptive severe Hivbuld be
started on ART. Confirmation of HIV diagnosis should be obtained as soon as possible.
2.4.5 Wheno consider that an infant is safe from HIV

In a child less than 18 months, who has never been breastfed (or if breastfeeding was stopped more than 8
weeks) and HIV antibody tests are negative, this child is uninfected and virological testing is indicated only if
clinical signs or subsequent evestgggest HIV infection.

In a child less than 18 months and still breastfed, if the DNA PCR test is negative, the infant probably does no
have HIV infection but is exposed.

2.5 Diagnos of HIV infection in children > 18 months

2.5.1 tests to use

Antibody tests (rapid and laboratotyased ELISA) are the preferred methods of diagnosis foinféistion for
children over 18 months of ag&he algorithm is the same as for older children and adults.

2.5.2 Who to test among children?
2.5.2.1 Based on clinical conditions

Accordingto the GambiaNational Guideline for HIV testing servi@923) providers should be practive in
efforts to detect children with HIV, especially the omath:

M malnutrition (or low weight for age or losing weight or poor weight gain),

M tuberculosis

[ severe or recurrent pneumonia,

K chronic/persistentdiarrhoea(>2 weeks)n the past 3 months

K Unable to sit up by 6 months, to stand up by 12 montitsay one word by 15 months

1 enlarged lymph glands in 2 or more sites, parotid enlargement or enlarged liver with no evidenakoh
and/or any other cause of liver enlargement

[ oral thrush (whitepatchesin mouth),

pH  who have ever had ear dischardpl], p. 42). See alsé\ppendix1l5
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2.5.2.2 Based on family context

All adults living with HIV should be counselled to bring all children for testing. Likewise, parents and siblings of
children diagnosed as Hpositive should be tested (this is called index testing)

However, the risk of HIV infection depends on the HIV status of the mother of the biological children. The
following figures show the strategy for testing the children according to who is the index case.

1/ If the index case is anan

Figure2.3: index testing strategy (index casaisan) 4 I

- Propose testing her biological
Propose testing

- - Propose testing his | | _| children, giving priority to:
occasionnal Man HIV-positive 1 ey [emessesees If HIV(+ >
partner(s) (if any) P wife(s) LJ - The younger ones

— - The symptomatic children

- A
i ; Initiate her on AR
Consider PreP for his l
X IfH |V(-) as soon as
wife(s) | l .
ossible Then test her older and
‘L asymptomatic children

(including adolescents), as
soon as possible

Testing children is
useless

. /

If the mother is not HIV infected, testing her children is useless, except if one is symptomatic (incest case).

2/ If index case is a child (and parental status is unknown)

Figure2.4: index testing strategy (index case is a child)

4 [ Family testing ] N
Child tested HIV Propose testing Proposer testing her
positive the mother If HIV(+) husband and/or partner(s)
—_— Propose testing other
If HIV(-) biological children
— > (giving priority to the
younger and the ones who
v are symptomatic)
Search contamination K j
source
Breastfed by a wet| _ _ |Sexual abuse, accidental
nurse 1? D " blood exposure?

v

Previous blood
transfusion or
iatrogenic infection?

[ Index-testing strategy outside the family ]

\_ /

(A wet nurse is a woman who breastfeeds and cares for another's d

If a child is tested HIV positive but the mother is Hégative, testing the sibling is useless, except if one is
symptomatic.
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3/ If index case is a woman

Figure2.5: index testing strategy (index caseisromar)

Propose to test
occasional
partner(s) (if any)

Woman HIV

positive

Check the date of
her last HIV
negative test

v

Propose to test her
husband (or regular

partner) exposed -> HIV test not
- necessary (unless if
: : symptomatic)
A 4
If HIV(+) [ If HIV(-) ]

All children born before her
last negative test were not

v

A 4

Initiate ART as
soon as possible

Propose PrEP and
condoms

/

>

All the children born after
her last negative test must
be tested

Offer to test first :
- The younger children
- The symptomatic ones

v

Then test the older ones and
the ones who are
asymptomatic (as soon as
possible)

/

If a womanwho is tested HIV positive for the first tinmas already testednd was negativéduring previous

pregnancies, for instance), all children born while she was HIV negative were not exposed to HIV. Except if on

is symptomatic, they should not be tested for HIV.

4/ Finally, children who have been orphaned by AIDS should also be tested.

(See National Guideline for HIV testing service in The Gddjld@ more information)
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Chapter three: RITCTof HIVsyphilis and hepatitis Btriple elimination)

3.1 Introduction

Mother-to-child transmission is responsible for more than 90% of HIV infection in children and around half of
such infections occur during pregnancy and delivery, whilstelseduring breastfeeding. It is therefore critical
to identify HIV{positive pregnant and lactating women and manage them appropriately.

The PMTCT program is an entry point into care for the family. It is the beginning of a lifelong therapeutic
relationship for the HIV or HBMositive mother and her children and it is essential to reinforce the importance
of HIV/HBYV followup care for mothe and her childen, as well as screening her partner and other children.

Untreated syphilis is responsible for 40% in utéetal mortality and 20% perinatal mortality, as well as
prematurity and congenital infection (with 20% of severe complicatiffisp.2)

Syphilistetal contamination can occur during the second and third trimester of the pregnancy. Contamination
is much more frequent during primary/ secondary syphilis (>60%) and the risk decreases (40%ediylatgnt
syphilis and 8% in latatent syphilis) [8]

Mother to child transmission of HBV rate depends on the viral replication level in the mother. When HBV viral
is high (or HB&gis positive), transmission risk is much higher than when HBV viral load is low (or HBe antigen
is negative). Transmission occurs mainly at birth or after birth, even it is possible during pregrandgk of
developing aronic hepatitis B is around 90% in children who are infected at lintth 30% among children
infected between one and four years o(#VHO, 2024[9], p.66).

3.2 When to test pregnant women

Figure 3.1 HIV testing fohighriskinfection pregnant women

Pregnant women should be tested as

Delivery

Duotest
+
HBsAg test

Repeat tests if high
risk of infection

3.3 Prevention of congenital syphilis
Figure 3.2treatment of syphilis according to the phase of ilinestapted from WHQ2016 [10])

Treat the
partner

early as possible during pregnancy. If

T | T = the wgma.m is at hlgh risk of
| Pregnancy s contamination  (HI\positive sexual
1 t partner, or unsafe sex with mmﬂle
— Al partners, or drug user sharing need|g)

follow-up testing will be offered at the
end of pregnancy or in thiebourroom
and/or 6 weeks after delivery.

Primary, secondary or
early latent syphilis

Benzathine penicillin
2,AM IU x1 (IM)

—

Clinical
examination

Late latent (> 2 years) or
unknown stage of syphilis

Benzathine penicillin 2,4M U
(IM)/week (3 injections)

—

"[ Neurosyphilis ]—b

See als@d\ppendix25for more information on syphilis

Penicillin G IV : 3 to 6M IU/4hours
(total 20M 1U/day) for 14 days
Drug to be administered in the

hospital (tertiary level if possible)
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When the syphilis test is positive:
- If the patient is allergic to penicillin: transfer to try a desensitizat{seeappendix26 and[11])
- If desensitization is not possible (or not successful): give ceftriaxone 1gr Ikdidb§to 14 days.
Caution:
1/ Macrolides (erythromycin or azithromycin) are an alternative treatment for syphilis, but these drugs do not
cross placental barrier and as a result fbetusis not treated.

2/ Tetracyclinesire contraindicated during pregnancy

3/ Rapid tests could remain positive even if the treatment is successfagpeating rapid test will not allow to
detect new syphilis infection>it is recommended to continuelinical STI screening at all prenatal consultation
to detect if the pregnant womahasnew syphilis infection

The newborn should benefit from clinical examination to screen for congenital syphilis sigrizeleeefor
further information).

3.4. Prevention of hepatitis B

The management will not be the same in a pregnant woman mofexted with HBV and a woman HRBV
co-infected

Case one:

The pregnhant woran is mono infected with hepatitis B:

--> start TDF monotherapy (or TBFC if TDF alone is not available) franieast 29 trimester of pregnancy.
Thistreatment shouldcontinuefor 12 weeksafter delivery.

Figure 3.3management of HBV infected pregnant women (adapted from WHO 2924;. 48)

HBsAg testing in pregnant women and adolescent girls

(using DRT or laboratory-based immunoassay)
]

v v
HBsAg positive HBsAg negative
HBV DNA (VL) OR HBeAg test
1
v v
Available Not available
|
v v
HBV VL < 200.000 IU/ml CV HBV > 200.000 IU/ml Offer maternal TDF
or HBeAg negative or HBeAg positive prophylaxis to ALL HBsAg
‘ positive pregnant women
No TDF prophylaxis (but Start maternal TDF and adolescents from at
TDF can be indicated for the prophylaxis from at least 2" trimester
woman herselfi!) least 2"d trimester I
1
Delivery = anti-hepatitis B vaccination at birth (all babies irrespective of mother’s HBsAg status)
(UTDF should be initiated if the women: l
* Is HIV coinfected, or Continue TDF until 4 months after delivery
» Has positive history of liver cancer, or
» Has comorbidity (fatty liver, diabetes, ...), or Conduct H BsAg test at 9 months (ba by)
» Has signs of cirrhosis, or HBV VL>2000 AND ALT>ULN

Case two:
The pregnant woran is ceinfected with hepatitis B and HIV:

--> start TDR 3TC+ DTG as early as possible (see next paragraph).
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3.5. When to start ART in HIV Positive Pregnant and Breastfeeding Women

All HIV infected pregnant and breastfeeding women should initiate lifelong antiretroviral treatment (ART),
irrespective of their CD4 count or WHO clinical stage

Table3.1: Initiation of ART for Mother (PMTCT)
Population type Preferred regimen  Alternative regimens

Pregnant and breastfeeding | TDF + 3TC + DTG | [AZT or ABC] + 3TC + BTG
women TDF + 3TC + ATVIr
TDF + 3TC + LP®/r
TDF + 3TC + ERV
@ If renal failure, or proteinuria before initiation, ABC should be preferred ta FDiRavailable, use AZT

@ Only if no other option(because of frequent pill burden and side effestith LPV/r)
3 Only for HIViinfected women. Use if no other option (low genetic barrier of EFV, and cross resistance risk with NVP)

Being on lifelong ART will necessitad@hanced adherencecounselling of HIV positive pregnant and
breastfeeding women to support retention and minimize loss to foligaw

3.6 Special Considerations when using ARVs in Pregnant Women

When using ARVs in pregnant women, the following precautions should be kept in mind as below:

1/ The preferred treatment (TDF3TC+ DTG) is considered by WHO as safe for use even in the first trimester
of pregnancy. However, for a known HIV positive woman who plan a pregnancy, a supplementation with folate
(5mg/day) before conception can be considered to reduce the ridoetal malformation.

2/ Although the treatment should be initiated as soon as possible, the woman must benefit from clinical
examination to exclude advanced HIV disease and especially tuberculosis coinfection.

3/ Pregnancy tests can be used as pretherapeutic assessment: glycemia, creatinine and proteinuria results mus
be checked because:

1 Drugdrug interactions exist between dolutegravir and some antidiabetic drug (nmatfg.

1 TDF is contraindicated if renal function is altered.

In case of proteinuria, increased creatinine or hyperglycaemia before ART initiation, ask for medical advice.

4/ Special situations

The HIV infection is discovered during the last trimester (or last monthyoring labour:

Initiate ARV as soon as possiaiel onsider that therisk oftransmission of HIV to the baby is hihe newborn
shouldbenefit from PCR at birth and enhanced ART prophylaxigp@agraphs 3.12.3. and 313

The woman is infected with HIV2:
Even if the transmission risk is much lower, the woman will be treated with the same ART regimen (the preferred
regimen is active on HIV 1 and HIV 2).

3.7. Other treatments (CTX, TPT)

1/ Initiate Cotrimoxazole (CTX 960mg/dayand stopIPT.
Cotrimoxazole can be used during pregnancy, according to Wéiding during the first trimester and the
last month of pregnancy.

2/ Give tuberculosis Preventive Treatment (TPT):

After excluding active TB, TPT can be initiated.

In pregnantand lactatingwomen, the recommended treatment is Isoniazid 300rdagily and Vitamin B6
(Pyrimethamine): 15 to 40mdgilyfor six months.

Caution Infants being breastfed by a mother who is on TPT should receive pyridoxine for the duration of the
Y 2 (i K teehitient. (WHO, 2024[12], p. 52)
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3.8 Psychosocial support

Discovering HIV infection during pregnancy is often more traumatic than by a voluntary test because the woman
is usually less prepared to receive such information.

To increase the probability of linkage to care and adherence to treatment, the heskthprovideshould refer
her to supportsocietiesor any community support association to help her accept her diagnosis.

Adherence is key to prevent mother to child transmission: adherence counselling must be provided at all
antenatal visits.

Any woman who is late on appointment must benefit from enhanced adherence counselling seésipns.
woman who does not comir her appointment for refill must be rapidly traced.

3.9. Family (index) testing

Testing of pregnant women allows to discover new cases and is an entry point to test the partners and children
to detect additional cases of HIV, HBV or syphilis infected people.

3.9.1. If the pregnant woman is positive for HIV

Check for the date of the last negative HIV st propose testing her husband and all her children born after
the last negative tes{See paragraph on family testing in chapitgr

3.9.2 If the pregnant woman is positive for syphilis or hepatitis B

If the woman is positive for syphilis:
-->Her partner(s) must be treated argshoulduse condoms until theare treated, to avoid reinfection.

If the period of maternal syphilis infection is not known, ask if other children have symptoms consistent with
congenital syphilissuch as skin eruptiomucopurulent or blooestained nasal discharge, poor growth, seizures
which appeared in the first months of life. Or in older children (after 2 yrs of age), skin ulcers, walking difficulties,
progressive deafness or vision disorders

Box 3.1:signs of congenital syphilis
Signs and symptoms can be present at birth or in the first weeks of life (early congenital syphilis) or can appea
after two years of life (late congenital syphilis)

Earlycongenital syphilisommonly manifests during the first 3 months of life. Clinical manifestations include:
A characteristic vesiculobullous eruptions or a macular, comodoured rash on the palms and soles
A papular lesions around the nose and, as well as petechial lesions.
A
A

Generalized lymphadenopathy, thrombocytopenia, haemolytic anaemia and hepatosplenomegaly.
growth and weight faltering
A characteristic mucopurulent or bloestained nasal discharge causing snuffles.

A few infants develop meningitis, choroiditis, hydrocephalus, or seizures and others may be intellectually
disabled. Within the first 8 months of life, osteochondritis (chordpaphysitis) may causeseudo paralysisf
the limbs.

Late congenital syphiltypically manifests after 2 years of life and causes:

A gummous ulcers that tend to involve the nose septum and hard palate

A leg deformation (periosteal lesions that result in sabre shins)

A Intellectual disability, difficulties to walk (juvenile paresis)

A Sensorial disorders: vision (optic atrophy, interstitial keratitis), audition (progressive sensorineural
deafness) and dental abnormalities.

If she is positive for hepatitis B:
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--> the partner must be tested and if he is ABsegative heshouldbe vaccinated.

--> her biological childrershould also be tested and the healtbare provider mustcheck their previous
vaccinations for anthepatitis Bvaccine If any child was not completely vaccinated (or the information is not
available), consider providing additional vaccinationchildren withnegativetest result

3.10 Follow up of H\positive women until delivery
From the initiation on ART until the delivery, the woman will benefit from a monthly follow up.
Case 1: the woman is newly diagnosed with HIV

Figure3.4: virologic follow up during pregnancy when HIV infection is newly diagnosed

: For women diagnosed during
Delivery pregnancy:
= 7 | 1 Conduct a VL test at 386

weeks of gestation, regardless
of ART initiation timing.

Pregnancy breastfeeding

ART initiation in a
woman newly

diagnosed for HIV VL test

If VL is unsuppressed,
strengthen adherence and

Only if previous VL
was unsuppressed

(34-36 weeks of repeat VL 3 months later
gestation, whatever the
timing of ART initiation) (around 12 weeks after
delivery)

Case 2: the woman was already on ART
If the woman was already on ART, conduct a VL test at the first antenatdif vfeit previous one was done six
months before or more)

Figure 35: virologic follow up when ART was initiated before pregnancy

If the VL is suppressed,
@l conduct another Viest
between 34 and 36 weeks

n [ 1 | 1 _
Pregnancy breastfeeding of gestation
T If the VL is unsuppressed,
VL test if the previous VL
was > 6 months ago I:l conduct another Viest 3
At v Vitest If VL suppressed before deli.very, conduct a V_L 6 months later and months later after

i (34-36 weeks every 6 months until cessation of breastfeeding

war Y of gestation) enhanced adherence

If VL is unsuppressed before delivery, conduct a VL 3 months later

counselling and before

delivery.
In both cases, if VL is suppressed, conduct a VL test every 6 months until the end of breastfeeding.

Whenever possible, ugmint of careGeneXpert to get aamedayresult
According to the VL result before delivéBA to 36 weeks of pregnangythe child will be classified as high or
low risk transmission (see further)
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3.11 Management of the mother at delivery

3.11.1 Testing or retesting durimgoouror delivery
Pregnant women ofinknown statusvho present inabourand delivery should be tested for:
i HIV: if test positivestart ART and consider the newborn as high transmission risk
M Hepatitis B: if positive, commence TDF and provide anti HBV vaccination ablifrthnewborn
K Syphilis: if positive, treat the mother and refer the baby for treatment.

3.11.2 Avoid nnecessarynvasive procedure

Encourage health facility delivery and the importance of skilled birth attendant, clean and safe delivery, avoiding
episiotomy, invasive procedures or aspiration of the newborn unless strictly necessary.

These precautionsra useful for the prevention of HIV and HBV transmission.

However, the best way to reduce the transmission is to obtain an undetectable VL for HIV (and as low as possibl
for HBV) before delivery.

3.12. Management of the newborn at birth

The management depends on the exposure

3.12.1 Exposure to syphilis
Figure3.6: management of a newborn with syphilis antenatal exposure

Newborn exposed to syphilis
—> Assess for clinical signs

A

If no signs
= Check the timing of
v maternal treatment

If signs are present: |

Growth retardation and/or } { *
Skin rash and/or Mother treated during Mother treated at 7t or Mother treated before

Lymphadenopathy and/or the last month of 8th month of pregnancy 3rd trimester

Hepatosplenomegaly pregnancy or not treated

I |
|
| Refer the baby for care

]

benzyl penicillin 100 000-150 000 U/kg/day
IV for 10-15 days

Y

v

Consider benzathine penicillin G
50 000 U/kg single dose IM (baby) No treatment

:

Close monitoring for 2 years

3.12.2 Exposure to HBV

Most HBV transmissions occur at delivery.

Exposed to HBY Figure3.7: management of a newborn with HBV exposure.

Vaccination anthepatitis B must be administered as soon as possible (within the first
24 hoursand, if possiblein the first 6 houryafter birth.

L
Administer hepatitis B
vaccine at birth

Administration of immunoglobulin anti HBs would increase the prevention but this
treatment is expensive anabt readilyavailable.
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3.12.3 Exposure to HIV: first classify the risk of transmission
3.12.3.1 Classification of high risk and low risk of HIV transmidABEI®( 2021[5], p.94)

Figure3.8: Assessmenbf HIV risk of transmission

Assess mother AT DELIVERY

Mother newly identified as mather
living with HIV within 72 hours
of delivery

Known mother living with HIV Known mother living with HIV
not receiving ART receiving ART

Is a viral load test result available
from a viral load test done within the
four weeks before delivery?

Yes: Yes:
viral load viral load No
>1000 <1000 |
copies/ml copies/ml
Has mother been an ART for
[ >4 weeks before delivery? J

Iyl

3.12.32 Management of the newborn, according fisk oftransmission

Figure3.9: Management of HIV exposed newborns (at birth)

Newborn exposed

to HIV
High risk Low risk
transmission transmission
Y
Clinical condition: No clinical condition
Growth retardation
Lymphadenopathy
y Hepatosplenomegaly
Consider PCR at Respiratory distress
birth Neurological condition
[
‘ * v
PCR is positive PCR is negative PCR not available
Repeat PCR for
confirmation(t! $
e ,, "
Initiate ART Start dual prophylaxis Refer for further Start prophylaxis
Refer for HIV. care Administer BCG vaccine investigation Administer vaccine

(MPCRor confirmation must be done immediately, if possible on another sample

@If BCG is differed, it should be done after at least 6 months of &Rffe child is clinically well and VL is
suppressedWHO, 2022[13], p. 28).
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3.13 Dosigeof ART prophylaxis in newborns and infants

This prophylaxis should be initiated as soon as possible after birth. If the delivery was not done in tabidigith
but the baby is exposed to HIV and breastfed, prophylaxis is still indicated whatever that fi,secontact

N.B: Always remember to change the dose when baby gains weight.

3.13.1. Low risk of transmission

Table3.2: ART prophylaxis in HIV1 exposed infants (low risk of transmission)

Population type ‘ Birth to 6 weeks 6 to 12 weeks
Exposed newborn to HIV1 Nevirapine

Birth weight < 2500¢’ 10 mg (Aml) OD No prophylaxis
Birth weight 25009\ 15 mg (1,5 ml) OD

@ For very low birth weight babies below 2000g dose of NVP is 2 mg/kg once daily. Increase dose when baby gains weigt

Table3.3: ART prophylaxis in HIV2 (or dual HIV1+HIV2) exposed infants (low risk of transmission)

Population type Birth to 6 weeks 6 to 12 weeks

Exposed newborn to HIV2 or dual Zidovudine (AZT)
Birth weight < 25009 10 mg (1ml) BD No prophylaxis
Birth weight 25009 15 mg (1,5 ml) BD
M For very low birth weight babies below 2000g dose of AZT is 4 mg/kg BD. Increase dose when baby gains weight

3.13.2. High risk of transmission
Table3.4: ART prophylaxis in HIV1 exposed infants (high risk of transmission)

Population type ‘ Birth to 6 weeks 6 to 12 weeks
Exposed newborn to HIV1 Nevirapine Zidovudine (AZT) Nevirapine only
Birth weight < 25009 10 mg (Iml) OD |10 mg (1ml) BD 20mg (2ml) OD
Birth weight 25009 15 mg (1,5ml) OD | 10 mg (1,5ml) BD 20mg (2ml) OD
Weight > 3000g 15 mg (1,5ml) OD | 10 mg (1,5ml) BD 20mg (2ml) OD

If the child fails to gain weight from 6 to 12 weeks, maintain the dosage under 6 weeks

Table3.5: ART prophylaxis in HIV2 (or dual HIV1+HIV2) exposed infants (high risk of transmission)

Population type ‘ Birth to 6 weeks ‘ 6 to 12 weeks
Exposed newborn to HIV2 or dual Zidovudine (AZT) Zidovudine (AZT)
Birth weight < 2500¢g 10 mg (1ml) BD 20 mg (2ml) BD
Birth weight 25009 15 mg (1,5ml) BD 20 mg (2ml) BD
Weight > 30009 15 mg (1,5ml) BD 20 mg (2ml) BD*

* Expert opinionlno WHO recommendation for HIV2 neither for AZT prophylaxis doses after 6 weeks. of age)

3.13.3. Formula fethfants
For nonbreastfeeding infants:

HIV1: NVP as aboter 6 weeks
HIV2: AZEs above for 6 weeks If suspicion of hepatitis on N\AP transaminases

For prophylaxis, no tests are recommended by WHO
If suspicion of anaemia on AATHb or FBC

3.14 Vaccinations at birth: specificities

If the HIV exposed newborn is not symptomatic and PCR negative or not done
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--> Administer BCG and oral aptlio vaccine

If the HIV exposed newborn is symptomatic, perform PCR

If PCR is positiyéhen:

--> differ BC@nd oral antipolio vaccindor 6 months pendingonfirmedsuppressed V(WHO 2024[13], p. 28
for BCG; and WHO 20724], p. 298 for Poli} .

If PCR is negative, then:
--> Administer BCG and oral apblio vaccine

Anti hepatitis B vaccine can be administereall cases

Before the mother leaves the maternity

Verify the mother understood how to prepare the AZT or NVP solution and the dose to be administered
Make an appointment for EID and family planning at six weeks postpddulow-risk newborns

Make an appointment at 2 weeks for higisk newborngcheck clinical conditiongdherence to ART (mother)
andadherenceto prophylaxis (newborn).

If any clinical conditions appear, the mother should consult immediately.

3.15. Follow up of HIV exposed newborn from 6 weeks to 18 months

3.15.1 the 6weeks consultation
1.Makesure HMGELR2 8 SR Ay Flyida N8B SyiSNBR Ayd2 (GKS a4atac/
2. Evaluate ART adherender the mother and the prophylaxis for the child

M With increasing antenatal coverage of ARV medicines for PMTCT, the relative proportion of infants infected
with HIV in the post delivery period, may be inciegsbecause of poor adherence to ARV during
breastfeeding.

K The HIV infected mother who is breastfeeding and on lifelong ART should receive continasdllingand
support for enhanced adherence on treatment to minimize the risk of-tHlivsmission through
breasfeeding

M The need to emphasize the importance of testing breastfeeding women of unknown HIV status- and re
testing women who were previously HIV negative in Antenatal Care (ANC), to pick up new HIV infections ir
breastfeeding women. Such women who test HIV posdiwéng lactation should bstartedon lifelong ART.

3. Check farinfant clinical conditions andassessnutritional status. The following clinical conditiercould
indicate HIV infection:

1 Low weight gain

1 Extra inguinal lymphadenopathy, hepatomegaly, splenomegaly

p  Extensive oral thrush (oral thrush is not unusual in the 8rsteks of life but extensive aspect is worrying)

i Developmental delay (see developmental assessmeappendix 13 Yy R & NB Rppgrdik Fa ¢ Ay

4. Initiate cotrimoxazole prophylaxis
Table3.6: cotrimoxazole prophylaxis doses in infants and young children

Weight (KQg) Suspension Paediatric dispersible

Smi=240mg tablets 20mg Adult tablets480mg Adult tables 960mg
3t0 59 Kg 2,5ml=1/2 spoon 1tab - -
6 to 149 Kg 5ml 2 tab 1/2 tab® -

(@ this form should be avoided in young infants. If there is a shortage of paediatric forms, explain to the mother howatadsplitsh
the tablet and mix it with expressed breast milk or clean water.

Cotrimoxazole prophylaxis should be given until the HIV status of the infant is known. It will be stopped only
when HIV exposure is excluded. In HIV infected children, it will be continued lifelong.

5. Perform HIV PCR
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If possible, perform PCR on GeneXpert and get the result on the same day. If the sample is sent to an externg
laboratory (hub), results must be received before the next consultation.

K1 If the PCResult is positive: both mother and child should be linked to ART site for continuum of care, ART
initiation (see ART in children chapt® and PCR confirmatiorfsee Appendix 28 for management of
discordant results)

K If the PCResult is negative or unknown and transmission risk was low: stop prophylaxis

K1 If the PCResult is negative or unknown and transmission risk was high: prescribe adapted prophylaxis for 6
additional weeks.

Figure 310: algorithm of PCR and antibody testing in exposed inf8atifceWHO 2021[5]|p. 41)

HIV-exposed newborn (0-2 days) F::E'Ee:f;s::tma;:n::ﬂi:}d

s It
Conduct NAT*
. . )
SCES RS H_ Negative | (at 4-6 weeks or at the earliest
opportunity thereafter)
v
v g,
—’[ Positive | Megative J
A L
= -
Y ¢
Infant/child is infected HIV infection not detected but if

' A

Immediately start ART®

T - infant/child is breastfed the risk of
acquirimg HIV infection remains umtil
complete cessation of breastfeeding®
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HIV unlikely unless nfantichild is
still breastfeding® infected
y S

Antibody testing at 18 months

of age or 3 months after Immediately start ART

cessation of breastfeeding,
whichever is later'

Repeat NAT to confirm infection

A DNA PCR test should tieneto all exposed infants at six weeks of age. If the DNA PCR test is negative before
the age of 18 months, the infant does not have HIV infection but is at risk of infection if breastfeeding is

continued! aSO2yR a2adSYFTGAO t/w Ydzhenme¥2RAKSOR A& def &R
In an infant, outside the window period (three months after last exposuabour/delivery, or breastfeeding)

and rapid HIV test is negative, then the infant has not been infected with HIV and can be considered definitively
negative.

If an infant is still within the window period and rapid HIV testagative then the infant is still considered to

be HIV exposed and may be infected and should be managed as-empéléd infant.
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6. Administer the EPI vaccinations (or verify the vaccines were administered)
There is no particularity fddl\fexposed infantsegardingadministration of vaccinessually provided at 6 weeks
(pentavalent, antpneumococcal).

7. Infant feeding
Emphasize the importance of exclusive breastfeeding (no mixed feeding) for the Yirgty t Ka 2 F G KS
life.

3.15.2 The 12&veeks consultation: stop or go on with prophylaxis?

1. Evaluate ART adherence for the mother and the prophylaxis for the child.

Check mother VL result:
If VL is suppressed, stop infant prophylaxis (if he was receiving thedlgs protocol)

If VL is NOT SUPPRESSED:
Provide adherence counselling to the mother and consider giving additional prophylaxis to the infant until
maternal VL is suppressed.

If VL is not available: adherence should be assessed based on the respect of appointments and patient interview
If adherence is doubtful, consider go on with prophylaxis until performing a VL test (that should be suppressed).

Table3.7: NVP prophylaxis beyond 12 weeks of (iHO, 2010, p. 4[15])

Population type Nevirapine Zidovudine (AZT)

12 weeks to 6 months 20mg (2ml) OD No WHO recommendatior
> 6 months until 9 months 30mg @ml) OD Consider giving same doses
> 9 months until VL suppressiéh 40mg éml) OD NVP (BD)

D or cessation of breastfeeding

2. Check for clinical conditions and nutritional assessmefitace the growing weight curve and provide
counsellingon exclusive breastfeeding.

Search for presumptive signs (oral thrush, if present at 6 weeks, must have resolved). If weight gain is pool
(flattening curve), explore the reason why (infectious process? HIV infection? d&®ider presumptive
treatment if signs of HIV and PCR is not available.

3. Adapt doses of ctrimoxazole if weight is 6 kg or more.

4. Verifythat the result of PCR1 was negatiyi result was received since the previous consultatmrperform
PCRL if not yet done

5. Verifythat the vaccines were administeredt 10 weeks, according to EPI
3.15.3 the émonths consultation
The steps are similar to the previous consultations.

Two peculiarities of this consultation:
1/ Introduction of complementary food.
Breastfeeding should be continued and complementary food progressively introduced, as for unexposed babies,

2/ Additional anti-measles vaccine:
Usually, the first antineasles vaccine is provided at 9 months. However, when the mother is in an advanced
stage during pregnancy, the antibodies transmitted to thetusare reduced.

In this case, additional antheasles vaccine can be considered. The injections at 9 and 15 months will be
administered normallyunless the child is Hiivifected and immunosuppressed, see chapter 9)
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3.15.4 The 9nonths consultation: PCR2
The steps are similar to the previous consultations (adherence for ART in motiiemarazole in infant).
Themainpoints are:

MAssess wight gain important to check, as complementary food was introduced 3 months earfligrowth
delay, explore the reason (dietetic errors, infectious pro@gss

MPerform PCRAf positive, link the mother and the baby to care.

b Administer vaccines antrmeasle and antyellow fever vaccingsunless severe immunosuppression is
suspected.

3.15.5. When should breastfeeding be stopped?

The mother should beounselledon breastfeeding according to the risk of HIV transmission, the nutritional
statusof the childand the possibilityf repladng maternal milkwith a substitute.

Fig 3.1: Algorithm to decide when stopping breastfeeding in exposed children

Low risk of MTCT High risk of MTCT
(Maternal VL < 50copies/ml) {maternal VL > 1000 copies/ml)
Poor nutritional status (infant)
v
AFASSH criteria are absent No clinical signs in infant Clinical signs or
(food insecurity, low economic Good nutritional status (normal malnutrition (infant)
income, no access to clean water,...) ““‘“ growth) l
Continue breastfeeding I Sl RO I
Explore the reasons to poor growth . . . o
and treat any identified infection or GEGEL S HEE s
aetiology l
Provide dietetic counselling and/or
nutritional support h 4 Explore for TB or any Initiate treatment:
Urgent breastfeeding cessation || gther infection ART, CTX et associated
Enh dh in th infections
mnot?]r;ie SIEMLEAE T Wi Stop breastfeeding and
manage malnutrition Continue breastfeeding®
v Consider conduct a PCR, 2 to 3 . and manage malnutrition
Consider the cessation of breastfeeding months after weaning (to Consider conducta PCR, 2 | | (3c¢ording to national
when nutritional status has improved diagnose late HIV transmission) to 3 months after weaning (| guidelines)

(1) AFASS criteria are the following:

I Acceptable: The replacement feeding must be accepted by the mother, the family, and the close
community.

1 FeasibleThe mother must have access to clean and safe water to wash bottles, nipples, and to prepare the
formula if it is in powder form.

|1 Affordable: The family must be able to afford enough powdered formula or animal milk to adequately feed
the baby.

1 SustainableThe mother must be able to prepare the infant's meals as frequently as recommended and in
NSaLkRyaS (G2 GKS oloeQa ySSRao

H SafeTKS LI26RSNBR F2NNdzZ | Ydzad 6S alFFS FyR ydzi NRGA?Z

(2) HIV infected infants diagnosed by virological testing shioeitsreastfed for as long as possible.

Weaning should not babrupt butrather should be gradual over a oneonth period, except if maternal VL is
unsuppressed and the weight of the child is normal.
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3.15.6. When to consider the baby is safe from HIV infection?

Infants should be tested at 18 months if breastfeeding was stopped more than 2 months before.

If the mother is still breastfeeding at 18 months, the child must be te&tatbnthsafter the end of the breast
feeding period.

If a rapid test is negative, the child can be considered as not infected.

3.16 Reproductive Health and Family Planning

PLHIV have reproductive health rights and needs and should therefore receive access to the full range o
reproductive health services available to the general population

HIV positive women and couples living with HIV infection should be encouraged to discuss their reproductive
options and those who wish to have children should be encouraged to discuss with their health care provider to
ensure they go through a safe and sessful pregnancy.

L Where pregnancy is not desired, effective contraception should be offered; if hormonal methods are
chosen, dual contraception (use of both hormonal contraception and condoms) should always be
encouraged and condoms provided.

|1 Effective use of contraception in HIV positive women plays an important role in the prevention of unplanned
pregnancies and thus the prevention of motkerchild transmission (PWCT) of HIV infection.

B 2 KSNB LINB3IylyOeé Aa RSAANBRI I O2dzL) SQ& adl (dza ak
and support should be given
K If the woman is HIV infected, she should be suppressed before considering conception.

u  If the man is HIV infected, giving PrEP to the woman can be considered.

B LT LINBIYylyOe KIFa 200dNNBR Ay | I L+ LRAAGADBS g2V
prevent motherto-child transmission of HIV.

I The choice of contraceptive methods in HIV positive women is the same as in HIV uninfected women.

1/ Hormonal contraception may be used in Hif¥ected women; however, choice of hormonal
contraception should take into account ARRgimen

K1 Nodrugdrug interactions exist between the preferred ART regimen (TLD) and hormonal contraception.

p  EFV reducsthe effectivenes®f hormonal contraception, especially implant

2/ Intra-uterine contraceptive device (IUCDyust not be implanted in severely immunocompromised
women.

For additional informatiomn interaction between ARV and contraceptioefer to appendix 29WHO 2019,
p. 22[16] and WHO, 2015, p.&7].
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Chapter Four: ART in Adults and Infected Adolescents

4.1 Guiding Principles and Goals of Antiretroviral Therapy (ART)

Antiretroviral therapy (ART) is a lifelong treatment aimed at achieving sustained viral suppression, reducing HIV
related morbidity and mortality, restoring immune function and preventing onward transmission, including
mother-to-child transmission. Its saess relies not only on the efficacy of antiretroviral drugs but also on timely
initiation, adherence support and effective programme delivery.

Key principles guiding ART implementation include:

i Early initiation of ART for all people living with HIV, regardless of clinical stage

M Patientcentered care that supports lifelong adherence through counselling and psychosocial support
K1 Use of simplified, wellolerated firstline regimens to improve adherence and reduce pill burden

K1 Regular monitoring of viral load to assess treatment response and detect treatment failure early

K Ongoing training of healthcare providers and quadissured service delivery at all ART sites

Before initiating ART, programmes should assess clinical eligibility, psychosocial readiness and potential barriel
to adherence. Screening for tuberculosis symptoms and providing TB preventive therapy or treatment as
appropriate should be integrated intmutine care.

4.2 Characteristics of Available ARVS

Before detailing the characteristics of antiretroviral drugs, it is essential to understand the HIV replication cycle,
as each class of antiretrovirals (ARVS) is designed to interrupt a specific stage in this process. HIV replicates |
entering CD4 cellsna hijacking the host's cellular machinery to produce new viruses.

This process involves several steps:

1. Attachment: HIV binds to the CD4 receptor on the surface of the host immun@&hislstep can be inhibited

by CCRS5 inhibitorswvhich block a coeceptor (CCR5) required for the virus to attach and enter certain cells.

2. Fusion: The viral envelope fuses with the host cell membrane, allowing HIV RNA to enter the cell.
3. Reverse Transcription: The viral RNA is converted into DNA by the enzyme reverse transcriptase
nd LYyGSaINIaGAz2yY ¢KS ySgfte F2N¥YSR GANIt 5b! A& Ay
integrase enzyme.

5. Replication and Assembly: The host cell produces viral proteins and RNA, which are assembled into new Hl
particles using the enzyme protease.

Attachment o NUCLEUS
- O
Integration ".
o le -
e‘n"m"’“m v
o

Budding

6. Budding: Fully formed HIV particles exit the host o]

infect new cells, continuing the replication cycle.

Figure 4.1lllustration ofthe six stages of HIV replicati@@ource MSF 2021 Guidelines)
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The main classes of ARVs act by targeting one or more of these stages:

TT T T T

Understanding these mechanisms helps guide rational selection and combination of ARVS, aiming to suppres

viral replication, prevent resistance and preserve immune function.

Table 4.1 Classes of ARVs

Reverse Transcriptase Inhibitors (NRTIs, NtRTIs, NNRTIs) act on the reverse transcription phase.
Integrase Inhibitors (INSTIS) prevent integration of viral DNA into the host genome.
Protease Inhibitors (PIs) block the assembly and maturation of viral particles.

Fusion and Entry Inhibitors act at the early stages of viral entry into CD4 cells.

CCRS5 Inhibitors. These block the CCReoeptor that HIV uses to enter and infect the cell

Nucleoside reverse Non-Nucleoside Integrase Strand | Protease Inhibitors| Fusion Entry/CCR
Transcriptase reverse Transfer Inhibitors (PIs) Inhibitors 5
Inhibitors (NRTISs) Transcriptase (INSTIs) Inhibitors
Inhibitors (NNRTIS)
Tenofovir  disoproxi| Nevirapine (NVP) Dolutegravir (DTG) | Lopinavir/ritonavir | Enfuvirtide | Maraviroc
fumarate (TDF) (LPVIr) (T-20)

Tenofovir
alafenamide (TAF)

Efavirenz (EFV)

Raltegravir (RAL)

Atazanavir/ritonavir
(ATVIr)

Zidovudine (AZT)

Etravirine (ETR)

Bictegravir (BIC)

Darunavir/ritonavir
(DRVIN)

Lamivudine (3TC)

Rilpivirine (RPWY)

Cabotegravir (CAB)

Emtricitabine (FTC)

Abacavir (ABC)

(@ available in oral and injectable formulations

Note: fusion inhibitors and CCRS5 inhibitors have low genetic barriers and are difficult to administrate. They are

not currently recommended in The Gambian protocol.

New drugs and classes of ARV on development or recently approved:

1/ Lenacapavir is a capsid inhibitor that needs only one injection every 6 months (see PreP section)

For people living with HIV, preliminary results showed good outcomes for people treated by lenacapavir + 2
Broadly Neutralizing Antibodies (2 injections yearly), with 96% of undetectable VL at week 26.

2/ Islatravir is anucleoside reverse transcriptase translocation inhibNRTTI) that could be used in PrEP
(implants are in development and could prevent HIV infection for more than 1 year) or for treatment of patients
with multi-resistant viruses (in association with other ARV drugs).

4.3 Considerations for Regimen Efficacy and Safety

Preferred firstline ART regimens in The Gambia are aligned with WHO 2021 recommendations and are basec
on a combination of two nucleoside reverse transcriptase inhibitors (NRTIs) and one integrase inhibitor (DTG)
These regimens are highly efficaciousgdely available in fixedose combinations (FDCs) and generally-well
tolerated.
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U Tenofovir (TDF) + Lamivudine (3TC) + Dolutegravir (BT3¢ recommended firgine regimen for
adults and adolescents.
Abacavir (ABC) + 3TC + DTG is recommended for children.
Dolutegravir is preferred due to its potency, high genetic barrier to resistance and favorable safety
profile.

While most ARVs are safe and effective, individual and -sfassific adverse effects can occur, as well as
clinically significant drug interactions, especially with A anticryptococcal and anticonvulsant therapies.

Note: For detailed information on regimen selection, toxicity profiles, and drug to drug interactions, refer to the
dedicated section (andppendix 12

4.4. When to start ART (Guiding Principles for ART Initiation in The Gambia)

ART should be initiated at the earliest opportunity in all people with confirmed HIV infection, regardless of
clinical stage or CD4 cell count. Since 2013, evidence and programmatic experience have continued to favo
early initiation of ART because it rétsuin reduced mortality, morbidity and HIV transmission outcomes.

In the context of The Gambia with persistently low ART initiation and linkeagare rates, these updated
principles are designed to strengthen early clieehtered ART initiation and close the critical gap between HIV
testing and treatment:

4.4.1. Promote SamPay or Rapid ART Initiation

ART should be offered and initiated as early as possible, ideally on the same day as HIV diagnosis or first clinic
contact, unless contraindicated (e.g., cryptococcal meningitis, CNS tuberc@bdkSsToxoplasmosis). This is
particularly urgent for pregnant women in late gestation or in labour, infants and young children diagnosed with
HIV and individuals with severe immunosuppression where delays increase mortality risk.

Table 41: Approaches supporting sargay ART initiation at the level of the client, provider and health system

Phase

Strategies targeting
clients

Strategies targeting health -
care providers

Strategies targeting the
health system

PreART initiation

Improve preART
counselling content and
delivery

Promote shared
decisionmaking

Provider training on rapid ART
initiation
Provider training on counselling

Provider supervision, coaching an
mentorship support

Provider performance feedback
1'aS i K& repdiness W
assessment checkli@tppendix 6)

to determine a client's readiness

and appropriateness for immediatg
ART initiation.

Promote First ART counselling
on the day of HIV testing

Reduce the number of pt&RT
sessions

Increase the duration of pre
ART sessions

Provide ART first starter pack
immediately with no pharmacy
waiting time

Pointof-care CD4, TB screenin

PostART
initiation

Promote Appointment
reminders

Intensified postART
counselling

Increased duration post
ART initiation clinical vis

Incentive to attend post
ART initiation visits

(adapted from WHO HIV Guidelines 20[B])
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4.4.2. Ensure informed and shared decismaking
ART initiation must be based on the voluntary and informed decision of the client.
Health workers should:

u  Explain the benefits of ART, its lifelong nature and the expected outcomes

u Address fears and misconceptions

i Allow adequate time for the client to make a decision

i Reassure clients that treatment can begin even before all laboratory results are returned, except where
advanced HIV disease is suspected.

4.4.3. Implement treatment literacy and psychosocial Support

Support all clients with clear, accessible treatment information and assess psychosocial cohgpenslix16)
before initiation. One prénitiation session is often enough; follewp counselling should be delivered during
the first two weeks after ART initiation. Where possible, involve a treatment supporter (partner, peer, family
member).

4.4.4. Exclude Advanced HIV Disease (AHD)

Before ART initiation, screen all individuals for AHD using symbés®d algorithms. When conditions like
cryptococcal meningitis or CNS TB|S toxoplasmosis are suspected, defer ART and manage the condition first,
as per AHD recommendations (sgepter 9.

Figure 42: How to Evaluate Patients for ART Initiat{@@apted from WHO.20215)

All HIV-positive ART naive

}

+ Screen for Advanced Disease conditions (Refer to the Symptom Screening algorithm for Advanced
HIV Disease)
+ Assess client's readiness and appropriateness for immediate ART initiation (refer to appendix 16)

| l

Is the patientready for ART Does the patient have signs/symptoms
initiation the same day? of Advanced disease conditions?
y N I
No Yes No Yes

|

Investigate for Advanced HIV
disease conditions (Refer to
Advanced disease screening

Start ART as soon as possible algorithms)

Does the patient have any confirmed
Advanced HIV disease condition?

| !

Prepare and start ART on the same day — No Yes

|

Start treatment for diagnosed advanced
HIV disease condition

4

Address psychosocial
concerns identified

Initiate ART as per AHD disease
protocol
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4.5 Timing of ART Initiation
4.5.1 General situation

Key message

ART should be initiated as soon as the individual is ready, ideally on the same day of diagnosis or first clinical
contact. Same-day or rapid ART initiation reduces delays, prevents loss to follow-up, and improves clinical

outcomes. This is especially important in The Gambia, where linkage to care remains a major challenge.

4.5.2Timing in special clinical situations

Table 4.2 timing of ART initiation (special conditions)

Clinical Condition Recommended Timing of ART

Adults and adolescents living with HIV (not| TB investigations should be urgently initiated.

yet on ART) and suspected TB If TB cannot be confirmed the same dejtiate ART
without delay especially in individuals with AHD.
If TB is confirmed the same day, initiate TB treatmer
first and begin ART within the first 2 weeks.

Adults and adolescents being diagnosed wi Start TB treatment immediately.

TB before ART initiation ART should be initiated as soon as possible within 2
weeks

Adults and adolescents living with HIV who| Initiate TB treatment and adjust the ART regimen if
already on ART and diagnosed with TB needed (e.gRIFand DTG interaction)

Adults and adolescents on TB treatment Initiate ART within the first 2 weeks after the

diagnosed with HIV commencement of TB treatment

HIV with TB meningitis Delay ART for at leastd weeks to reduce risk of IRIS
and mortality

HIV and Cryptococcal meningitis (CM) Delay ART forab weeks after starting antifungal
therapy

Other AHD (nommeningitis TB, cryptococcal| Initiate ART once stabilized
or Toxoplasmoaosis)

4.6 What to expect in the first months of ART

During the first months of ART, clinical and immunological improvement and viral suppression are expected
particularly when individuals adhere to ART. However, opportunistic infections (Ols) and/or immune
reconstitution inflammatory syndrome (IRIS) may elep, as well as early adverse drug reactions, such as drug
hypersensitivity, especially in the first three months of treatment. These complications are most common when
the people starting ART already have advanced HIV disease. Poor adherence inatliis jp¢sd associated with

the risk of early treatment failure and rapid development of drug resistance.
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4.7 Adherence to ART

Adherence to ART refers to the degree to which a persoetsviorin taking medication and following care
recommendations aligns with the treatment plan agreed upon with a healthcare provider. It is a key determinant
of treatment success as it ensures sustained viral suppression, reduces the risk of drug resistamgecaed
overall health outcomes.

Support for adherence should begin before ART initiation and continues throughout treatment. Clients should
receive clear cliententered education about HIV, the benefits of ART, possible side effects and the importance
of longterm adherence. Several fimes can affect adherence including forgetfulness, fear of stigtisajosure,
mental health challenges and structural barriers such as distance to health facilities and transport costs.
Medicationrelated side effects and health system issues like drogksiuts may also undermine adherence.

To address these barriers, the WHO and Gambia's DSD guidelines recommend a combination of suppol
strategies, including routine adherence counselling, gedrsupport mechanisms and the use of digital tools
such as SMS reminders or pill boxes. DSD mtkelmultrmonth dispensing and fastack refill services have

also proven effective in improving adherence by reducing the burden of frequent clinic visits.

Throughout followup, clients should be assessed regularly in a-jndgmental and supportive manner to
explore any missed doses or treatment interruptions. This ongoing dialogue helps identify and resolve barriers
early, ensuring that adherence supportié A ya NBalLl2yaigdS (G2 SIFOK Of ASyidQ

4.8 What to start

The choice of antiretroviral (ARV) regimens in The Gambia is guided by the latest WHO 2021 recommendation:
which emphasize the use of potent, safe, welerable and scalable treatment regime. With the national
transition to DT@ased regimens now compks, this guideline consolidates the latest evidence and
programmatic experience to support loitgrm treatment success.

Before initiating Dolutegravir (DTG), ensure the following:
- Assess for prexisting diabetes or symptoms of hyperglycemia
- Review any other medications the client is currently taking to identify potential drug interactions.

Note: Routine baseline blood glucose testing is not required by Wtt@nay be performed based on national
or programmatic priorities.

Clinical considerations when using TDF:

1. Laboratory monitoring is recommended before initiating treatment with TDF.

2. Routine blood pressure monitoring may be used to assess hypertension.

3. Urine dipsticks may be used to detect glycosuria or severe TDF nephrotoxicity in individuals without
diabetes using TD&ontaining regimens.

4. If the creatinine test is routinely available, use the estimated Glomerular Filtration rate (GFR) at baseline
before initiating TDF regimens as below.

Box 4.1: Calculation of GFR or Creatinine clearance in ml/min using Cockcroft Gault Equation

Male: 1.23 X (t4@e)X weight in Kg/ Creatinine (imicromolegL)
Female: 1.04 X (x40e)X weight in kg/ Creatinine (imicromolegL)

Do not initiate TDF when the estimated GFR is <60 ml/min, or in long term diabetes, uncontrolled hypertension
and renal failure.
Refer to your supervisor or hospital, client with GFR< 60 ml/min for further assessment.
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A9Firstt AyS 1w+ wS3IAYSya F2NJ ! RdzA & YR !' R
Preferred and alternative %line regimens

Table 4.3Firstt AyS NBIAYSY F2NJ ! RdA ia yR ! R2f Sa0Syida o6xo

Population Type Preferred Regimens | Alternative Regimens

Adults and adolescents| TDF + 3TC + DTG TDF + 3TC + EFV 40

0 onl3I0ZT A TDF + 3TC + LPV/r (if HI®2)
TB/HIVY, HBV/HIV AZT + 3TC + DFG

ABC + 3TC + EFV400

(M For HIVTB coinfected patients, dose adjustment of DTG is needed,

@ Do not use EFV if HIV2 (or dual HIV1 + HIV2) infection. Use only when DTG cannot be uses due to documented diabetes melli
2NJ AYONBLIF &SR YSiFro2f A0 NRA&] &dzO0K & 2@SNBSAIK( -teeatraent, x o n
whencomplementary plain DTG 50 mg is not available

@ Recommended as an alternative when DTG is not available or contraindicated and EFV is not suitable due to intolerance o
psychiatric side effectsr client with HIV2 or when resistance to EFV is suspected.

@ Use when TDF is contraindicated especially in clients with renal impaife@RR <60 ml/min) or clients with history of TDF
associated toxicity

©®)  Use if both TDF and DTG are contraindicated, such as history-ofl&f2# renal or bone toxicity or DTG is contraindicated due
to metabolic concerns or TBlated dosing

NOTES:

The regimens above are effective for both HIV 1 and 2 (except EFV)

Rationale for Using ElMnginstead of ERMomg Studies have shown that efavirenz at a dose of 400 mg is not
only virologically nofinferior to Efavirenz 600mg but also has fewer adverse events which is the major limiting
factor of Havirenz use. Fewer adverse events lower the risk of treatment discontinuation. EFV 400 mg can be
co-administered with Rifampiciaontaining antiTB treatment, with ceadministration well tolerated and
plasma concentrations maintained above the levels mered to be effectiveEF\oomgiS recommended for use

as an alternative first line anchor ARV when DTG is contraindicated.

4.10 Secondine Treatment Regimens

Ideally, patients who fail to respond to firbbhe treatment should be treated with a different regimen that
contains medicines that were not included in the first line regimen.

The secondine regimen should be initiated in consultation with a specialist in HIV and AIDS treatment,
immediate supervisors, or the clinical mentorship team. Clinical mentors should be consulted where there is
doubt about what to do. More adherence cosgling will be required in preparation for the planned new
therapy.

The current second line regimen recommends a boostecbRiaining regimen for those taking a filgte
regimen containing DTG that has failed. For those taking ebit®Bbased firstline regimen that has failed, DTG
is the preferred option.
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Table 4.4 Preferred second line regimens

Population | Failed Firstine Regimen Preferred Secondline Alternative Secondline
Group Regimen Regimen

TDF + 3TC + DTG AZTW+ 3TC + ATVIr AZTW+ 3TC + DRVA

TDF + 3TC + BV AZTO+3TC + DTG AZT+ 3TC + ATV/r or DR@)r
Adults and I rRES3TC T RAL AZTD+ 3TC + ATVIF AZT®+ 3TC + DRVIr
gd)zlesge;lt; AZT + 3TC + DTG TDF + 3TC + ATVIr TDF + 3TC + DRV/Ir

AZT + 3TC + BV TDF + 3TC + DTG TDF + 3TC + ATVdr DRV/P)

ABC + 3TC + BV TDF + 3TC + DTG AZT + 3TC + RAL

@ If there is a contraindication to AZT, maintaining TDF could be considered
@ |If the patient previously failed on an LPV/r or AFsntaining regimen, after specialist review

4.11 Thirdline Treatment Recommendation for Adults and Adolescents
Patients who fail seconline ART should be:

1 Referred for specialist review (National HIV committee, pediatricians or clinical mentors)

M Undergo adherence rassessment and support
1 Have viral load and resistance testing performed prior to starting e ART

In The Gambia, genotyping samples will be referred abroad urtduntry capacity is developed.
If a genotyping test can be performed? Bne regimen will be adapted to resistance profile.

If mutations are suspected but genotyping is not available, the regimen will be decided by the National HIV
committee, considering that if the patiehiasfailed on DT@ased regimen and LPV/r (or ATMigsed regimen:

E DRV/ris usually still sensitive but ld@wel cross resistance is possible and it should be prescribed twice

a day (DRMOmg"' RTy()Omg BD)
E DTG may be used if lel@vel resistance was selected (poor interest ifaviel resistance): DEémg BD

can be tried.
E Maintaining NRTI backbone can improve virological outcomes, by acting emuneal viruses.

After prescribing a third line regimen, strong adherence support must be provided and a VL test must be planned
after 3 months.
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Chapter Five: Monitoring Patients on Antiretroviral Therapy

5.1 Introduction

Patients on ART need close monitoring to assess adherence to the treatment regimen, tolerance, the side effect:
of the medications and the efficacy of the treatment. Give the patient an Appointment Card to document his or
her follow-up visits. Adolescentzave special needs that go beyond just delivery of ART. Counsellors will need

to be aware of the need for specialized counselling.

5.2. Initial Clinical and Laboratory Evaluation (Before ART Initiation)

Table 5.1 Initial evaluation

Test Indication
Confirmatory HIV test All patients
WHO Clinical staging All patients

Full blood count (or at least Hb)

All patients to detect anemia or if AZT is planned

Serum creatinine

If TDF is planned

Liver function tests (LFTSs):

In case of TB or Hepatitis B/C coinfection,

CD4 count (Visitect®)

All HIV naive patients to assésdvanced H\Disease

Blood glucose and lipid profile

Patients with comorbidities or patients aged >45 years

Syphilis, Hep B, Hep C serology

Pregnant womenall sexuallyactive adolescenand adults,
key populations (sex workerBWID, MSM, prisoners)

Pregnancy test

Women of reproductive age (based on date of |
menstruation )

GeneXpert/ CXR / TB LAM

As per TB screening and CD4 count

5.3. Clinical Monitoring at Followp Visits

Components of a comprehensive clinical assessment:

1. Review demographic information, medical history, ART history

2. Symptom screen (including TB, STIs, hepatitis, mental health)

3. Nutritional assessment (MUAC, weight and height)

4. Physical examination (skin, oral cavity, lymph nodes, lungs, heart, abdomen, genitai¢taclpgical
assessmeninotor function, reflexes, coordination and signs of peripheral neuropathy

o

WHO staging update

6. Assessment of side effects and adverse drug reactiafer(table of side effectAppendix 24
7. Psychosocial review (disclosure, adherence, family planning, school attendance for children)

Patients in DSD models may receive a simplified assessment based on stability.
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5.4. Laboratory Monitoring

Table 5.2 Indication of initial laboratory tests

Test When to Perform Indication

Viral Load (VL) 6, 12 months after ART, then annually Monitor ART efficacy

CD4 count Baseline (ART initiation) Opportunistic infection risk
CrAg If CD4 <200 or WHO stage 3 or 4 Cryptococcal screening
TB LAM If CD4 <200 TB diagnosis

Full Blood Count Client on AZT or suspicion of anaemig Monitor anaemia

Serum Creatinine Before TDF or in case of comorbiditie{ Nephrotoxicity risk

Liver Function Tests| Hepatotoxic ART, hepatitis symptoms| Monitor liver toxicity

Lipid/Glucose Baseline, yearly if >45 or comorbid Metabolic issues

TB tests (Gen Exp) | If TB is suspected TB diagnosis

5.5 Viral Load Monitoring and Failure Detection

The HIV viral load decreases to undetectable levels within 6 months of successful ART. However, this respon:s
also depends on the initial, pteeatment viral load; where the prereatment viral load is very high it may take
longer than 6 months for fullgpression to be attained

Table 5.3Xhedule for VL Monitoring

Population Group VL Testing Schedule

Adults and stable adolescerttsrizontallyinfected | 6 and 12 months after ART, then annually

Children and adolescents born with HIV Every 6 months

Pregnant/breastfeeding women (newly started) | At 3436 weeks of pregnancy and every 6 month
suppressed and after 3 months if unsuppressed

Postswitch to 24 At 6 months then yearly

3rd-line ART patients Every 6 months
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Fig 5.1 VL testing algorithm for adolescents >30 Kg and adults using plasma samples

Routine viral load monitoring
for early detection of treatment failure:
obtain and review result by 6 months after
ART initiation, 12 months after ART initiation

and yearly thereafter

Undetectable Viral load >50 to Viral load >1000

(<50 copies/ml) <1000 copies/ml copies/ml If on NNRTH-based

regimen, switch to
appropriate regimen®?

Maintain ARV Provide enhanced adherence counselling;
drug regimen repeat viral load testing after 3 months¢

Undetectable Viral load >50 to Viral load >1000

(=50 copies/ml) <1000 copies/ml| copies/ml|

Maintain ARV Maintain ARV drug regimen,
drug regimen but continue enhanced
adherence counselling and
repeat viral load testing after
3 months*

Switch to
appropriate regimen

WHO 2021p.148[5]
Fig 5.2 Classification of VL result

o Undetectable (not detected*):
Unsuppressed  Suppressed  Undetectable no measurable virus. Zero risk of transmission
but detectable

to sexual partner(s); minimal risk of mother to
3 \ \
\ 2 \
\ \ L

child transmission.
The ultimate goal for all people living with HIV is to reach and sustain undetectable
viral loads. Taking antiretroviral therapy as prescribed will support this goal,

prevent transmission to their sexual partner(s) and/or children, and improve their
own clinical well-being.

o Suppressed (detected but =1000 copies/mL):
some virus replicating and present: could be due
to missing doses, recent treatment initiation or
drug resistance. Almost zero or negligible risk of
transmission to sexual partner(s).

e Unsuppressed (>=1000 copies/mL):
significant virus replicating and present: could be
due to missing doses, recent treatment initiation
or drug resistance. Increased risk of falling ill and/
or passing virus on to sexual partner(s) or children.

* Mot detected by the test or sample type used.

WHO2023 p. 5[18]

5.6 Genotype Testing and Link with specialized laboratory

Genotyping is recommended after confirmed virologic failure and A y G Sy a A @S |
adherence. In The Gambia:

pu
A
(0p))
Z
&
<
O
(V)]

- Samples will be referred abroad for resistance testing
- Results must inform optimized 2ndr 3rd-line regimens (e.g., DRWased)

- Genotyping prioritized for clients on DTG failing with high VL, complex prior ART history and Children
failing Pibased regimens (after DHiased regimen failure).

Note: genotyping is still not done by the National laboratory but could be done in the future.
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5.7 Monitoring Adherence to ART

Strict adherence (which is at least 95% adherence) to recommended treatment regimens is important for
treatment to be effective. Counselling and the provision of accurate information to all patients (treatment
literacy) is an important determinant of treaent adherence. Information on side effects should be provided,
and patients should be told what to expect from the treatment.

An adherence to treatment tooé(g.pill count, seHreporting) should be provided and patients/carers instructed
on how to fill out the form. Counselling should be provided at each visit. Patients should be encouraged to seek
help between visits as needed.

Patients should be instructed to bring all medications and containers at each visit. Providers should carry out an
adherence assessment to determine whether the medications have been taken as per schedules agreed upon.

5.8 Monitoring Adverse Medicine Events or Medicine Side Effects

A patient on ART may develop new symptoms whilst on treatment. Such symptoms may be indicative of inter
current illnesses, adverse medicine events or immune reconstitution inflammatory syndrome (IRIS). All patients
should be examined carefully at eachtvsipecially in the first 6 months of ART. Any irderrent iliness should

be treated appropriately. If in doubt, refer the patient to your clinical mentor or hideeel ART clinic.

Table 5.4 Main symptoms related to ARV

Adverse Effect Suggested Monitoring / Action

Anaemia Check Hb at initiation and after 2 weeks (esp. if on AZT). Dey
and give iron if needed. Switch drug if persistent.

Lactic Acidosis Suspect if fatigue, abdominal pain, tachypnoea.

Stop all ARVs and rehydrate. Restart with -bB$ed regimen afte
stabilization.

Referral to a higher level of care or a specialist is encouraged W
available.

Lipodystrophy Monitor body changes. If on AZT, consider switching to TDF. Cg
patient on cosmetic implications.

CNS toxicity (esp. DTG and EFV)| Inform patient at ART initiation. Usually transient. If severe
persistent, switch as per guideline recommendation

Metabolic (diabetes, dyslipidaemiq Monitor blood sugar and lipid profile periodically (yearly)

Other mild symptoms DL dzZLJASizX KSIFRFOKSTI YAfR NI 3
seltlimiting.

Major types of toxicity associated with firssecondand thirdline ARV drugs are presentedAppendix 24

5.9 Visit Schedule:

2 weeks after ART initiation
Then monthly for 3 months
Thereafter every 3 months.
In patients established on treatment, DSD can be proposed andréhly dispensation initiated.

e e e N =]
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5.10 Immune Reconstitution Inflammatory Syndrome (IRIS)

Immune reconstitution inflammatory syndrome (IRIS) is linked to an overactivation of the immune system when
CD4 cells begin to be functional again. It usually occurs in the first few days or weeks (2 to 12) after initiation of
ARV therapy.

5.10.1 Frequency and risk factors of IRIS

Depending on the criteria used to qualify IRIS, its frequency varies in the studies. On average, 18% of adul
patients ceinfected with HIV and TB develop paradoxical-THBSHowever, in adult patients with a very low
CD4 count (< 50 cells/fmm3) or extrdmonary tuberculosis, the frequency may exceed 50%.

5.10.2 Most frequent germs involved in IRIS

Many opportunistic germs can be associated with immune reconstitution syndrome, but TB (Koch's bacillus) is
the most common, involved in about half of cases. Other germs are fungi including the cryptococcus (with the
meningeal location), atypical mycobadte viruses (especially HSV, CMV, HHV8 responsible for Kaposi's
sarcoma, JK virus).

5.10.3 Clinical manifestation of IRIS

Clinical manifestation may change according to the germ and the localization. However, two sequences can be
described: paradoxical and unmasking IRIS.

1/ Paradoxical IRIS

Figure 5.3 — Side effects?
ART initiation

Poor adherence to Ol
treatment (or resistance)?

Clinical

Opportunistic
infection diagnosed
and treated

worsening || Pooradherence or
resistance to ART?

‘]

Y || New bacterial or
opportunistic infection?

3 months

— IRIS?

In this situation, an infection was diagnosed before initiating ART (TB for example) and treatment of Ol was
initiated. Initial evolution was good, ART was initiated and clinical situation continued to improve. Then the
patient deteriorates.

2/ Unmasking IRIS

Figure 5.4
9 — Side effects?
|, Poor adherence or
o Clinical resistance to ART?
ART initiation worsening |_‘

New bacterial or
opportunistic infection?

| L, IRIS
3 months

In this situation, no infection was diagnosed before initiating ART. Initial evolution on ART was good (clinical
situation improved). Then the patient deteriorates.
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5.10.4 Diagnosis of IRIS

Before considering an IRIS, the clinician should rule out:
1/ Medicine side effects (both IRIS)
2/ Poor adherence (or resistance) to Ol treatment (in paradoxical IRIS)

ok t22NJ I RKSNBYyOS 2NJ NBaArxadaGryoOoS G2 !'w¢ Ih LISNRAAGS
IRIS)

After excluding these causes, arguments of IRIS are:

K1 Chronology of symptomatology (improvement before deterioration)

[ Acute local and general manifestations. For instance, in case-tRRIBBfever, cough, shortness of breath,
night sweats, weight loss, lymph nodes, new or worsening Xray findings.

K1 Increased CD4 and decreased VL (demonstrating adherence and effectiveness of ART)

5.10.5 Treatment of IRIS

Usually, ART and opportunistic infection treatment should be maintained in case of paradoxical IRIS. In
unmasking IRIS, treatment of opportunistic infection should be initiated.

If inflammatory symptoms are important, corticosteroids should be adtiedconsensus exists on the dose and
duration, but a randomizeddoubleblind, placebecontrolled trial of prednisone (1,5 mg/kg once daily for 14
days, followed by 0,75mg/kg once daily for 14 days) showed that Prednisone reduced the need for
hospitalization and therapeutic proceduresd hastened improvements in symptoms, performance and quality

of life.[19]

In most cases, the clinical situation improves and corticosteroids can be decreased progressively.

Note: in most severe presentations, when IRIS is localized ifr@N®-TB or cryptococcal meningitigj vital
danger signs are present, stopping ART can be considered.

5.10.6 Prevention of IRIS

The best way to prevent IRIS is to diagnose and treat the patients before they are severely immunosuppressed

Corticosteroid may be considered at ART initiation, in patients with TB and severely immunosuppressed. A stud
showed a reduction by 30% of IRIS manifestation in patients who received 4 weeks-tantamy at ART
initiation (Prednisone: 40mg once daily for 2 weeks, followed by 20mg once daily for 2 weeks. Prednisone was
initiated the same day than ART20]

All patients presenting clinical worsening in the first weeks/months of ART should be referred to hospital level
for comprehensive assessment and therapeutic decision.
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Chapter Six: Management of Advanced HIV Disease (AHD)

According to the WHO 2021 guidelines, Advanced HIV Disease (AHD) is defined for adults, adolescents ar
children aged five years and older as having a CD4 cell count below 200 cells'mm3 or a current WHO clinice
stage 3 or 4 condition. In children underdiyears of age, AHD is assumed irrespective of CD4 count due to high
viremia, rapid disease progression and elevated mortality risk. However, children in this age group who have
been on antiretroviral therapy (ART) for more than one year, clinicallyestatal have achieved viral suppression

are not considered to have AHD.

6.1. Background

Despite major progress in expanding access to ART, AHD remains a significant cause of morbidity and mortalit
especially in suisharan Africa. In 2021, AHXated illnesses claimed approximately 650,000 lives globally, with

a large proportion attributedo AHD. Individuals with AHDcharacterized by severe immunosuppressiare

highly vulnerable to preventable and treatable opportunistic infections such as tuberculosis, cryptococcal
meningitis and severe bacterial infections. Studies fromSabaran Afda have shown that around 10% of
people living with HIV (PLHIV) continue to present with CD4 counts below 200 cells/mm3 and in some settings
over half of newly diagnosed individuals have advanced disease. Furthermore, a significant proportion of PLHI\
in care experience treatment failure to ART regimens and approximately 25% return to care with advanced HIV
disease following treatment interruption. To address these persistent gaps, the WHO released its 2017 and
updated 2021 guidelines, promoting a simplifj standardized package of care that includes timely screening,
prophylaxis and management of common Ol. In The Gambia and similar West African settings, whelsgddl\/

data on AHD remain limited, strengthening early identification and tailored caraHi® remains essential to
reduce preventable deaths and achieve global targets to end AIDS as a public health threat by 2030.

6.2. Identifying Individuals with Advanced HIV Disease in The Gambia

Early identification of individuals with advanced HIV disease (AHD) is essential to initiate timsehyititp
interventions.

In The Gambia, AHD screening will be systematically performed for all individuals who:

Are newly initiating ART,

Are reengaging in care after more than 90 days,

Are not virally suppressed, or

Present with symptoms suggestive of WHO stage 3 or 4 conditions.

[ et e R

In alignment with WHO recommendations, AHD will be identified using either WHO clinical staging (stage 3 or
4) or a CD4 cell count below 200 cetighs. Both criteria are independently sufficient to define AHD in
individuals aged 5 years and older.

To ensure effective and consistent identification, The Gambia will scale up the VISITECT® CD4 Advanced Dise
Rapid Test across both primary and hosgigakl facilities. This poirdf-care test enables rapid identification of
individuals with severe imonosuppression, complementing clinical staging.

The VISITECT test will serve as the national standard feb&ed AHD screening. It is not suitable for children
under five years of age.
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6.3. Package of Care for AHD

Figure6.1: AHD Package for outpatients

* CD4 W (
* CrAg — blood
o TPT, CPT
* TB LAM, ’
Access to * Fluconazole
Xpert Prophylaxis
All AHD with . . & pre-
danger signs DIagnOSIS emptive
should be therapy
referred to ﬁ
hospital
4 \J h
Counselling AE(EEE
+  Community adherenie Treatment * TBtreatment
- based suppor * Non-
support/ meningococcal
home visit Crypto care
- - /

(Adapted fronthe globalAdvanced HIV Disease ToolkiNAID/CHAJJ21]

Figure 6.2 AHD Package for hospitalized

+ CD4 1(
* CrAg-blood /CSF * TPT,CPT
* TBLAM, Xpert ,RDT Toxo * Fluconazole
« LP
* Haematology &

chemistry Prophylaxis

Diagnosis & pre-
emptive

therapy
N

Clinical Expertise
CCM Treatment
Adapted (Ampho B)
adherence Treatment - TB(CNS) treatment
support +  CNSToxo
* Other Ol treatment*
Appropriate

supportive care
| J

*  Counselling
*  Community-based
support/home visit

(SourceThe globaAdvanced HIV Disease ToolkNAID/CHAI)

6.4. The components of AHD care

Integrated routine AHD screening into HIV care services

Timely patient identification for AHD care including diagnostics and supporting labs
Initiation of essential, recommended treatment and prophylaxis

Patient monitoring

Established referral systems for access to comprehensive AHD package
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6.5. Clinical approach to patients with advanced disease

Figure 63: Symptoms Screen and Advanced Disease Management Pathway

Patient identified as new stage 3 or 4 disease or with CD4+ count < 200 cells/pL (ART naive or experienced)

STEP1:

Take history and
examimation

| screen for danger signs
Respiratory rate >30
Heart rate >120
Systolic BP <90
Temperature >39°C
Moderate/severe dehydration
Unable to walk unaided
Saturation <90%

Altered mental confusion,

behaviour, reduced level of consciousness

state:

Any other neurological problem: new onset
severe headache, seizures, paralysis, difficulty
talking, cranial nerve problems, rapid
deterioration in vision

strange

™\ )
If one or more danger signs present If NO danger signs: Management at
SERIOUSLY ILL —-
*Immediate Transfer to Hospital or
immediate admission
Y, S
~
STEP 2: TB LAM and Xpert/CXR TB LAM
Screen for symptoms of TB Refer to AHD SERIOUSLY ILL patient with If TB LAM Negative Refer to respiratory
(Loss of weight, fever, night, Respiratory Problems symptoms algorithm
sweats, cough) )

|V
|
STEP 3:

Assess for symptoms of
meningitis (headache and
confusion)

"z

STEP 4:
Curative or Pre-emptive

treatment or Prophylaxis

S

o Perform CrAg test If positive CrAg test:

lumbar puncture for CSF cryptococcal
antigen and India Link test

o InCrAgneg . perform Toxoplasmosis LFA

tests
o Refer to SERIOUSLY ILL Neurologica

Respiratory Discase algorithm in cased if all

tests are negative

~

Perform CrAg test (if sign or
symptoms of CC)

If test Negative Refer to

lap Neurological disease algorithm

J

\

-

Follow TB or Cryptococcal or Toxoplasmosis management in case of positives tests

If negative tests, Pre-emptive or prophylaxis treatment of PJP or Bacterial Pneumonia

STEP 5:
ART Initiation

7’

L

IMMEDIATE Initiation in absence of confirmed Ols

Defer ART initiation for 1 to 4 Weeks according to Ols management

Adapted fromWHO, 2021, [225.[5]

6.6 Tuberculosis Prevention and Treatment among PLHIVs

6.6.1. Background

HIV remains the major risk factor for developing tuberculosis (TB) disease. People living with HIV (PLHIV) ar
approximately 10 to 37 times more likely to progress to active TB than individuals without HIV. TB continues to
be a leading cause of hospitalimen and death among PLHIV.-Déection with TB and HIV is associated with
poorer treatment outcomes, including a significantly higher risk of mortality, compared to TB infection alone.

According to a recent analysis of National TB data reported in DHIS2 between 2017 and 2021, only 36:1% of HI
TB ceinfected individuals were receiving antiretroviral theraf#2]. The mean number of adult patients
identified with HIV TB coinfection was 330 [2486] in the 2014023 period. There is a trend to the decrease

of number of HIVTB patients from 2014 to 202220%), while the number of PLHIV adults increased by more
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than 130%. Thus, the percentage of HIE coinfection decreased from 11% to 3% from 2014 to 2023. These
figures could reflecimprovementin TB management in The Gambia and a reduction of TB prevalence but could
also highlight critical gaps in the delivery of integrated TB/HIV services and point to an urgent need for enhancec
case finding, early ART initiation and strengthened adherenceastip

Given this burden, all patients with presumptive or confirmed TB should be routinely screened for HIV, and all
PLHIV must be systematically screened for TB symptoms at every clinical encounter. Wherever feasible, TB ar
HIV services should be-tmcated aml delivered by the same healthcare team to optimize efficiency, patient
centered care and treatment outcomes. Since PLHIV are at increased risk of rapid clinical deterioration when TI
is present, clinicians should avoid unnecessary delays in both diagmukithe initiation of appropriate TB
treatment.

lL+k¢. OFNB aSlidAy3a akKz2dZ R AYLI SYSyd GKS GKNBS L

K1 Intensified TB casdinding
M Isoniazid+ RifapentinePreventive Therapy
M Infection control at all clinical encounters.

6.6.2. Clinical presentation of TB in PLHIV

Box 6.1 clinical presentation of PTB and extra pulmonary TB

Extra-Pulmonary TB (EPTB)
Pulmonary TB

» Headache/confusion, fever, vomiting, stiff

» General malaise, weakness, tiredness . .
neck, sometimes loss of consciousness

- (it e (2 el » Enlarged lymph nodes (>2 cm), often

» Loss of appetite and weight loss (>10% of painless, in neck, axillae, or inguinal areas
o ey bl » Chest pain (usually unilateral), shortness of

» Night sweats breath, peripheral oedema, abdominal

> Fever swelling

= sl » Genito-urinary TB: dysuria, nocturia,

abdominal pain, haematuria
» Sometimes haemoptysis (blood in sputum

"‘f

TB spine (Pott’s disease): localised pain,

when coughin
ghing] followed by deformity
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6.6.3. Diagnostic investigations

Figure 64: Algorithm for screening, diagnosis and management of TB among PLHIV

Screen for TB among all PLHIV and AHD HIV-positive (refer to TB
symptoms and signs)
[ Prezumptive TB(one or more TB symptoms or signs) ] [ Mot presumptive TB ]

L

| |

Do Urine lateral flow lipoarabinomannan (LEF-LAN) assay (only
1f CD4=200 cells/pl)
Collect sputum for Xpert MTE/RIF

| l

.
[ TR ] [ TB-LAM Positive
1 i
[ Do Xpert MTB/RIF ]

)!
[ Hpert MTEB/RIF negative ] [ Hpert MTB/RIF positive J

l

Ty il
Further investigations: Chest-3X-ray »| Clinically/radiologically '
or repeat Xpert MTB/BEIF using a suggestive of TB
fresh specimen for culture ) \,

Treat for bacteriological infection™®* and/or Pneumocystis
pOenmonia

ART assessment®*¥

Cotrimoxazole preventive therapy

If no clinical response re-assess for TB after 2 weeks

*Danger signs for adults refer to signs of a seriously sick person and they include respiratory rate >
temperature >39 °C, heart rate 120/min and unable to walk unaided. All PLHIV with dangM$gh8E REFERK
TO HOSPITAL FOR BETTER MANAGEMENT

** Antibiotics with broadspectrum antibacterial activity (except fluoroquinolones) should be used.

*** ART should be recommended for all adults, regardless of CD4 cell count or clinical stagen&aiveRBtients,
ART should be started as soon as possible following start of TB treatment (see details in TB guidelii€s. |
Patients already on ART should be assessed for ART failure through VL

Adapted from MSF 202[23]

6.6.4 TB treatment and ARVs

6.6.4.1General Guidance
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= B

. Person Living with HIV (Not Yet on ART) and Suspected TB
TB investigations should be urgently initiated.
K1 If TB cannot be confirmed the same day, initiate ART without delay, especially in individuals with advanced

HIV disease (CD4 <200 or WHO stage 3 or 4).
M If TB is confirmed the same day, initiate TB treatment first and begin ART within the first 2 weeks.

. Person Diagnosed with TB Before ART Initiation
Start TB treatment immediately.

. Person Already on ART or Diagnosed with HIV During TB Treatment

2
M
K ART should be initiated as soon as possible within 2 weeks
3
M

If already on ART and diagnosed with TB, initiate TB treatment and adjust the ART regimen if needed due

to drug interactions (e.g., rifampicin).

K1 If HIV is diagnosed during the TB treatment, initiate ART within the first 2 weeks after the commencement

of TB treatment

6.64.2 ART Regimen Adjustments in TB Treatment

Table 6.1: Impact of Rifampicin on ART drugs and recommended adjustments

ART Drug/Regimen

Interaction with Rifampicin

Recommended Adjustment

Dolutegravir (DTG)

Rifampicin reduces DTG levels
significantly.

Increase DTG dose to 50 mg twice
daily during TB treatment.

Efavirenz (EFV)

Compatible with rifampicin.

No dose adjustment needed.
Continue standard EFbased
regimen.

Lopinavir/ritonavir (LPV/r)

Rifampicin greatly reduces LPV
levels even with ritonavir
boosting.

Use rifabutin instead of rifampicin iff
LPV/r must be maintained.
Alternatively, switch to EFMased
regimen.

Atazanavir/ritonavir (ATV/r)

Rifampicin reduces ATV levels
significantly.

Avoid ceadministration with
rifampicin. Consider switching to EFR
or use rifabutin instead.

Darunavir/ritonavir (DRV/r)

Rifampicin reduces DRV levels
despite ritonavir boosting.

Not recommended with rifampicin.
Use rifabutin or consider alternative
ART regimen.

Rifabutin as TB treatment

Fewer interactions with ART.

May be used in place of rifampicin
when Pls need to be maintained.

6.65. TB Preventive Treatment (TPT)

6.65.1 general strategy
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Tuberculosis (TB) prevention is a cornerstone of HIV care and public health. Effective TB prevention includes
combination of biomedical, clinical and infection control measures to reduce the risk of infection and disease
progression.

Key strategies include:

- Bacille Calmetté&Suérin (BCG) vaccination at birth to prevent severe forms of TB in chilskeen
precautions if the newborn is symptomatic, chapter 3)

- Early identification and prompt treatment of individuals with active TB disease.

- Provision of TB preventive treatment (TPT) to individuals at high risk of progression from TB infection to
disease.

- Implementation of TB infection prevention and control (IPC) measures in healthcare settings and
households.

6.6.5.2.TB Preventive Treatment (TPT)

TPT aims to reduce the risk of latent TB infection progressing to active disease, particularly among people livin
with HIV (PLHIV), young childr@less than 5yearg and household contacts of TB patients. PLHIV with no
symptoms of active TB (current cough, fever, weight loss, night sweats) should be offered TPT after TB diseas
has been clinically ruled out. TPT may be initiated regardless of ART status.

TPT is currently not recommended for contacts of patients with confirmed or suspected multadigtant TB
(MDRTB) pending further evidence. However, in children under 5 years angdsliwe individuals who are
contacts of drugsensitive TB cases, Téhould be strongly considered.

The following regimens are recommended for TB preventive treatment:

Preferredregimen:
- 3HP: Isoniazid and Rifapentine weekly for 12 weeks (3 months), recommended for individuals aged 2 year:
excluding pregnant women.

Alternatives regimen:

- 6H: Isoniazid 300 mg daily for 6 months (safe for pregnant women)

- QTIB: A fixedlose combination of Isoniazid, cotrimoxazole and pyridoxine, taken daily for 6 months
(considered safe for pregnant women)

- 3HR: Isoniazid +Rifampicin daily for 3 months (safe for pregnant mothers.) (adjust ART TLD regimen)

TPT should always be paired with pyridoxine supplementation to reduce the risk of isenthmidd peripheral

neuropathy, particularly in adults and adolescents.

NB: Refer to the National TB and TPT guidelines for details andl@DR
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6.7. Cryptococcal Disease Among Adults Living with HIV

6.7.1. Background

Cryptococcal disease is a major opportunistic infection affecting people with advanced HIV disease. It remains
significant contributor to morbidity, disability and mortality in this population. Among its manifestations,
cryptococcal meningitiss by far the most common and severe clinical presentation. Healthcare professionals
should remain highly vigilant for cryptococcal meningitis in patients with advanced HIV disease.

Box 62: Signs and Symptoms of Cryptococcal Meningitis

Early Signs and Symptoms of Cryptococ«

Meningitis Late Signs and Symptoms of CM:

i Headache (persistent, often i Change in mental status (Lethargy,
worsening) Confusion, Stupor or coma)

U Nausea + Vomiting (i Seizures, photophobia

U Dizziness or Ligliteadedness (i Papilledema (optic disc swelling)

u Cognitive delay (e.g., acting unusua i / NI YAFET ySNBS LIt 3
to friends, family, or providers) diplopia

G Changes in vision or hearing (blur i Focal neurological deficits (weak arms c
vision, double vision (diplopia] legs, difficulty walking)
decreased hearing) U Complete or partial blindness or

U Mild confusion or altered behaviour deafness

i Photophobia, neck stiffness, and a
LR aAGAGBS YSNYyA3Q

6.7.2 Diagnosis of Cryptococcal Meningitis

Early diagnosis of cryptococcal meningitis is critical to reduce mortality among PLHIV with advanced HIV diseas:
A definitive diagnosis requires the detection ©fyptococcugntigen (CrAg) in cerebrospinal fluid (CSF) or a
positive CSF culture confirming the presenceCofptococcusThe CrAg Lateral Flow Assay (CrAg LFA) is the
preferred diagnostic tool due to its high sensitivity, ease of use, and suitability for-gfedatre testing. The
process of screening patients for Cryptococcal Meningitis megiuided by the algorithm shown Appendix

10.

In Gambia, the diagnostic approach varies by level of care:

At peripheral health centres, the recommended method is the CrAg LFA performed on serum, plasma,
or whole blood or fingeprick blood. This test enables early detection and referral of positive cases with
danger signs to hospital for further management.

At the hospital level, patients with suspected meningitis should undergo lumbar puncture followed by
CSF CrAgFA testing. Where resources allow, India ink staining of CSF may be performed for
confirmation.
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6.7.3 Treatment of cryptococcal infection
Table 6.2 Treatment of Cryptococcal infection for Adults

Non-meningeal Cryptococcal diseas

Meningeal Cryptococcal disease

Induction Phase Fluconazole 800 mg for 2 weeks

Note: For patients on rifampicin
increase Fluconazole dose by 5
across all phases

Preferred regimen:

Amphotericin B liposomal single high dc
(10mg/kg) +

2 weeks oflucytosind100mg/kg/day in foul
divided doses) an#lluconazold 200mg/day
Alternative induction regimens:

2 weeks of Fluconazole (1200 mg daily
adults + Flucytosine (100 mg/kg/day, divid
into four doses per day).

Consolidation phase| Fluconazole 400 mg for 8 weeks

Fluconazole 800mg/day for 8 weeks

Maintenance phase | Fluconazole 200 mg for 14 weeks
complete 6 months of treatment

Fluconazole 200mg/day for a minimum of
to 18 months of maintenance phase.

Condition to stop maintenance phase:

Adults: VL<1,000 copies/mfm  / 5 n A
/' 5n XHAn OAFT @ANIf
and 18 months

6.7.4Monitoring and Management of Amphotericin B Liposomal and supportive care

Several formulations of amphotericin B are commercially available, including liposomal, deoxycholate and lipid
complex preparations. These formulations are not interchangeable due to differences in pharmacokinetics,

toxicity profiles and dosing.

In Gambia, we use liposomal amphotericin B (50 mg lyophilized powder for injection), which is associated with
lower toxicity and reduced need for intensive monitoring and supportive care compared to amphotericin B

deoxycholate.

Table 6.3 Managing amphotericinddelated toxicity

Single high-dose liposomal amphotericin B

Pre-emptive hydration and electrolyte supplementation (adults and adolescents)

1 litre of normal saline solution X
with 20 mEqg KCl over two
hours before infusion

8-mEq KCl tablets orally X X X
(twice daily)
Magnesium supplementation X X X
if available®

Monitoring (adults, adolescents and children)

Serum potassium X X
Serum creatinine X X
Haemoglobin x e

= 250-mg tablets of magnesium trisilicate or glycerophosphate twice daily or magnesium chloride 4 mEq twice daily.

" If still in hospital.

Source: WHO, 2022, p1[24]

Table 6.3 Managing amphotericing@elated toxicityfor Single 10 mg/kg liposomal amphotericin B protocol
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Elevated creatinine

Ensure adequate hydration and discontinue concurrent nephrotoxic dru
possible. Adjust fluconazole and flucytosine doses appropriately if renal impail
is significant. Note that renal function often improves initially following rehydrat

Severe anaemia

Transfusion if possible,

Hypokalaemia

If hypokalaemia is significant (K<3.3 mmol/l), increase potassium supplement;

Monitor potassium daily if possible

Table 6.4 Monitoring and managing people with cryptococcal meningitis

Control of elevated
CSF pressure

(refer toBox 63 for
symptoms and signs
of raised intracranial
pressure)

Control of increased intracranial pressure improves survival by 25% in person
Cryptococcal Meningitis. All patients with a CSF Pressure >250matesfwillneed
a therapeutic LP the following day to reduce the CSF pressure to<200 mm U
manometer.

Removing 260mL of CSF (even in the absence of a manometer) may be ad¢
to decrease CSF pressure. Most patients will ne8dRs during the induction pha:

Failure to adequately manage ICP can result in persistent headache, cranial
abnormalities which include hearing loss, vision loss and death.

Routine use of adjunctive corticosteroid therapy during the induction pleget recommendedh treating
HI\fassociated cryptococcal meningitis.

Immediate ART initiation is not recommended among adults, adolescents and children living with H
have cryptococcal meningitis because of the risk of increased mortality and should be defegracdks
from the initiation of antifungal treatment anbdased on ART history and experienEer patients already o
ART, see figure 6.5 for the management of antiretroviral therapy

Box 63: Common symptoms and signs of raised intracranial pressure

Symptoms

* Headache

Signs

* Papilloedema
* Seizures

WHO, 2022p. 17, [24]

» Nausea with or without vomiting

* Changes in vision or hearing (such as double vision, blindness or deafness)

* Change in mental status (ranging from confusion to lethargy to coma)

e Cranial nerve palsies (such as eye movement problems, especially cranial nerve VI)
e Other focal nervous system deficits
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Figure 6.5 ART Timing with CCJ2b]

Do not start Start 1t line
ART naive ART Wait for ART regimen
.. 4 — 6 weeks as per local
at admission guidelines
ART experienced
Re-start
Reportedly not adherent Sl L LI 1%, 2% or 3% line
or at admission 4 — 6 weeks ART regimen*
uncertain adherence
o Stop ART Wit for =
on ART > 6 months " at admission 4 -6 weeks ART regimen*
ART experienced
Reportedly adherent H Re-start
on ART £ 14 days Ston ART Wait for 1%, 2™ or 3" line
at admission 4 — 6 weeks

*
Very recent introduction ART regimen
or re-introduction

ART experienced
Reportedly adherenton Continue ART = C:nﬂm::
ART 14 days — 6 months i adiicsion 1%, 2" or 3" line
Recent introduction ART regimen*

or re-introduction

* Decision on which ART regimen to re-start should be made according to patient’s history, local guidelines, HIV viral load and genotypic resistance testing if
possible. If it is considered likely that the patient has developed resistance to 1* line (e.g. NNRTI resistance), then restart with 2" line containing boosted Plor
DTGif possible. ** Unless documented to have a suppressed viral load at time of admission or within the month prior to admission, in which case continue ART

CCM was diagnosed befargtiation. Treat first CCM and initiate of' line after 46 weeks

Patient developed CCM while on AIRIE adherence was uncertain. Stop ART and restart with the same
regimen after 46 weeks. Enhanced adherence and perform VL 3 months afiaitiagion.

Patient developed CCM while on ART and adherencga@d Resistance to ART is likely. Stop ART and
restart after 46 weeks on second (or third) line ART regimen.

Patient was very recently initiated and develop CCM. Cryptococcoses was probably not diagnosed but
was present before initiation. Stop ART feB weeks andestart with the same ART regimen.

Patient developed CCM symptoms while on ART and adhef@mnyptococcal infection (due to
incomplete immune recovery) or unmaskinggtococcallRISare possible. In both cases, ART should
be continued while treating CCM.

H

If a patient is ART experienced for more tlware month, and is diagnosed wi@CM perform a VL test
If VL < 1000 copies/ml, consider an IRIS.
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Chapter Seven: Prevention, Screening and Management of Commaeinf€ctions
7.1 Cetrimoxazole Preventive Therapy (CPT)

7.1.1. Background

While antiretroviral therapy (ART) has significantly reducedrelBted morbidity and mortality, PLHIV remain
vulnerable to opportunistic infections (Ols) and other comorbidities. In The Gambia, where malaria and severe
bacterial infections are prevalento-trimoxazole prophylaxis remains a critical component of HIV care. It is
particularly effective in preventing several common and potentially -thfeatening infections in
immunosuppressed individuals, includiRgeumocystis jirovegineumonia (PJPRreptococcus pneumoniae
cerebral toxoplasmosis and ndyphoidal salmonellosis. CPT is a simple, -teddrated and coseffective
intervention for PLHIV and can be administered concomitantly with ART. This has shown reduction in morbidity,
mortality and hospitalization.

By reducing the incidence of these infectionstiimoxazole contributes significantly to improving survival and
quality of life among PLHIV, especially those with advanced HIV disease or delayed initiation of ART.

7.1.2. Cetrimoxazole indication, discontinuation, side effect management

Table 7.1 Cotrimoxazole prophylaxis indications, doses and complications

Recommendations

Criteria for initiating | Criteria for discontinuing co| Recommended dose/management of allergy at

co-trimoxazole trimoxazole prophylaxis intolerance

prophylaxis

All PLHIV newly Stop for those who are Recommended dose Adults: CTX 960 mg od.
initiating on ART clinically stable with evidence

. Non-severe side effects (grades 1 and 2):
of immune recovery CD4 cel

count >200 cells/uL) and/or | = Desensitise adults (ség@pendix §.

As a priority:

Grade 3 toxicity to CTX or desensitisation not

stage 3 or 4 and/ or | syppression. successful:

with CD4 cell count -> Dapsone 100 mg daily

Xunn OStta -> Add pyrimethamine 50 mg + folinic acid** 25 1
weekly.

In case of severe reactions to CTX (grade 4
liver, kidney or bone marrow toxicitydapsone

PLHIV with active TB | Refer to TB Guideline should not be used, as there may be cro
regardless of CD4 cell reactivity. Dapsone is safe in pregnancy
count

** Note that folinic acid is not the same as fo
acid.

Dapsone should be discontinued once the CD4 has been greater than the subsequent values for at least |
months: 200 cellshm? for adults.
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7.1.3. Carimoxazole toxicity

Adverse effects of Gmimoxazole are rare but include skin rash, Stevens Johnson syndrome, anaemia,
neutropenia, jaundice and renal failure. In the event of skin reaction to Cotrimoxazole, see guidance on
management (table 7.2)

Table 7.2 Management of adverse effects of-timoxazole

Severity Description Management
Mild Dry skin, erythema +fine papules or Continue CTX, monitor closely, consider
Grade 1 itching affecting <50% of body surface | symptomatic treatment with antihistamines -+/
area topical steroids (NOT oral steroids)
Moderate | Dry skin, erythema +fine papules, or Stop CTX, consider symptomatic treatment with
Grade 2 itching affecting >50% of body surface | antihistamines +topical steroids (NOT oral
area steroids), consider trial of desensitization after
symptoms completely resolved
Severe Mucosal involvement or blistering with | Stop CTX, admit to hospital for supportive
Grade 3 associated fever affecting any % of bod] management (IV fluids, wound care, pain contro
and 4 surface area or Steven Johnsons infection control, monitoring for superinfection),
syndrome (SJ9) patient should NEVER bechallenged with CTX o
other sulfacontaining drugs

(1) The term SJS is used when the body surface area involved is <10%, TEN if it is >30%, and SJS/TEN overlap whenli0gange0fram
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7.2. Pneumocystis Jiroveci Pneumonia (PJP): Symptoms, diagnosis, treatment and
prevention

Pneumocystis Jiroveci Pneumonia (PJP), formerly known as Pneumocystis carinii pneumonia (PCP), is a comn
opportunistic infection in individuals with advanced HIV disease. The incidence has declined with the
implementation of cotrimoxazole prophylaxis aadtiretroviral therapy (ART).

Table 7.3 Symptoms, diagnosis, treatment and prevention of PCP

Symptoms: Progressive exertional dyspnea, fever and chillsproatuctive
cough, chest discomfort, difficult breathing, fast breathing and weight I¢

Signs: Pulmonary symptoms: tachypnea, pulmonary examination may 1
mild crackles and rhonchi but may yield normal findings in up to half o
patients.

Chest XRay is the main diagnostic tool:

- bilateral interstitial infiltrates

- Pneumatoceles and pneumothorax are possible but not common.
- Pleural effusions and intrathoracic adenopathy are rare.

However, the chest-Ray may also be normal

Admit client
Give supportive care: oxygen therapy, fluids

Preferred therapy:
Cotrimoxazole (120mg/kg/day IV based on TMP componerigr 14- 21
days

Alternative therapy:

Oral Cotrimoxazole for 21 days:
Total daily doskel tablet of 960mg orally for every 8kg of body weight; div
total dose into 34 individual doses. Maximum 8 tablets per day

Adjunctive therapy Use corticosteroids only in hypoxic patients with sey
PJP (PaO2 <70 mmbigSp02<90%
Prednisone (oral):

1 Day X5: 40 mg twice daily

1 Day &10: 40 mg once daily

1 Day 1x21: 20 mg once daily

Daily Cotrimoxazole prophylaxis for:

w /50 fHnn OSftfakyYYuw

w 21 h OftAYyAOFft &dF3S o 2NJIn
- Ensure ART adherence
- Monitor for side effects and adherence

Refer to point 7.1.2 for condition of discontinuation
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7.3. Toxoplasmosis: symptoms, diagnosis, treatment and prevention

Toxoplasmosis, caused by the protozoan parasite Toxoplasma gondii, is a major opportunistic infection in PLHI\
especially those with advanced immunosuppression (CD4 <200 cells/mm3). In The Gambia, the implementatior
of rapid diagnostic tests for Toxoplaartiateral flow assaysyill support earlier detection and management.

Table 7.4 Symptoms, diagnosis, treatment and prevention of toxoplasmosis

Signs and SymptomsHeadache, confusion, fever, seizures, focal neurological symptoms deficits
Symptoms | Signs Neurological abnormalities; may include visual impairment if ocular toxoplasmosis is pr¢
Common in patients with CD4 <200 cells/mms.

Diagnosis Diagnostic tools available in The Gambia:

- Rapid Toxoplasma antibody detection tests

- Serology:
w ¢C2E2L)X F&AYlF L3ID LRAAGADBS AYyRAOFGSE LN
w ¢2E2L) I &aYlI L3a LRAAGAGS adza3asSada NBO

- Imaging (CT or MRI) shows Heighancing lesions in CNS

Admit (or refer) clientvith neurological symptoms et sigft®xoplasmic encephalitis)

Acute Treatment!2d

Dosage:¢ NAYSOK2LINAY p Y3Ik]13 Iy Radminiiered ofalyi &
intravenouslytwice daily

Duration: At least 6 weeks, with extension if clinical or radiologic response is incomplete

Chronic Maintenance Therapy (Secondary Prophylaxis):

DosageOne doubled 1 NSy 3G K GF o6f S oytwicedahd { a- kK mc |

I NAGSNAI FT2NI5Aa02yaydziyd / KNRYAO al Ayl
1 {dz0O0S&aa¥FdzZ fe O2YH¥RGISR AyAslf GKSNIL
1 1adYLXWi2YraO 2F aA3V¥RIYR aévLlizvya 27

Management 1 /5n O2dzyi BHE2aN) DSt VaAYEYKa Ay NBalLRyasS

and Alternative treatment if cotrimoxazole is contraindicated

Treatment | Give all 3 drugs for 6 weeks:

w te@NAYSUKFYAYS HwnnY3d 2Nrftte a t2FRAY3

or 75mg orally daily if weight 60kg or above

Plus:

w C2ftAYAO I OAR MpY3 2N ffe RIFAf &

Plus:

w /[ fTAYRFIYBOAY cnnY3d o GAYSaA | RIF& 2NJff

If the patient is severely unwell or unable to swallow and IV formulation is available, give ¢
IV 3 times daily for the first-8 days

If gastrointestinal side effects (nausea, epigastric pain, abdominalqaém occur with high
dose oral treatment) reduce oral dose to 450mg 3 times daily

Clinical improvement is expected after otveo weeks. Consider other diagnosis if
improvement after 2 weeks.

Prevention ([ Primary prophylaxis:

- Cotrimoxazole for PLHIV with CD4 <200 cells/mm3 and Toxoplasma IgG positive.
Secondary prophylaxis:

- Continue until CD4 >200 cells/mm? for at least 6 months on ART.
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- Educate clients on safe food handling and hygiene to avoid exposure

Rem: sulfadiazine + pyrimethamine can also be prescribed, if available

7.4 Sexually Transmissible Infections and Other Reproductive Tract Infections

Ulcerative and inflammatory diseases of the reproductive tract oftesxast with HIV infection, increased HIV
infectiousness and shedding. Some may cause serious complications like peritonitis due to pelvic inflammatory
disease.

At the initial assessment, a thorough history should be obtained including information on:

[ Previous STls
K Symptoms of current STIs (discharge, pain on micturition, genital sores, dyspareunia, itching)
I Risky sexual practices:
V Multiple partners
V  Anonymous partners
V Drug and alcohol abuse
V Report of unprotected sex outside of a mutually monogamous relationship
V Exchange of sex for drugs or money, or sex with a partner who reports these behaviours
i Contraceptive and condom use.

The history should be accompanied by a thorough physical examination, including examination of the external
genitalia for ulcers and discharge. All PLHIVs should receive a serological test for syphilis.

PLHIV diagnosed with an STI should be managed with their sexual partner (s) according to standard STI treatme
protocols.

At initial diagnosis of HIV infection, all sex workers should be assessed for STIs and if present offered syndrom
therapy.

Patients who have persistent signs and symptoms of STls in spite of syndromic treatment should undergo
diagnostic evaluation for definitive diagnosis and aetiologic therapy

All PLHIVs should be evaluated for continued risky sexual practices and symptoms of STIs through sensitive al
non-judgmental interviewing. Those with egoing risk should receive intensive counselling to reduce risky
behaviour and be provided with easycass to condoms. Sex workers should be evaluated for STls at every visit.

(Refer toappendix7 and national protocol)
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7.5 Prevention and treatment of Malaria
7.5.1 Malaria in people living with HIV

Children and adults with HIV infection suffer more frequent and more severe malaria than HIV uninfected
individuals. Furthermore, people with advanced immunosuppression are at risk of failure ehalatial
treatment. In pregnancy, there is increasedkref placental malaria, severe anaemia, premature delivery and
perinatal mortality.

7.5.2 Strategies to prevent malaria

The following are recommended strategies to prevent and control Malaria:

Cotrimoxazole preventive therapy, as recommended for alkidf¥cted patients, provides effective protection
against malaria infection. PLHIV should have access to insecticide treated mosquito nets or indoor residua
spraying to reduce exposure to mostubites and malaria transmission.

HI\fpositive pregnant women who are taking -@mnoxazole prophylaxishould not be given Sulfadoxine
Pyrimethamine (SP) for intermittent preventive treatment.

Children should be vaccinated against malaria according to EPI (no specificity for HIV exposed or infecte
children).

7.5.3. Management of malaria in PLHIV

PLHIV with fever and on CPT should not be treated for a presumptive diagnosis of malaria. As far as possibls
laboratory confirmation of malaria usimgpid diagnostic test (RDT) blood film should be obtained prior to
initiation of antimalarial therapy. Other causes of fever should be considered.

PLHIV with malaria should receive standard-amdiarial therapy according to National guidelines. However,
patients on ART receiving amtialarial therapy should be monitored closely for adverse drug reactions.

Some drugs used to treat malaria and ARV dragg share toxicitiegparticularly sulfebased drugs).

Table X.1shared toxicity between ARV and amtalarial drugs.

Drugs amodiaquine Primaquine BOLD do not administe
EFV liver toxicity hematotoxicity
AZT hematotoxicity hematotoxicity ltalic: use with caution

Pharmacokinetic interactions exist. Some increase plasmatienaitirial drug concentration (increasing the
risks of side effects), others decrease antlarial drug concentration (reducing effectivity of the treatment).

Table X.2pharmacokinetic interactions between ARV and-amtilarial drugs

Drugs Quinine Primaquine Artemisinin Lumefantrine
EFV QT interval prolongation| QT interval prolongation ( anti-malarial activity| (" anti-malarial activity
ATVIr & plasmatic quinine . .. .| &plasmatic lumefantrine
. . & plasmatic artemisinir . .
QT intervaprolongation* QT interval prolongation*
LPV/r & plasmatic lumefantrine

lasmatic quinine lasmatic artemisinirn ) .
(p q (p QT interval prolongation*

DRVI/r & plasmatic quinine

. . & plasmatic lumefantrine
QT intervaprolongation* P

*Clinical monitoringncluding ECG is recommended if coadministration

No drug interactions are expected between anti malaria medicines and the preferred first line ART regimens
(TLD in adults and adolescents and ALD in children).
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7.6 Cervical Cancer

Cervical cancer, caused by persistent infection with dnigk serotypes of the human papillomavirus (HPV),
particularly types 16 and 18, is the most common cancer among women in The Gambia. It is significantly more
prevalent and progresses more rapidlynmen living with HIV due to immune suppression. Cervical cancer is
classified as an AlRf&fining condition and thus qualifies as an indication for immediate ART initiation.

Prevention and early detection are central to reducing morbidity and mortality associated with cervical cancer.
HPV is primarily sexually transmitted and infection can lead to cervical intraepithelial neoplasia (CIN), which
progresses through stages (CINtd CIN 3) before evolving into invasive carcinoma, particularly in
immunocompromised individuals.

7.6.1 Screening Recommendations

All women living with HIV should be screened for cervical cancer at the time of HIV diagnhosis and at regulal
intervals thereafter. Screening should begin at the age of sexual debut or by age 25, whichever comes first.
Recommended screening intervals foikplositive women are every 12 to 36 months, depending on results of
prior screenings.

7.6.2. Available screening methods

- Visual Inspection with Acetic Acid (VIA): practical and allows for immediate detection and treatment.
- PAP smear: cytological analysis of cervical cells classified by CIN grade.

- HPV DNA testing: effective for identifying higgk HPV infections.

7.6.3. Treatment and Followp

Women with positive screening results should be referred promptly for evaluation and management. Pre
cancerous lesions may be treated with cryotherapy or loop electrosurgical excision procedures (LEEP). Suspecte
or confirmed invasive cancer should be meésl for oncology care. ART should be optimized to achieve and
maintain viral suppression, which supports immune recovery and slows disease progression.

7.6.4.HPV Vaccination

HPV vaccination is a key preventive measure and should be offered to all eligible adolescent girls, including thos
living with HIV.

- Girls under 15 years should receive two doses;

- Girlsaged 15 years or older, or who are immunocompromised, should receive three doses.
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7.7 Kaposi Sarcoma

Kaposi Sarcoma (KS) is a-pmade vascular tumor associated with Human Herpes\8r(ldHV8) and is one of
the most common AlD8efining cancers. It can occur at any CD4 count but is more common with CD4 <200
cells/Y Y°. KS may be indolent or aggressive, affecting the skin, oral mucosa, lymph nodes, or internal organs.

Table 7.5 Symptoms, diagnosis, treatment and prevention of Kaposi Sarcoma

Category Information

Signs and Multifocal violaceous or purplisted macules, plaques or nodules, commonly on the

Symptoms | of the nose, ears, thighs and feet. Oral involvement on the palate or oropharynx
indicate visceral disease. Lymph node involvement or lymphoedema may also betp
May be associated with systemic symptoms such as weight loss, fever, or night sw

Diagnosis Primarily clinical.
Biopsy confirmation is ideal.
Investigations include chestrdy for pulmonary disease, endoscopy for Gl lesions.

Staging can be clinical or according to AIDS Clinical Trials Group (ACTGmMmorer
System (TIS) staging system.

Treatment Patients with Kaposi's sarcoma should initiate ART immediately, regardless of CD
and be referred for further evaluation for potential chemotherapy

Chemotherapy is indicated for extensive or symptomatic disease.
Preferable First line:

Paclitaxel (if available).

Regimen 1: 100 mg/mz2 over 3 hrg@cycles).

Regimen 2: 25 mg/m2 weekly x8 weeks for poor condition.

Monitor FBC and LFT at baseline and before every paclitaxel infusion. Transfuse
paclitaxel dose if Hb<8g/dl

Give chlorphenamine tablets 4mg + paracetamol 1gr + dexamethasone 12mg |
cimetidine 400mg or ranitidine 50mg IV/PO-80 min before paclitaxel. Monitor fg
allergy / anaphylaxis (rare)

Dosing and administratiodose is based on body surface ared (see Appendix 2}
round the dose to the nearest 5mg. Dilute in 500ml normal saline solution, slg
infusion (23 hours)

Alternative treatment:
w [ALR&2YIf 52E2NHz2AOAY O6AF LI Of Al E

w .f82Y2O0AYK+AYONRAGAYS OATFT 2GKSNI 2 L]

Prevention | No specific primary prevention. Early HIV diagnosis and prompt ART initiation
Integration of cancer screening and palliative care support in HIV servic
recommended.
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7.8 Viral Hepatitis

HI\:thepatitisB (HBV) cinfection is a common problem and presents specific clinical challenges.

In the African context, most people living with hepatitis B chronic infection were infected during early childhood.

The mother to child transmission occurs mainly at the time of birth, but it can also occur in the first years of life.

Early transmission increases the risk of developing a chronic form of viral hepatitis B (up to 90% for children

infected at birth, whilein adults sexually infected, the risk of transitioning to a chronic form is much lower,

estimated around 10%).

In the absence of treatment, HIV coinfection profoundly affects almost every aspect of the natural history of

HBYV infection:

K more rapid progression to cirrhosis and hepatocarcinoma,

M higher liverrelated mortality,

K higher rates of chronicity after acute HBV infection, higher rates of reactivation and rates of occult HBV (HBV
DNA positivity in the absence of HBg#asitivity)

M reduced treatment response compared with people without HIV coinfection.

(Soure: WHO2024,p.180[9])

7.8.1 Diagnosis and care for adults and adolescents

All people living with HIV should be tested for hepatitis B and all HBs antigen positive adults and adolescents
should be treated with TDF. As TDF is included in the preferred ART first line regimen, the screening for hepatiti
B is recommended, if not dernbefore, in the following situations:

1/ Before switching a patient to a second line regimen that does not contain TDF (i.e AZT or ABC)

--> people living with HBHIV coinfection should receive an additional TDF treatment for HVB infection (i.e. TDF
+ [AZT+3TC*3Jrug])

2/ During pregnancy (as early as possible)

--> additional monitoring and actions will be provided (specific follow up of the mother, vaccination of the
newborn at birth, HBs antigen test of the infant at 9 months), see PMTCT chapter.

7.8.2 Treatment for children and adolescent (<30 kg)

The recommended treatment for HBV infected children (2 to 11 years) is Entecavir (not yet widely available).
Continue with the standard HIV ART regimen.

Note: Lamivudine (3TC) is active against HBV, but resistance mutations are rapidly selected by HBV-and cros
resistance are possible between Entecavir and 3TC.

Fornon-HIV childrenconsult The Gambian National Hepatitis guidelinegutO Guidelines for the prevention,
diagnosis, care and treatment for people with chronic hepatitis B infe¢#8684)
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Chapter Eight: Gonorbidities and Common Noitommunicable Diseases (NCDs)
among PLHIVs

With improved access to antiretroviral therapy (ART), HIV infection is now a chronic, manageable condition in
The Gambia. As a result, mortality has significantly declined. However, this success is how accompanied by &
increasing burden of nenommunicabd diseases (NCDs), such as cardiovascular disease, diabetes, chronic liver
and kidney disease and mental health disorders. These may result from ageirgditi®d chronic
inflammation, or longterm adverse effects of ARSEpecially with some older regims like protease inhibitors.
PLHIV now face the dual challenge of managing HIV alongside multiple chronic comorbidities. This calls for
proactive and integrated approach to screening, prevention and management of NCDs within HIV care.

Currently, HIV and NCD services are often delivered in separate clinics, leading to fragmentation of care. Thi
limits access for patients with multiple chronic conditions.

Evidence from other suBaharan countries shows that integrating HIV and NCD services is feasible, cost
effective and acceptable to patients. The Gambia should explore integrated care models, particularly in high
volume urban and regional health facilities

8.1. Assessment and Management of Mental Disorders Amongst PLHIV

People living with HIV (PLHIV) face lifelong challenges associated with chronic illness not only physically, but als
mentally. Mental health disorders, particularly depression, anxiety and substance use, are common among
PLHIV and are driven by a wide ganof factors. These conditions are often present from the time of HIV
diagnosis or ART initiation either as potential side effects of antiretroviral therapy (ART) or due to the emotional
burden of living with a chronic, stigmatized illness.

Mental health conditions cause significant distress and add complexity to the management of HIV. They not only
affect the individual but also have a wider impact on families and communities. Critically, mental illness is
strongly associated with poor adherce to treatment, increased engagement in risk behaviors and higher
morbidity and mortality among PLHIV. Despite this, mental health issues often remain undetected and
untreated, especially in lowesource settings where trained mental health professismahy be unavailable.

In The Gambia, while national data on mental health disorders among PLHIV is limited, evidence from similal
settings in sukSaharan Africa demonstrates a high burden of depression, anxiety and substance use disorders
among this population. Mental health nditions are a key barrier to achieving positive HIV outcomes, including
viral suppression and retention in care.

Healthcare providers especially those in primary care settings play a critical role in identifying and addressing
mental health concerns. It is essential that all PLHIV are routinely screened for mental health symptoms.

The PHE tool (Patient Health Questionna#® should be used during routine clinical visits to identify
individuals with depressive symptoms. Where mental health concerns are identified, providers should initiate
appropriate management, including psyclbogl support, basic counseling and referral to specialized services
when necessary.

This section aims to support clinicians in the diagnosis, management and-tgdloithe most common mental
health disorders among PLHIV, the depression. A steppesl approach, integrated into existing HIV services,
is essential for improving outcomeadpromoting the overall wellbeing of PLHIV.

It is important to consider that HIV itself, opportunistic infectioARTand other unrelated medical condition
may contribute to the development of mental health disorders. A thorough assessment of these potential «
should be conducted before establishing a definitive diagnosis.
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Table 8.1Patient Heath Questionnaire (PHQ9)

Name: ___ R Date: __

Over the last 2 weeks, How often More Nearly
Not at | Several
have you been bothered by any of the all S than half | every
following problems? y the days | day
1. Ll'ftle interest or pleasure in doing 0 1 2 3
things

2. Feeling down, depressed, or 0 1 2 3

hopeless

If one of the above symptoms are present more than half of the time, go on with
the following questions:

3. Trouble falling or staying asleep,

) 0 1 2 3
or sleeping too much
4. Feeling tired or having little 0 1 2 3
energy
5. Poor appetite or overeating 0 1 2 )

6. Feeling bad about yourself or
that you are a failure or have let 0 1 2 3
yourself or your family down

7. Trouble concentrating (on things
linked with patient’s usual 0 1 2 3
activities)

8. Moving or speaking so slowly that
other people could have noticed.
Or the opposite — being so fidgety
or restless that you have been
moving around a lot more than
usual

9. Throughts that you would be
better off dead or of hurting 0 1 2 3
yourself in some way

Add columns :

TOTAL:

10: If you checked off any problems, how difficult have these problems made it for you to do your work, take
care of things at home, or get along with other people?

Not difficult at all:

Somewhat difficult:
Very difficult:
Extremely difficult:
If you faced any difficulty, did it occur for two years or more?

A patient is considered as having signs of depression if:

PHQ9 score | Provisional diagnosi§ Recommendation

5¢9 Minimal symptoms | Adherence support and educate to contact clinic if wo

1014 Mild depression or | Refer to clinical supervisor or psychological support
Chronic depression | Reassess in one/two weeks

1519 Moderate depressior] Refer to clinical supervisor or Psychologist for assessi

and treatment

>20 Severe depression | Major impairs and need for immediate medical treatme
and counselling
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8.2. Hypertension

Hypertension is a significant n@ommunicable disease (NCD) affecting PLHIV, with implications for both
cardiovascular and renal health. Poorly controlled hypertension irpdsitive individuals increases the risk of
heart disease and accelerates progies to renal failure disease. PLHIV should be assessed regularly for
hypertension risk factors, including tobacco use, overweight or obesity, physical inactivity, dyslipidemia and a

history of adverse cardiovascular events such as stroke or myocardiaitiof. In addition to lifestyle factors,

certain antiretroviral drugs, particularly protease inhibitors (PIs) are known to exacerbate cardiovascular risk

and interact with antihypertensive agents such as amlodipine, potentially leading to elevatededealsy and
toxicity. Smoking remains a major modifiable risk factor.

Table 8.2 Risk factors, diagnostic criteria, management and monitoring of HTA

Aspect

Details

Risk Factors

Smoking, obesity, inactivity, ART (especially Pls), unhealthy diet, age
family history.

Screening

BP measurement at every clinic visit

Assess risk factors. Follayp frequency based on BP level.

Diagnosis Criterig| .

t % Mnakdn YYI 3 2y (62 aSLI NI
appendix 23

Management - Initial steps include lifestyle counselling
- Refer to your supervisor or hospital for initiation of the treatment and in
case of uncontrolled BP after initiation.
-Preferred drugs: Amlodipine-20 mg

Monitoring Every §12 months: FBC, Urine protein, K+/Na+, Creatinine, ECG if ava

Drug Interactions

Amlodipine levels elevated with Pls
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8.3. Diabetes Mellitus

Diabetes Mellitus (DM) is a growing roammunicable disease that poses a significant burden among PLHIV.
The HIVWpositive population is at a higher risk of developing diabetes due to chronic inflammation, side effects
of antiretroviral therapy (especiallgrotease inhibitors and dolutegravir) and metabolic disturbances such as
dyslipidemia and lipodystrophy. In addition, diabetes has direct clinical implications for HIV care, including
increased susceptibility to opportunistic infections such as tuberalpEB) and worsened outcomes in TB
treatment. PLHIV with diabetes face challenges in glycemic control, adherence to multiple medications and
increased risk of complications such as nephropathy, neuropathy and retinopathy. Routine screening, lifestyle
interventions and careful selection of antiretroviral regimens are key to mitigating the burden of diabetes in this
population. Annual screening using fasting blood glucose is advised, inigkghdividuals.

Table 8.3 Risk factorsdiagnostic criteria, management and monitoring of diabetes

Aspect Details

Risk Factors Obesity, inactivity, smoking, family history, H&lated factors (e.g.,
inflammation, dyslipidemia, lipodystrophy), ART (especially Pls, DTG)

Screening Annual fasting glucose & urine dipstick for all PLHIV, or targeted screg
every 6 months if at high risk.

Diagnosis Fasting glucose leveldBA1C

Management - Lifestyle: diet, physical activity, smoking/alcohol cessation

- Refer to your supervisor or hospital for better management
- Metformin (start low, monitor for lactic acidosis especially with TDF,
liver/kidney issues).

- Avoid Glibenclamide in elderly or risk of hypoglycemia.

- Avoid DTG if diabetic; use metabolically neutral ARVs such as EFV.

Complications Increased risk of nephropathy, neuropathy, retinopathy, cardiovasc
disease.

Monitoring Monitor blood glucose, screen for complications (renal, neurological,
visual).
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Chapter Nine Management of an HIMnfected Child using ARVs

9.1. Introduction

Infants and young children have an exceptionally high risk of poor outcomes from HIV infection. Up to 52% of
children die before the age of two years in the absence of any intervention. By five years of age as much as 75¢
of HIV positive children will beedd if they are not initiated on ARZ7].

The goal of ART for children is to increase survival and decreasel&tBd morbidity and mortality.

9.2 Criteria to Initiate ART in Children and Adolescents Born With HIV

All children and adolescents diagnosed with HIV should be initiated on ART, regardless of age, clinical stage, |
immunological status.

9.3 ART regimens in children

9.3.1 Preferred and alternative regimens

Table 9.1 Choice of ARV for Children and Neonates
Population type Preferred1® line regimens Alternative1s line regimens

Children >30kg TDEY + 3TC + DTG TDF + 3TC + BER¥{®
[ABC or AZ¥] + 3TC + DTG
[ ABC or AZJ'+ 3TC + [ ATV/r or LR\

Children 2830 kg ABC + 3TGos0omg* DTGomg AZT? + 3TC + DTG

[ ABC or AZ]T+ 3TC + [ ATVI/r or LP\#r]
Children 20 < 25 kg ABC + 3TGorsomg)t DT @omg) ABC + 3TGosomg)T LPV/fioomg+25mg)
Children 10 < 20 kg ABC + 3TGoreomg)+ DTG@omg) ABC + 3TGosomg)+ LPV/tiomg+10mg) or (100+25mg
Children 3 < 10 kg ABC + 3TGorsomgy+ DTGomg) AZT+3TEo+s0mgit LPV/faomg+10mg)

Neonates and infants < 3 AZT + 3T&+somg}” + NVRiomg/mi

@ TDF is contraindicated in patients with kidney disease. If there is kidney disease, use ABC.

@ |f there are severe side effects on ABC (allergy) and kidney disease, use AZT.

® ATV/r is easier to take, better tolerated than LPV/r and should be preferred in children weighing > 25kg

@ LPV/r 4610 mg formulation isdapted to children unable to swallow the tablets

® ABC idifficult to usein newborns(except if syrup is availabldf AZF3TGomg3omgcan be used (see appendix)nit
available--> ABC+3TC+DTG must be initiated when the infant is 4 weeks old and weighing 3 kg or more.

©® EFVloomgshould only be used if severe side effects on D&&ed regimen

Note: with the current preferred regimens, the probability of cross mutations between prophylaxis treatment
andpreferredcurative treatment is reduced

9.3.2 Issues to Consider when Initiating ART in Childreddol@scents

ART regimens and formulatianefer to the dosing tableAppendix ).

Keep the following factors in mind with regard to dosing:

M 2SA3IKG 2F GKS OKAfR

i Doses are defined by weight bands. Weight must always be checked before prescribing ART and medicin
doses must be adjusted as the child grows.

i The change from ABC to TDF is possible from the weight of 30kg. Howevecommend waihgtill 35kg,
to reduce the risk of renal and bone side effects.

M ! At oAfAGE 2F LI SRAFGNRO F2NNdzAf FiA2ya 2F GKS
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M Using split or crushed adult formulations should be avoided when possible: thediabilityof crushed
adult tablets was not tested so the real dose that the child is receiving is unknown. For instance, giving a hall
crushed adult tablet of AZ3TC to a child is not recommended.

[ Scored tablets (tablets marked with breakable lines) may be divided into two equal halves

[ Dispersible tablets (ABETCped, DTG10mg) must lokssolved with a small amount of water and
administered within 30 minutes. They can be mixed with food and administered immediately.

1 ABG3TC(adult) should be swallowed wholelowever it can be crushedjissolved in water and mixed with
food and taken immediately.

[ Other tablets (DTéamg TDF, LPV/r) should not be crushed. If the child is not able to swallow the tablet,
choose another formulation.

HPalatability of the medicines:

i ABC+3TC and Dibkgare both dispersible and the tastedhild friendly
K LPV/ioorsmgpills must be swallowed whole, which is difficult for children less than 5 years old. The use of
LPV/r must be reserved to very specific conditions (see treatment failure)

IHEffect of food on the absorption of the medicines

I Most ARV medicines can be given with or without food (ABC, 3TC, DTG, LPV/r and AZT).
L TDF may be taken with or without food, although taking it with food can improve absorption. ATV/r must
be taken with food to ensure adequate drug levels

M DSYSNItf O2y&aARSNI GAZ2Y A

I Give clear explanations to the caregiver and to the child,/glesis more than 7 years old.
K Use pillboxes if available.
I Standardization is important to safely dispense correct doses.

9.3.3. Psychosocial factors

It is important to identify and counsel at least one dedicated caregiver who can supervise and/or give medicines.
Disclosure to another adult in the same household (secondary caregiver) is encouraged to assist with
medication.

Box 9.1key questions when initiating ARV treatmentchildren

1/ Who will administer the medication or supervise its intake?

2/ Who knows the child's diagnosis (or who will be informed in the family)?
3/ When (time) will themedicinesbe administered?

4/ What strategy will be put in place so as not to forget the treatment?

5/ How will the medicines be stored and where will they be stored?

(For more details, seappendix 17

9.3.4. Disclosure and communication with the child: what to say to the child while initiating
ART?

The process of disclosure to the child should be initiated as early as possible, usuallycfibyeérs of age.
Adherence is good in children who know their status and are supported to adhere to medicines.

At initiation, some information can be provided to the child (see t&i¥. The disclosure process will continue
until the end of adolescence.

Table 9.2Messages that can be delivered to a child when initiating ART
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| Age Symptoms? Proposition of sentence

Your mom is going to give you medicine to drink. They have a great

Yes strawberry taste. It's to treat your disease (your pimples, your stomach,
your cough, ...).

Your mom is going to give you medicine to drink. They have a great

No strawberry taste. That way you'll stay strong, you'll grow up well and not
get sick.

There's a little germ in your body. That's why you're sick (whether you
cough, or have a stomach pain, or pimples, ...). The drugs will make the
germ sleep and you will heal. They taste good, you will have to take them
every day.

There's a little germ in your body. If we don't do anything, you're going to
get sick. With the medication that mom will give you, the microbe will fall
asleep and it won't be able to give you diseases. You will stay strong and
you will grow well. But you will have to take them every day.

There are germs in your blood that make your defences very weak. That's
why you often get sick. We don't know how to kill these germs but we
know how to put them to sleep with the drugs you take every day. In a few
weeks, your defences will become strong again and will fight diseases, you
will feel better. You should not stop the medication, otherwise the germs
>10yrs will wake up and weaken your defences again.

There are germs in your blood that are weakening your body's defences
against disease. If we don't do anything, you may get sick soon. But if you
No take these drugs every day, these germs will fall asleep and your defences
will be strong and you will stay healthy. But even if you feel fine, you should
never stop taking these medications.

<6-7yrs

Yes

7-9yrs

No

Yes

9.4. Initial assessment

9.4.1. Clinical and nutritional assessment

Clinical conditions must be carefully assessed.

As in adults, the clinician should:

M [ 221 F2N 2 LR NI dzpesepliage@tantligasis Orphaighopatiy Nskir rash, yuRmonary
disease, hepatomegalgplenomegaly and any neurological signs).

M { ONBSyAy3 F2NJ Lz Y2y NBE ¢. | yR SEGNI Lz Y2y NBE ¢

Note: Qyptococcal meningitis is rare in children and should not be systematically screened in children. For
adolescents born with HIV and diagnosed after the age of 10 years old, follow theextattol.

Nutritional status

Malnutrition is very frequent in children before initiation. Indexes used to define malnutrition change according
to the age of the child. The tab%3 indicates the indexes and eoff that should be used

All children and adolescents must benefit from measurements of theirupfoer arm circumference (MUAC),
weight and height.

A Weight for height index is usadhtil the age of 5 (seappendix 3)
A BMI for Age is used from 5 years and beyond émeendix 2)

Table 9.3 Anthropometric threshold to define malnutrition according to age range

< 6 months Weight/Height <-3SD >-3 SD and < SD
Pitting oedemas Present Absent
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6-59 months Weight/Height <-3SD >-3 SD and < SD
MUAC <115 mm >=115mm and < 125mm
Pitting oedemas Present Absent

5 years to less than 10 | BMI/A <-3SD >-3 SD and « SD
MUAC < 129mm

10 years to less than 14 BMI/A <-3SD >-3 SD and  SD
MUAC < 160mm

MUAC: middle upper arm circumference; BMI/A: body mass index for age
(1) Source of the cwff for MUAC 5 yrs and beyond: WHO 2009,1528]
Children with severe acute malnutrition should be hospitalizedHIV clinic for comprehensive assessment

9.4.2 Classification (WH&Ivanced HI\Diseasecriteria)

In children less than five years old, qualitative CD4 tests cannot bewngée@fore ART initiation, rapid evolution

and deathrisk are high So, all children less than Esyot on ARTare classified as advanced HIV at initiation
(WHO, 2017, p. R9]). However, children from 2 to 5 yrs, established on ART, should not be considered to have
advancedliseaseandare eligible to multimonth dispensingWHO, 2021, p.218]).

In children older than 5rg, advanced HIV is defined by:

- CD4 <200 cells/min
- WHO clinical stage Ill or IV (smgpendix 3

Children classified as advanced HIV patients will benefit from close follow up during the first months after ART
initiation (see further).

9.4.3 Biological initial assessment

There is no need for biological tests before initiating ABC or 3TC.

For Tenofovir: perform urine dipsticks for glycosuria and proteinuria and estimated Glomerular Filtration Rate
(eGFR) based on serum creatinine (revised Schwartz equation):

Box 9.2 Schwartz equation to estimate Glomerular Filtration Rate in chilfBéh

Revised bedside pediatric eGFR (Schwartz, 2009)

oGFR = _0:413 x height (cm) If urine dipstick is positive (proteif) or glucosét)) or if eGFR is

crestining (inmg)/ 10 F ocnYfkYy TIb NEv&®RAbnT 2 NJ T dzNI K S NJ

36,5 x height (cm)
creatinine (in pmol/l)

eGFR =

9.4.4 Check routine vaccination status and consider eafcliaccination

Children with severe immunosuppression may be at higher risk of complicatidmsome live attenuated
vaccines, and the response to inactivated vaccines may be less efféciiney are immunocompromised
Additional doses or revaccination after immune reconstitution on ART may therefore be reduifd@, 2021,

p. 223, B).

M AF GKS OKAfR A& 4dzaLISOGSR 2F aSOSNB AYYdzy 2 a dzLILINI
(measles, yellow fever gubella): differ the vaccination until clinical recovery (at least 6 months on ART and a
proof of VL suppression).

M AF GKS OKAfR ¢l ad @I OOAYlIGSR 6KAES AYYdzy2adzLILINE 3
least 6 months of ART and one undetectable VL test.

The most important vaccine to catch up are:

K Pneumococcal conjugate vaccine
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M Measles vaccine

Pentavalent could also be considered.

9.5 How to initiate treatment in children?
9.5.1 Start cdrimoxazole prophylaxis in all children and adolescents

Table 9.4 Cotrimoxazole doses according to weight bands

Weight (KQg) Suspension Paediatric dispersible

Adult tablets 480m¢ Adult tablet960mg

5ml=240mg

tablets 120mg

35,9 Kg 2,5ml=1/2teaspoon ltab - -
6-14,9Kg 5ml 2 tab 1/2 tab® -
15-24,9Kg 10ml 4 tab 1tab % tab
> 25Kg - - 2 tab 1tab

Cotrimoxazole prophylaxis must be initiated in all children and adolescents, even in those who are not in
advanced HIV disease.-@mnoxazole prophylaxis should be continued as long as tolerance is good. It prevents
several common and potentially IH&reatening infections in children living with HIV, includifigeumocystis
jirovecii pneumonia (PJP)Streptococcus pneumoniaeneumonia, cerebral toxoplasmosis, ntyphoidal
salmonellosis, malaria and some diarrhoea (eistispora).

9.5.2 Initiate TB preventive treatment (TPT) after exclusion of active TB

For infants (less than 12 months) living with HIV, TPT will only be prescribed if theteng ofcontact with a
person infected with TB, after exclusion of active(\W81O, 2024, p. 12.p]).

For children aged more than one year and adolescents, TPT should be prescribed to all patients, including thos
previously treated for tuberculosis.

TPT potocol according to the age of the patient.
1/ Fix dose of rifapentine/isoniaz{@RFP/INHis the preferred TPT regimen of children older than 2 years.

For low weight children (less than 10 kg), young children unable to swallow RFP/INH tablets and patients on
Protease inhibitors, the 6H protocol should be used.

2/ Single tablet of dispersible INH100mg is the preferred regimen for infants and children less than 2 years old
or less than 10 kg.

In both cases, pyridoxine must peescribed

No ART regimen change is needed when adding TPT tpréfefred F'line regimens
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Table 9.5 9mplified TPT regimens and doses in children

Medicine frequen Dose of TPT

X quency Formulation L Recommended number of tablets per body weight in kilograms
and duration medicine
Weight band 10-15kg 16-23kg 24-30kg 31-34kg | >34kg
3HP (once weekly FDC tablet RFP300/INH300 1 15 2 2.5 3
rifapentine + isoniazid ) L
for 3 months Single tablet Pyridoxine 2smg 1 1 1 1 1

Weight band 3-5.9kg | 6-9.9kg 10-13.9kg | 14-19.9kg [ 20-24.9kg | >25kg
6H (daily isoniazid for 6 | Single tablet INH 100mg 0.5 1 15 2 25 Use adult dose
months Single tablet Pyridoxine 2smg 0.5 0.5 1 1 1

Theuseof rifapentinein infantsis now possible(WH02024)andthe protocolin TheGambiamaychange Refer
to Nationalguidelines on the management of tuberculosis in children and adolescents (2023) for more details.

Note: if nutritional assessmem$ suggestive aialnutrition (that can be associated with TBpstponingTPT
initiation could be consideredntil clear exclusion of TB.

9.5.3 Initiate ART

ART should be initiated as soon as possible in children living with HIV (same day or within the first week), aftel
education of the caregiver (and of the child if he is 7 years old or beyond). However, as in adults, ART should b
delayed in some specifiorditions.

9.5.3.1. Patients with neurologic conditions
Initiation of these children must be managed at hospital level.

Many opportunistic infections and commoragdiatric infections may be accompanied by neurological signs.
Some require specific treatment (antibiotics for bacterial meningitis, antimalarial treatment for cerebral malaria,
for example), but in most neurological symptoms related to an opportunisteciion, ARV treatment and
immune restoration are the only treatmestvailable.However, the following infections must be investigated
and treated if present:

Cerebral toxoplasmosis

Cerebral toxoplasmosis related to the reactivation of toxoplasmosis (acquired in utero or earlier in childhood) is
possible in older children severely immunocompromised.

Neurological symptoms are similar to adults: moderate felilegdache, altered mental status, (focal) seizures,
focal neurologic deficits (such as motor or sensory loss, cranial nerve palsies), visual abnormalities

Other presentations are possible in children: congenital toxoplasmosis and acute toxoplasmosis. These
presentations are not specific of HIV infected childreunt the transmission in utero is more frequent if the
pregnant woman is immunocompromisgghd acute infection syndromeérvical or axillary lymphadenopathy,
flu-like syndrome, fever, myalgia, hepatosplenomegaly) can pefeistweeks or months in moderate
immunocompromised children.

ART and treatment of toxoplasmosis can be initiated at the same time (see paediatric prappasidix 27

TB meningitis

If TB meningitis is diagnosed, TB treatment must be initiated first. ART will be initiated! afteeksof TB
treatment (and within the first 8 weeks of TB treatmenforticosteroidsare an adjuvant treatmentn TB
meningitis(see National guidelines)

This presentation is frequent in infant and (even if the prevalence is declining) in children less than 5 years.
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Note: Cryptococcal meningitis is very rare in children. Only immunocompromised adolescents (aged 10 years o
more) should be systematically screeneddorptococcosesHowever, if a child younger than 10 years presents
with signs and symptoms of meningitis, cryptococcal meningitis should still be considered and the appropriate
investigations and treatment for this should be implemented (see cryptococcal meningitislirsactionand
paediatric protocol ilppendix8).

9.5.3.2. Patients with pulmonary TB
Pulmonary TB imore frequent in adolescents and older childian in young children and infants

If pulmonary tuberculosis is diagnosed, TB treatment (refer to natignaleline3 should be started first and
ART should be initiated as soon as possible within the first 2 weeks after TB treatment initiation.

Box 9.3 ART dose adjustment in patients with rifampicin containing treatment-{Hl\¢oinfection)

ART doses adjustment: the dose of DTG needs to be increased in people who are treated for TB with Rffampici
as it lowers the concentration of DTG in the body.
An additional dose gblainDTG (equivalent in strength to the amount in the combination) should be givgn 12
hours after thedaily dose

For instance: for a child weighing 16 kg and receiving3NBIX(2,5talonce daily + DTG10mg (2,5taimce daily,
the adaptation would be:

ABG3TC (2,5talonce daily + DTG10mg (2,5tatvice daily

Normal dose will be given after ending the TB treatment containing rifampicin.

9.5.3.3 Patients with severe acute malnutrition

No clear recommendation exists about the timing of ART initiation in children with severe acute malnutrition.
Urgent ART initiation (within 48 hours) does not seem to improve suiyitdD 2021, pl15 and p 220[5]).

ART should be initiated as soon as possible within the first 2 weeks of nutritional care, after medical stabilization
of coexisting illness (i.e hydroelectrolytic equilibration, treatment of acute bacterial infectipis completed,

that is, usually, around the transition phase (between the stabilization and the renutrition phase). (refer to
national protocol).
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9.5.4 Summary of initial assessment and treatment initiation in children

Figure 9.1initial assessment and management of HIV infected childnehadolescents

Take history, examination and
nutritional assessment

Screen for condition that could
delay ART initiation

Treat other Ol and possible
bacterial infections, perform CrAg
(adolescent only, if CD4<200)

Initiate cotrimoxazole

Provide nutritional care if
needed.

After exclusion of TB and
meningitis: start ART

Offer intensified adherence
support for medication (Ol, CTX,
ART)

Ensure communication when
referal back to a lower-level
facility after discharge for
continuation of medication

Assess for danger sign{!
If danger sign, the child be must referred to the
appropriate upper-level facility for management

Investigation positive for TB
Start TB treatment

Investigation negative for TB

Consider other diagnoses : if TB is considered
unlike, start TPT

Consider presumptive TB treatment for
children who are seriously ill even if the TB
test is negative (or result is unavailable)

TB symptoms present (refer if needed)

Perform GeneXpert test (including stool in young
children); LF-LAM may be used if CD4 < 200 cell/mm3 (if
child >5 years) or the child severely ill (any age, any CD4)

Screen for TB symptoms

Assess for symptoms of

meningitis (headache, confusion) Meningitis symptoms present

Perform lumbar puncture (or refer the child)
—> Child and adolescents: TB Xpert test and
microscopy (CSF)

Treat according to the result

. . . . If screening test are not available and the patient is
Children with respiratory distress

serioulsly unwell, consider presumptive treatment for
Treat PCEE . - Adolescent: CSF cryptococcal antigen test TB, bacterial meningitis (+ cryptococcal meningitis in
> Systematically in infant (ATB + hi- (CrAg), if serum or plasma CrAg i positive adolescents). Refer if needed.
dose CTX)
-2 After failure of broad-spectrum o
CrAg positive (serum, plasma, blood
ATB in children over 12 months — g P { nP ! )

} S CSF CrAg positive

P P @7 7 e (i S S S Start treatment for cryptococcal meningitis
Children with SAM

Admit the child and defer ART until

CrAg negative (or LP unavailable)
stabilization

Start pre-emptive treatment of cryptococcosis

TB symptoms absent
Start TB preventive treatment (TPT).

= TPT may be differed if the tolerance of other
treatments is poor, and patient was not
exposed to TB

Patient not on ART?

Offer rapid ART initiation. If the
patient was admitted, initiate ART
before discharge

() A seriously ill child is defined as having any of the following danger signs: lethargy or unconsciousness; convulsions;
unable to drink or breastfeed; and repeated vomiting. Other clinical conditions such as temperature 239°C and age-
defined tachycardia and/or tachypnoea can be considered based on clinical judgement.

() For patients currently on ART:
Check VL and assess for treatment failure. If the patient is experiencing clinical treatment failure and/or seriously
unwell and VL > 1000copies/ml, consider switch to a new regimen depending on the clinical history

ART: antiretroviral therapy; CSF: cerebrospinal fluid; CTX: cotrimoxazole; TB: tuberculosis; LP: lumbar pubétMrelatdtal flow urine lipoarabinomannan assay; CrAg: cryptococcal antigen (rapid test); Ol:
opportunistic infection; SAM: severe acute Imatrition

Adapted from Algorithm for providing a package of care for people with advanced HIV disease, WHO 2024]dp 223588 I f & 2

! LWISYRAE onY y2NX¥IE KSENIG FyR
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9.6 Monitoring on treatment

9.6.1. Principle of monitoring in children

In children, growth and development are important clinical monitoring indicators and are assessed using growth
charts, together with clinical conditions.

HIV VL level is the best tool to assess response to therapy: the first test is done after 6 months of ART and i
expected to be undetectabl&ecause of the high incidence of treatment failure in children and adolescents,
routine VL testsshouldbe done twice a year (every 6 months).

Laboratory indices of CD4 lymphocyte counts is no more used as monitoring tool, but CD4 count is still useful tc
assess the immunologic status in special circumstances in children aged 5 years or more:

M Atinitiation

M After treatment stop (more than 3 months)

K When virological failure is evidenced

Caution the absolute CD4 count and the percentage values in healthy infants who are not infected with HIV are
considerably higher than those observed in uninfeciedlts andslowly decline to adult values by the age of 5
years.

Refer toappendix o interpret CD4 absolute count and % value in children less than 5 years old.

pdPc PHP® LYLRNIIY(Od aixaya 2F AyFlLydaQ yR OK
Improvement in growth in children who have been failing to grow

B  Catch up growth is expected if ART is effective, if other opportunistic and bacterial infections (including TB)
are treated and controlled and if nutrition intakes are appropriated.

B Catch up in weight is observed after some days or a few weeks of treatment.

B Catch up in height usually starts after several weeks (around 3 months) and is more complete in infants and
young children (less than 3 years old at ART initiation). Children older than 6 years are usually unable tc
completely recover from growth retardatin.

Improvement in neurological symptoms and developmeint children with encephalopathy or who have been
demonstrating delay in the achievement of developmental milestones

M Infant and young children who suffered from HBlated encephalopathy may improve if ART initiation was
early enoughbut severe outcomes (mental retardation, death) are possible.

I Neurological deterioration has been described in infants and young children early initiated on treatment:
part of them had undetectable VL and improved after some months on the same regimen, while others were
failing on treatment and improved after switelg regimen[31]

M LT Yy AVFEYVYE 2N I OKAf R &K ZsheshoydShezieried B A @ferenceR S (i
paediatric site.

Decreased frequency of infections (bacterial infections, oral thrush, and/or other Ols)

M This is usually observed when the treatment is initiated in-adwanced patients and when adherence to
treatment is good.

M In advanced patients, complications are frequent during the first 3 months on ART even when adherence is
good.
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Clinical assessment involves the following:
L 1fgrea OKSOl G(KS OKAfR YR OFNBIAPSNRA dzy RENAG
to ART.

M Always check for symptoms of potential medicine toxicities.
M Always assess for treatment failure (i.e. reassessment of clinical stage) and analyse routine VL.

9.6.3. During the first 6 months
Rhythm of appointments during the first 6 months.

K The first consultation after initiation will be condect2 weeks after the ART initiation.

K Then monthhif stable and every two weeks if unstable for another 3 months

M If the child is established on treatmemtregression of the symptoms, no new clinical conditions, no side
effects,improvement of nutritional statuggood understanding of adherence and no issue to administer the
medicines to the childgive a 3months appointment (at Mérom initiation).

Note: if the child was symptomatic at initiation, the first 3 months are a-iglhperiod of complications: severe
bacterial infections, opportunistic infections, tuberculosis, drug side effects.

If the child's clinical conditions are worsening on ARMge caregiver should consult immediately. effer
him/her for medical advice.

9.6.4 After 6 months on ART
After 6 months on ART, a VL test must be done.

If VL is undetectable and if the child is clinicafifablishedand nutrition status is satisfactory (normal or catch
up growth and anthropometric indexes-2SD)go on withappointments every 3 months.

If VL is unsuppressed (> 1000 copies/ml) or if the child is still not clinically stable or with poor nutritional status
(poor growth, anthropometric indexes-2SD)givemonthly appointmentsstrengthen adherence and conduct
a targeted VL after 3 months

Note: if CD4 count was < 200 cells/fhan initiation, a second CD4 test could be considered 6 months after ART
initiation.

9.7. Raediatric specificities during the first months of treatment

9.7.1 Allergy to ABC

The main risk factor of allergy to ABC is a genetic profile rarely met in African peqalergy is infrequenin
The Gambia@ontext.However it is possible and can be severe.

Signs of allergy to Abacavir variously combine:
-arash,

- fever,

- digestive signs (nausea and vomiting),

- malaise and fatigue.

They usually occur within the first 6 weeks of treatments (but can occur later).

In case of suspicioof allergyto ABC, immediately stop the drug and never siiaatgain. If in doubt (especial
if there is no alternative option), refer to@aediatrician areference hospital for confirmation.

<

For allergy to CTX, see the adult section. In children, WHO does not propose desensitization protocols. |
prophylaxis has to be reinitiated (severely immunocompromised child), asladdigiric advice.
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9.7.2 BCARIS in infants

Before the age of ongear, there is a fairly specific complication called BR({S. It is an abscess or adenitis
ipsilateral to the vaccination site. It usually occurs between 2 and 4 to 8 weeks after initiation of ART.
Disseminated forms exist but are rare. The management ottnigplication is poorly codified.

A In the case of a localized form, therapeutic abstention, under regular monitoring, is possible. Analgesic
treatment will be prescribed in case of pain and evacuation punctures (or surgical drainage) may be
proposed to limit discomfort. Spontaneous resodutiis the rule, but the evolution is often prolonged
(several months).

A Inthe event of a generalized form, treatment must be considered. The sensitivity of BCGT® aintigs
varies between vaccine strains, but most major ari drugs are active.

9.7.3 Other complications in the first months of ART

As in adults, the first three months of ART are a Hnigk period for children initiated at an advanced stage. The
most frequent complications are tuberculosis (classical presentation aA&IBEp, severe lung infections and
sepsis.

Any clinical complication in the first months of ART should be assessed at hospital level and managed by
paediatrician or experienced medical doctor until the child is stabilized.

9.8 Specificities of adherence in children and adolescents born with HIV

9.8.1 In infants and young children

The importance of the caregiver is of major importance. The caregiver must be stable, involved, present at the
time of medicineadministration.

The ritualization of ARV (and-tdmoxazole) intake is a factor in successful compliance: if possible, the same
person should give ARVs every day at the same time and in the same way (for instance, at the beginning of th:
meal, when the child is hungryopsgsibly after leaving the preparation in the refrigerator for 15 minutes because
freshness reduces the taste of the medicine).

In this way, at this age, the child will integrate the taking of the treatments as a norm and will accept the doses
more easily (especially with an adapted treatment such as-ZRL + DTG). On the other hand, if the
administration is not daily and the ctlifeels that if he throws a tantrum, he will escape taking ARVSs, there is a
significant risk that he will start to negotiate. With a risk of escalating in whims and finally parental
abandonment.

9.8.2 In old children and preadolescent
The importance of the caregiver is still of major importance, but it is not enough. Information omeadigines
YR AffySaa KFE@S G2 0S IAQSYy (2 GKS OKAfR® LG Aa
The disclosure process must be initiated when the child is around 7 years old (or earlier if the child starts asking
guestions about thenedicineintake).

What are the principles of the disclosure process?
it is a permanent transmission of information directly to the child (and adolescent), given in routine
consultations or adherence sessionstha presence of the caregiver (and witler/hisapprova).
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Why must the disclosure process start around 7 years old?

According to the theory and stages of cognitive development of Jean Piaget, children go through four stages
during childhood:

1. Sensorimotor Intelligence, from birth to age 2.

2. Preoperational Thinking, from ages 2 to 7.

3. Concrete Operational Thinking, from ages 7 to 11.

4. Formal Operational Thinking, from age 1Mand.

The stage 3 corresponds to the acquisition of logical thinking and specific capacities (reversibility, transitivity,
continuity, among others) which permits to give explanations in a logical way.

In fact, from the age of 7, without explanations, the child cannot understand w¥shéehould take daily
medicine while healthygr why hdshe should takemedicinesvhen the sibling(or friends at school) do not and
start asking questions:

L Why do | have to takmedicine?

M When will it stop?

L What are thesemedicines for?

Explanations must be given to the child for him/her to understand and to accept to go on taking the medicine.
Who must give information to the child?

Experience showed that the caregivers do not know how to explain to the child Wdtyesdould takemedicine

or how hdshe got the germ. They feel guilty of having transmitted the germ (especially the mothers), they are
scared of the child's reaction when/sbe will be informed that the germ is called HIV, they fear that the child
will not be able to keep the secret atigey postpone the disclosure until the middle adolescence or later.

M ¢ NI Ay SaRepréviddrs{supiorted by the caregiver) must give these explanations. Some can be given
by the clinician (doctor or nurse) during the consultatianslsome by layounsellorsn educative sessions.

How to give explanations?

Using visual support is recommended for the child to better understand the messages. Several tools can be usec
| SNB I NB (KS aSRSOAya {lya CNRY(GASNBaAaQ (G22f d 9ELX
medicines and children

Figure 92: Cards to explain HIV and ART to children
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The red germ (HIV) The green soldier (CD4) The drugs (ARV) The children (girl and boy)
Example of messages are showmppendix 18

As the capacities of understanding progress while the child is getting older, the messages have to be repeate
until the child is able to explain why he must take medi@wuery dayand why it is important not to stop.

When tomention HIV?

According to WHO recommendations and knowledge experiased, HIV and AIDS should rhentioned
around 11 or 12 years old. At this age the preadolescent is old enough to understand that HIV is a serious diseas
(so that it is important to go on taking threedicing but still young enough to trust adults reassuring messages

What to do aftermentioning HIV?
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