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Foreword

HIV is a public health threat globally. An estimated 1.5 million Kenyans are living with HIV,

of whom 1,136,000 were on antiretroviral therapy by December 2017.
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treatment guidelines released in 2016. The MOH releases updated HIV prevention and
treatment guidelines in line with emerging evidence every 2 years. These guidelines are
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coverage.

The theme of the 2018 guidelines is optimizing HIV prevention ah treatment services
through introduction of better medicines, diagnostics and patient centered approaches in
service delivery. There is emphasis on integration of reproductive health and HIV as well as
informed decision making by PLHIV on available antiteoviral therapy. Further,
recommendations to strengthen the management of PLHIV with advanced HIV disease has
been included.

Key areas covered in these guidelines include HIV testing services and linkage to prevention
and treatment; initial evaluation and follow up of PLHIV; standard package of care for PLHIV;
adherence preparation monitoring and support; antiretroviral therapy in infants, children,
adolescents and adults; prevention of mother to child transmission of HIV; TB/HIV
coinfection; Hepatitis B & C/HIV coinfection; use of ARVs for post and prexposure
prophylaxis for HIV uninfected populations; and HIV services for people who inject drugs.

These guidelines are an important tool meant to be used by Kenyan service providers at all
levels of thehealth sector. They are presented in a simplified manner using a public health
approach to HIV prevention and treatment.

It is my hope that this guidance document provides the mueheeded framework and
impetus to move towards universal access for HIV seises and the agenda of ending AIDS
by 2030 as a key national health strategic objective.

S

Dr. Jackson Kioko
Director of Medical Services
Ministry of Health
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Acronyms and Abbreviations

Abbreviations and Names of Antiretro viral Drugs

3TC Lamivudine

ABC Abacavir

ATV Atazanavir

ATVI/r Atazanavir/ ritonavir
AZT Zidovudine

DRV Dar unavir

DRV/r Darunavir/ ritonavir
DTG Dolutegravir

EFV Efavirenz

ETR Etravirine

FTC Emtricitabine

LPV Lopinavir

LPV/r Lopinavir/ ritonavir
NVP Nevir apine

RAL Raltegravir

RTV Ritonavir

TDF Tenofovir Disoproxil Fumarate

Other Acronyms and Abbreviations

ACEl Angiotensin-converting enzme inhibitor
ADR Adverse drug reaction

AIDS Acquired immunodeficiency syndrome
ALT Alanine transaminase

ALP Alkaline Phosphatase

ANC Antenatal care

A&E Accident and Emergency

ARB Angiotensin-receptor blocker

ART Antiretroviral therapy

ARV Antiretroviral drug(s)

AST Aspartate transaminase

BD Twice daily

BF Breastfeeding

BMI Body Mass Index

BP Blood Pressure

CAG Community ART Groups

ca Comprehensive Care Centre

CHV Community Hedth Volunteer

cITC Cient-initiated HIVtesting and counselling
CM Cryptococca meningitis

Cmv Cytomegalovirus

CNS Central nervous system

CPT Cotrimoxazole Preventive Therapy
Crd Oreatinine Aearance

CTX Cotrimoxazole

CYP450 Cytochrome P450

DAAs Direct acting antivir al therapies

DBS Dried Blood $ot

DMS Director of Medical Services
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1. Summary of Key Recommendations

1.1. HIV Testing Services (HTS) and Linkage to Treatment and Prevention

9 HIV testing should be voluntary and conducted ethically in an environment where
Consent, Confidentiality, Counselling, Corredt results and Connection (linkage) can be
asured

1 To optimize access to testing services, HIV testing can be conducted in 3 different
settings

o Fadlity-based
o Community-based
0 Self-testing

1 All HIV-exposed infants HEI) should have DNA PCR at 6 weeks and if negatiepeat at 6
months and 12 months. An antibody test should be done at 18 monthsand then repeated
every 6 months during breastfeeding. The final antibody test should be performe@
weeks after complete cessation of breastfeeding

I Thepackage of HIV testing services consists of

0 Apre-test session

o HIVtest
0 Assessment for other hedth-related conditions or needs (while HIV tests are
running)

0 A post-test session (includes assistedpartner notification services (@PNS) and
child testing)
o Referral and linkage to other appropriate heath services (as part of the post
test session)
1 HTSproviders should adopt the 6 approaches which are known to improve linkage to
treatment and prevention
Provide information
Support disclosure
Address barriers to linkage
Establish systems to facilitate linkage
Coordinate and integrate service
Document actions (using linkage registers)

O O0OO0OO0OO0Oo

1.2. Initial Evaluation and Follow -up for PLHIV

9 Initial clinical evaluation of PLHIV entails
o Providing counseling, assessing for ART readiness, and providing/linking to
psychosocial support
0 Taking acomplete medica history
o Conducting athorough physical examination
0 Appropriate laboratory investigations, althoughlaboratory assessment is not a
prerequisiteto ART initiation
1 CD4 monitoring, which is recommendedor
0 Baseline investigation for all PLHIV
0 Any patient with suspected treatment failure
0 Any patient on fluconazole maintenance therapy or on dapsone as prophylaxis,
to determine when prophylaxis can be discontinued
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Frequency of routine VL monitoring
o For PCRpositive HHEs: atbaseline at the time of ART initiation
0 Age0-24 years old: every 6 months
0 Agel 25years old: at month 6, 12, and then annually
0 Pregnant orbreastfeeding:at confirmation of pregnancy (if already on ART) or 3
months after ART initiation (if ART initiated during pregnancy/breastfeeding),
and thenevery 6 months until complete cessation of breastfeeding
o Before any drug substitution (if no VL reault available from the prior 6 months)
o Three months after any regimen modification (including singledrug
substitutions)
PLHIV should receive differentiated care based on initial evaluation (advanced vs.well)
and follow up (unstable vs. stable)

1.3. Sandard Package of Care for PLHIV

Consists of 8 components:
1. Antiretroviral Therapy

f
f

All PLHIV are eligible for ART irrespective of CD4cell count or percentage, WHO clini ca
stage, age, pregnancy status, or comorbidities

ART should beinitiated as soon as the patient is ready to start, preferably within two
weeks from time of HIV diagnosis (except for patients with cryptococcal meningitis
or TB meningitis)

2. Positive Hedth, Dignity, and Prevention, GBV/IPV & Heath Education and Counselling

1

1

All patients should be counselled and supported for disclosure of HIV status; partner/
family testing and ergagement; condom use; family planning; sexually transmitted
infections sareening; and treatment adherence services

All females aged 15-49 years and emancipated minors accessing HIV care services
should be screened for Intimate Partner Violence (IPV) as part of the standard package
of care

All PLHIV should be provided with HIV education and counselling

3. Screening for and Prevention of Specific Opportunistic Infections

f
f
f

All PLHIV should receive lifelong cotrimoxazole preventive therapy (CPT) unless they
have allergy to sulfa drugs or develop toxicity from CPT

During pregnancy, CPT should be initiated irrespective of the gestational age and
should continue throughout pregnancy, breastfeeding, and thereafter for life

When dapsone (as a substitute for CPT)is being used as PCPprophylaxis, it is only

recommended for patients in WHO Stage 4 and/ or absolute CD4count S200 cells/m m®
(or CD4%S 25% for children S5 years old), and should be discontinued once a patient

achievesviral suppression anda sustained CD4count of > 200 cell/mm ° (or > 25% for
children S5 years old) for at least 6 months

All PLHIV should be screened for TB at every visit using the Intensified Case Finding
(ICF)tool and assessed for Isoniazid Preventive Therapy (IPT) if screened negative for
B

All adolescent andadult PLHIV with a baseline CD4count of S 200 cells/mm® should
be screened for cryptococcal infection using the serum CrAg test
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4. Reproductive Hedth Services

il
il

|l

All PLHIV should be screened for ST1 at every clinic visit

Pregnancy status should be determined for all women of reproductive age at every visit
and their contraception need determined and met

All HIV positive women between the ages of 18 - 65 years should be screened for
cervical cancer

5. Screening for and Management of Non-Communicable Diseases

il
il

All PLHIV should be screened for hypertensiordiabetes mellitus, dyslipidaemia, and
renal disease

Lifestyle modifications are always the first line of prevention and management for
hypertension, diabetes mellitus, and dyslipidaemia

6. Mental Hedth Screening and Management

f
f
f

All PLHIV should receive basic screening for depression before initiating ART, and
annually thereafter, and whenever there isa clinical suspicion

All adults, adolescents should be screened for alcohol and drug use before initiating ART
and regqularly during follow-up

All caregivers should also receive baseline and followp screening for depression and
alcohol/drug use

7. Nutrition Services

f
f

All PLHIV should receive nutritional assessment, counselling, and support tailored to
theindividual needs of the patients

All infants irrespective of HIV status should be exclusively breastfed for the first 6
months of life, with timely introduction of appropriate complementary foods after 6
months, and continued breastfeeding up to 24 months or beyond

8. Prevention of Other Infections

il

PLHIV (including children) should receive vaccinations as recommended by the
National Vaccines and Immunization Programme

1.4. Adherence Preparation, Monitoring and Support

f
f

The adherence preparation, monitoring, and support that a patient requires should be
tailored to their level of adherence and the stage of ART initiation and follow-up
Whenever possible, follow-up should be provided by the same care provider or team of
care providers (e.g. same clinician and counsellor) at every visit. This is particularly
important during the first 6 months in care

For all children/adolescents,thelevel of disclosure should be assessed at the first visit.
Ongoing care should include a plan for age-appropriate disclosure

All patients are at risk of new or worsening barriers to adherence, so adherence
monitoring, counselling and support should continue despite viral suppression

Every service delivery point that is providing ARVs for patients (whether ART, PEP, or
PrEP) must have afunctional system for identifying patients who miss appointments and
for taking action within 24 hours of a missed appointment

In patients failing ART, do not change regimens until the reason/s for treatment failure
have been identified and addressed (which should be done urgently using a case
management approach)
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1.5. Antiretroviral Therapy in Infants, Children, Adolescents, and Adults

il
il

The goal of ART isto suppress viral replication with the aim of reducing the patientd VL
to undetectable levels
All individuals with confirmed HIV infection are eligible for ART, irrespective of
CD4 count/%, WHO clinical stage, age, pregnancy or breastfeeding status, co -
infection status, risk group, or any other criteria,  provided that the individual is
willing and ready to take ART and adhere to follow -up recommendations
ART shouldbe started in all patients as soon as possible (preferably within 2 weeks of
confirmation of HIV status)
Preferred fir st-line ART for infants, children, adolescents and adults

0 Birth to 4 weeks: AZT + 3TC + NVP

0 4 weeks-<3yeas:ABC + 3TG LPV/r

0 3-14yeas (and< 35 kg baly weight): ABC + 3TC EFV

o |l 15yeasj I O |  dyweighQ: TBFI+ 3TC + DTGr TDF + 3TC + EFV for

women and adolescent girls of childbearing potential

Adolescents who are virally suppressed on first indBC + 3TC + EFShould transition to
TDF + 3TC + DT@nce they reach aveight of 35 kg or an age above 1fears to reduce pill
burden and improve regimen durability and tolerability
All patients who are virally suppressed on a first line regimen  should be considered
for optimization towards the current recommended first line regimen

Treatment failure issuspected when a patienthasBEECE 6, | p h nmratleagti DE A
6 months of using ART
Treatment EAE] OOA EO 111U Ai 1T £ZEOI AA xEAT 6, EO |

addressing poor adherence or other reasons for high VL, and then repeating VL after at
least 3 months of excellent adherence to allow for viral Fsuppression
Persistent low-level viremia (PLLV) is defined as having a detectable VL (above the LDL
value) but < 1,000 copies/ml on two or more consecutive measures. These patients are at
increased risk of progression to treatment failure, development oARV resistance and
death and EAOA £ OA OANOEOA A OEIi EI AO AAOA 1 AT AC
1,000 copies/ml
All PLHIV with a detectable VL (any value above LDL): assess for and address potential
reasons for viremia, including inensifying adherence support, repeat te VL after 3
months of excellent adherence

o I£ OEA OAPAAO 6, | ckafyetb aneffecive regiden PEAOT |

o If the repeat VL is detectable but < 1,000 copies/mconsult the Regional or

National HIV Clinical TWG
o If the repeat VL is undetectable themontinue routine monitoring
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1.6. Prevention of Mother to Child Transmission of HIV

il
il

Prevention of mother-to-child transmission of HIV (PMTCTshould be offeredas part of

acomprehensive package of fuly integrated, routine artenatal care interventions

Lifelong ART should be initiated in all pregnant and breastfeeding women living

with HIV, regardless of gestational age, WHO clinical stage and at any CD4 count

ART should be started, idealy, on the same dayas HIV dagnosis is madewith ongoing

enhancedadherence support

The preferred first line ART regimen for pregnant and breastfeeding women is TDF + 3TC

+ EFV

Pregnant and breastfeeding women who are virally suppressedn a different first-line

regimen shouldcontinue their current regimen until complete cess#on of breastfeeding,

after which they can be cosidered for regimen optimization

For pregnant and breastfeeding women newly initiated on ARTpbtain VL 3months after

initiation, and then every 6 months until complete cessation of breastfeeding

For HIV positive women already on ARTat the time of confirming pregnancy or

breastfeeding obtain a VLirrespective of when prior VL was done andthen every 6

months until complete cessation of breastfeeding

For pregnant or breastfeeding women with a detectabl¥L (any value above LDL)assess

for and address potential reasons for viremia, includingritensifying adherence support,

repeat the VL after 3 months of excellent adherence

o IftherepeatVLisl p h o | Aharfpdiddad dffecive regimen

o If the repeat VL isdetectable but < 1,000 copies/nh consult the Region&or National
HIV Clinical TWG

o Ifthe repeatVLis undetectable thencontinue routine monitoring

All HEI should receve infant ARV prophylaxis consisting of6 weeks of AZT + NVP and

thereafter NVP should be continued until 6 weeks after complete cessation of breastfeeding

All infants irre spective of HIVstatus should be exlusively breadtfed for the first 6 months

of life, with timely introduction of appropriate conplementary foods after 6 months, and

continued breagtfeeding up to 24months or beyand
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1.7. TB/HIV Co-infection Prevention and Management

1 All hedthcare settings should implement TB infection control recommendations to
reducetherisk of transmission of TB among patients, visitors and staff
1 Symptom-based TB screening using the ICFtool MUST be performed for all PLHIV
at every clinic visit
o Patients who are screened negative should be evaluated for isoniazid preventive
therapy (IPT)
o Patients who are screened positive (presumptive TB) must complete definitive
diagnostic pathways
1 The GeneXpert MTB/RIf test is the preferred test for diagnosis of TB and
rifampicin resistance in all presumptive TB cases
1 TB-LAM can be used as an adjunct rapid poiutf-care diagnostic test forall PLHIV:
with advanced HIV diseaseWHO stage 3or4r# $1 AT OT O S 3mmn
CD4%S ¢ v PAEAEITO OAT)) v@th presunddA B Or; any danger signs of
severe illness, or; currently admitted to hospital
1 Those who are diagnosed with TB/HIV co-infection should be on CPTas part of the
comprehensive package of care for TB/HIV co-infection
1 Paients diagnosed with TB/HIV co-infection should start anti-TB treatment
immediately and initiate ART as soon as anti-TB medications are tolerated, preferably
within 2 weeks
1 Paientswith TB/HIV co-infection who are already on ART should start anti-TB treatment
immediately and continue ART, making any required adjustments to the ART regimen
based on known drug-drug interactions
1 Always assess for ART failure in patients who develop TB after being on ART for | (0]
months

1.8. HBV/HIV and HCV/HIV Co-infection Prevention and Management

1 Al HIV positiveadolescents and adultshould be screened for HBV infection, using serum
HBsAg, as part of initial evaluationchildren who did not complete routine childhood
immunizations should also be screenefbr HBV

1 PLHIV without evidenceof hepatitis B infection (HBsAg negative) should be vaccinated
against hepatitis B

1 The recommended firstline ART for adults withHIV/HBV co-infection is TDF + 3TC + DTG

(or TDF + 3TC EFV forwomen and adolescent girls of childbearing potentidl

HCV serology should be offered to individuals at risk of HCV infection

Direct acting antiviral therapies (DAAs) for treatment of HCVhave simplified the

management of HIV/HCV cénfection

=a =

1.9. ARVs for Post-exposure Prophylaxis (PEP)

1 PEPshould be offered as soon as possible (< 72 hours) after high risk exposure
1 Therecommended ARV agents for PEPare
0 0-14 years(and< 35 kg: ABC+ 3TC +LPV/r
o | puv UMAIOO. i: TOEEBTC + DTG (or TDF + 3TCATV/r for women
and adolescent girls of childbearing potentigl
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1.10. Oral Pre-Exposure Prophylaxis (PrEP)

Oral PrEP should be offered to HIV negative individualsat substantial ongoing risk of
HIV infection (including the seronegative partner in a discordant relationship)
Therecommended ARV regimen for use as PrEP is: TDF (300 mg) + FTC (200 mg) once
daily

PrEP does not eliminate the risk of HIV infection and it does not prevent STls or
unintended pregnancies

PrEP should only be offered after assessment to establish eligibility, readiness for
effective use, required follow-up (including HIV testing every 3 months)and absence of
contraindications to TDF and/ or FTC

= = =2 =4

1.11. People Who Inject Drugs (PWID) and HIV

1 PWID should be offered regular HIV testing and counselling and be linked to
comprehensive HIV treatment and prevention services including harm reduction
counselling and support

1 The recommended firstline ART for adult PWID is TDF + 3TC + DTG (or TDF + 3TC +
ATVIr for women and adolescent girls of childbearing potentigl

1 PWID should be offered sreening, diagnosis, treatment and prevention of STIs as part
of comprehensive HIV prevention and care

1 PWID should have the same access to TB prevention, screening and treatment services
as other populations at risk of or living with HIV

1 PWIDshould be screened for HBV (by HBsAg) and HCV(by HCVserology) at first contact

1 All PWIDshould be linked to Neede and Syringe Programmes (NSP) to access sterile
injecting equipment

1 All PWID should be linked to Medically Assisted Therapy (MAT)







2. HIV Testing Services and Linkage to Treatment
and Prevention

HIV testing services (HTS) provides the first critical link to comprehensive HIV treatment and
prevention. Additionally, this initial step provides opportunities to offer other interventions
such as sexual and reproductive hedth services, TB screening and referral, substance abuse
screening and referral, information and referral for voluntary medica male circumcision, pre-
exposure prophylaxis (PrEP), post-exposure prophylaxis (PEP) and other combination HIV
prevention services.

HIV testing should be voluntary and conducted ethically in an environment where the
five Csof Consent, Confidentiality, Counselling, Correct results and Connection (li nkage)
can be assured.

For detailed recommendationsrefer to the national HTS guideline.

2.1. Settings for HIV Testing

Facility -based testing

1 Routine provider-initiated HIV testingand counselling (PITC) should be offered
to ALL clients (including infants, children, adolescents and adults) visiting
health facilities regardless of the reasons for contact with the health facility,
using an opt-out approach

1 As much as possible, PITC should be integrated into care pathways at all service
delivery points including adult and Paediatric inpatient units, outpatient units, maternal
and child headlth clinics, SRH/FP clinics, TB clinics, specialty clinics, GBV care units and
service delivery points for key and priority populations. Paients starting HIV care
should receive disclosure counselling and support followed by family testing

Community zbased testing

1 Targeted community-based HTS offers additional opportunities to identify and link
peopleto treatment and prevention. This setting is especiallymportant for testing children
and partners of index clients through family-based testing and counselling; assisted
partner notification services, outreach to key populations as well as orphans and
vulnerable children (OVCs),and; adolescents

HIV self-testing (HIVST)

1 HIVST allows individuals to colled their own specimen, perform the test, and interpret
theresults on their own. If positive, a onfirmatory test must be performed by atrained
HTS provider (facility-based or community-based) following the national testing
algorithm

1 Uptake of HIVST is improved with availahility of easy-to-use testing methods such as
oral/ sdiva-based tests. These can be issued from hedth facilities and pharmacies or
through outreach programs

1 HIVST may have the greatest benefit in reaching specific populations such as partners of
newly diagnosed PLHIVkey populations; partners of pregnant women attending ANC;
contacts of patients treated for STls; highly stigmatized populations; healthcare
workers; and frequent re-testers
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Providing HTS for different populations and in different settings (Table 2.1) increases
opportunities for access to knowledge of HIV status and to a range of HIV treatment and

prevention services.

Table 2.1: Recommendations for HTS for Different Populations and Settings

Population Recommendation

Birth testing of infants born
to known HIV- positive
mothers (Figure 2.2)

il

Birth testing (HIV testing of infants at birth or at first contact within 2 weeks after
birth) is undergoing apilot and further implementation guidance will be provided
based on the pilot results

HIV testing and counselling
of infants and children aged
less than 18 months (Figure
2.1)

= =4

HIV exposure status of all infants should be established at first contact

To establish HIV exposure status of a child less than 18 months of age, conduct HIV
antibody testing for mothers with unknown status or who previously tested
negative during antenatal care at the 6-week immunization visit or first contact. If
the mother declines to be tested or is not available for testing, then conductapid
HIV antibody test for the child to determine exposure (if antibodytest is positive
this confirms HIV exposure)

WhenHIV exposure is confirmed, ARV prophylaxis should be startedimmediately
All HEIs should have DNA PCRtesting at the 6 week immuniz ation visit or fir st
contact th ereafter

Infants with an initial positive HIV DNA PCRresult should be presumed to be HIV
infeded and started on ART in line with national guidelines,with a confirmatory
HIV DNA PCRand baseline vir al load taken at the time of ART initiation (ART
initiation is based on the first result)

All HEl with initial negative results should continue infant ARV prophylaxis and be
followed asHEls,including additional PCRtesting at 6 months and 12 months,and
antibody testing at 18 months and every 6 months during breastfeedingand also 6
weeks after complete cessation of breastfeeding

HIV testing and counselling
of children older than 18
monthstil | age 9 years
(Figure 2.3)

Conduct HIV testing and counselling (with parental consenf) for all children of
unknown HIV status presenting to the hedlth facility irrespective of reason for their
visit to the hedth fadlity. If the child is known to be HIV negative from previous
testing and hasno new risk factors/ exposuresthen repeat testing is not required
until adolescence

Conduct HIV testing and counselling for all children of HIV infected adults assoon as
possible, within one month of confirming the HIV positive status of the adult

HIV testing and
counselling of
adolescents (10 - 19
years) (Figure 2.3)

Conduct HIV testing and counselling for all adolescents presenting to the hedth
fadlity irrespective of reason for their visit to the health facility. Adolescents aged 15
years and above and emancipated minors can provide self-consent. For younger
adolescents, obtain their assent and parental/c aregiver consent

For those that test negative, re-testing should be recommended annually unless
there is anew exposure risk

Link HIV-negative adolescents to comprehensive HIV prevention services based on
risk assessment

Link all adolescents identified asHIV positive to treatment and prevention services
All adolescents should be counselled about the potential benefits and risks of
disclosure of their HIV status and empowered and supported to determine if, when,
how and to whom to disclose

For sexually active adolescents with partners, HIV testing and counselling should be
offered to their partners (and their children for HIV positive adolescents)

All uncircumcised adolescent males who test HIV negative should be counselled
about the prevention benefits of VMMCand linked to VMMC servicesif they agree

10
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Table 2.1: Recommendations for HTS in Different Settings (continued)

Scenario Recommendation

HIV testing and counselling
for pregnant and
breastfeedingwomen

1

All pregnant women (unless known HIV positive) should be counselled and tested
for HIVduring their first ANC visit and if negative, repeat testing in the third
trimester

At labour and delivery, HIV testing should be done for all women with unknown HIV
statusand previously tested negativgeven if tested negative in third trimester)

All breastfeeding mothers (unless known HIV positive) should be counselled and
tested atthe 6-weekinfant immunization visit. The HIV test (if negative) should be
repeatedevery 6 monthsuntil complete cessation of breastfeedingTable 2.4
Mothers should be counselled about the schedule for repeat HIV testing in
pregnancy andpostnatal as part of routine ANC and postnatal education

All pregnant and breastfeeding women who i@ not tested, optout or decline HIV
testing during the first contact should be offered HIV counselling and testing in
subsequent visits with appropriate referral and linkage for prevention, care and
support services

All HIV positive pregnant and breastfeding women enrolled into care should
receive counsellingand support (assisted disclosure), case managed linkage and
follow-up

All spouses/partners of pregnant and breastfeeding women should be offered HIV
testing andcounselling, as well asall children if the mother is HIV positive

HIV testing and counselling
of sexual partners &children
of indexclients (HIV positive
person who is newly
diagnosed or already in HIV
care) (Figure 2.9

All PLHIV enrolled nto HIV care should receive disclosureounselling and be
supported to disclose their HIV situs (assisted disclosure)

HIV testing and counselling should be encouraged (facilifyased or conmunity -
based) forall partners and children of index cliets, with linkage to treatment and
prevention services asappropri ate

HIV testing and counselling
of key and vulnerable
populations

== =4

Conduct HIV testing and counselling for all cligs from key and vulnerable
populations presenting to the health facility irrespective of the reason for their visit
to the health facility, or through targeted outreach testing, or through testingt key
and vulnerable popuktion service delivery points (e.g. dropin centres)

For key populations that test negtive, re-testing should be recommended every 3
months

Link all who test HIV positive to treatment and prevention services

For sexually active adults with partners, HIV testing and counselling should be
offered to their partners (andtheir children for those that are HIV positive)

All uncircumcisedadult maleswho test HIV negativeshould be counselled about the
prevention benefits of VMMC and linked to VMMC services if they agree

HIV testing and counselling
of adults

= =4 =

Conduct HIV testingand counselling for all adults presating to the health facility
irrespective of reason for their visit to the health facility

For those that test negative, re-testing should be recommended anually unless
there is a new risk exposure

HIV positive adults $ould be counseled for ART initiation

Link all adults identified as HIV positive to trestment and prevention services
For sexually active adults with partners, HIV testing and counselling should be
offered to their partners (andtheir children for those that are HIV positive)

All adult males who test HIV negtive should be counselled about the prevaion
benefits of VMMC and linked to VMMC services if they agree
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Settings Recommendations

1 Targeted conmunity -based HIV testing andounselling can be especially useful for
children and partners of index clients; adolescaits; as well as for outreach to key
populations (sex workers, truckers, M1, andPWID) and OVCs

1 Al HTS clients should be linked to HIV tretment and prevention services

Community-based testing

1 HIVST can be offered torgy adult or adolescentwho wants to know their HIV siatus
outside of a formal HTSetting, usually in private

1 HIVST nay have the greatest benefit in reaching specific popudtions, such as: men;
partner testing for ANCattendees; cantacts of patients treated for STis; highly
stigmatized populations; healthcare workers; frequent re-testers; etc.

HIV self-testing (HIVST) 1 If positive, a confirmatory test must be performed by a trained HTS provider
(facility -based or conmunity -based) following the rational testing algorithms

1 Assisted HIVST is recommended for adolescents: the adolescent is issued with the
self-testing kit and guided by a trained tester, through the process of taking the test
and interpreting the results, and then assisted with linkage to prevention and/or
treatment services

1 Opt-out HIV testing is the expected approach for all healthcare service delivery
points (e.g. TB clinic, MCH, OPD, IPD, etc) except for early infant diagnosis, which ig
consideredrequired testing

9 For early infant diagnosis, HIV testing of the parestfollows an optout approach,
but if the mother declines testing for herself (or is not available for testingthen
testing of the infant isrequired

Opt-out testing

2.2. Age-Specific HIV Testing Algorithms
2.2.1. Early Infant Diagnosis

HIV Exposed Infant

HIV infection of an infant or child can occur in utero, at labour and delivery and through breast
milk. HIV exposure of ALL childrenaged <18 monthsold should be ascertained at first contact.
A positive HIV antibody test in a child younger than 18 months of age confirms HIV exposure.

Confirmation of HIV infection in HIV Exposed Infants and Children < 18 Months Old

All HEI should be tested with DNA PCRwithin 6 weeks of age or first contact thereafter; if
negative then another DNA PCRat 6 months, and if negative then repeat DNA PCRagain at 12
months. This replaces previous guidelines to perform antibody testing for infants at 9
months. An antibody test should be performed for all HEI at 18 monthsold and every 6 months
thereafter during breastfeeding, and also 6 weeks after complete cessation of breastfeeding
(Figure 2.1).
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1
1

Establish HIV Exposure of Infants and Children
< 18 months (including O - 6 weeks)

Mother known HIV positive
HTSfor mothers with unknown HIV status

1 Rapid antibody test on infant/child if mother& HIV status cannot be established

HTS Settings
At L&D, MNCH/FP, OPD,
IPD, A&E,CCGC & Community

v

v

1
f
1

Establish HIV infection for HIV Exposed Child at 6 weeks at first contagt
(includes child with negative DNA PCR result at birth)

Collect a DBS for HIV DNA PCR tést
Start/continue infant ARV prophylaxis

If Mother/infant HIV antibody test
negative

Child is HIV unexposed

e Routine under-5 care for the well baby
Repeat HIV testing for mother as per
HTS recommendations

Start CPT
L]

f
f
f
1

HIV DNA PCR test POSITIVE
Child presumed HIV infected

Discontinue infant ARV prophylaxis

Start ART

Offer comprehensive care including
continuation of CPT

COLLECT new sample for CONFIRMATORY
DNA PCR and viral load at ART initiatioh

!

HIV DNA PCR test NEGATIVE
Child HIV-exposed
I Continue HEI followup

\

Conduct DNA PCRat 6 months of age or soonest contact
thereafter (or earlier if child develops symptoms

.I

vV

l :

Confirmatory HIV DNA

Confirmatory HIV DNA PCR

suggestive of HIVas per WHO staging criteria}

{

HIV DNA PCR result NEGATIVE
Child HIV-exposed

PCR test POSITIVE test NEGATIVE /

Child confirmed HIV Child presumed HIV infected 1 Continue HEI followup

infected 9 Continue ART I Conduct DNA PCR at 12 months of ageor

9 Continue ART and 1 Collect and send a DBS soonest contact thereafter till 18 months of age

comprehensive care
and routine under-5
care

for tie breaker to NHRL
and manage as per the
results from NHRL

(or earlier if child develops symptoms suggestive
of HIV-as per WHO staging criteria}

:

HIV DNA PCR result NEGATIVE
Child HIV-exposed

f
f
f
1

Continue HEI followup

Continue routine under-5 care

Conduct HIV Antibody test at 18 months of age

If breast feeding, do HIV antibody test every 6 months while breast
feeding and 6 weeks after complete cessation of breastfeeding

Y v

If HIV antibody test is positive
Child confirmed HIV infected

9 Start ART and comprehensive care
f CmtinueCPT

I Continueroutine under-5 care

If HIV antibody test is negative

Child HIV negative

I StopCPT

I Review at age 2 years and document vital status
9 Continueroutine under-5 care

1 Where Point of Care DNA PCR is availaliltD should be done using the whole blood at the facility.
For baseline viral load testing If available, use point of care machine for viral load; If there is no point of care
machine to do viral load Take a DBS and send it to the VL testing laboratory

Figure 2.1 Algorithm for Early Infant Diagnosis in Infants and Children < 18 months of age
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Presumptive Diagnosis of Severe HIV Disease in Children under 18 Months

Occasionally, children less than 18 months of age present to hospital with severe illness; and
arapid HIV antibody test confirms HIV exposure. Lack of immediate availability of HIV DNA PCR
results for confirmation of HIV could result in undue delay in starting lifesaving ARTIn such
children,apresumptive diagnosis of HIV infection can be madeusingthecriteriain Table 2.2. ART
can be initiated while awaiting HIV DNA PCR results to confirm HIV infection.

Table 2.2: Presumptive Diagnosis of HIV in children <18 months while awaiting DNA PCR Results

Child < 18 months of age; HIV antibody tegiositive and symptomatic with:
2 or more of the following:

1  Oral candidiasis/thrush

Severe pneumonia

1  Severe sepsis

OR, any of the following
1 Any WHO Clinical Stage 4 condition
T  Recent maternal death (if likely to be have been H¥lated) or advanced HIVdisease in mother
1 #EEIAB8O0 #$tb [ cub

2.2.2. Birth Testing

Birth testing is defined as HIV testing (with DNA PCR) &irth or first contact within 4 weeks after
birth, for infants born to known HIV-positive mothers. Birth testing has the potential togreatly
improve survival for infants who are infected during pregnancy and around labour and delivery
by identifying them early for rapid ART initiation.

The national programis conducting a pilot for birth testing in select counties where all HEI will
have a DNA PCR HIV test done. This pilot will inform operational guidance for scale up of birth
testing nationally.
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The following testing algorithmis beingused during the pilot (Figure 2.2).

Infant of known HIV-positive mother at
birth (or within 4 weeks of birth)

§ Collect DBS for DNA PCR
| Startinfant ARV prophylaxis

Y \i
First HIV DNA PCR test First HIV DNA PCRtest -
positive negative

! !

Infant is HIV-Exposed

f Continue on infant ARV prophylaxis and
HEI follow-up

I Repeat DBS for DNA PCR at 6 weeks

Infant is presumed HIV infected
i Discontinue infant ARV prophylaxis
Start on ART, book f/u at 2weeks of age

1
I Offer comprehensive care
1

Collect DBS for confirmatory DNA PCR and
baseline VL*

A * \

Confirmatory HIV DNA PCR Follow Algorithm for EID (Figure 2.1)

Confirmatory HIV DNA PCR
positive: Continue ART and
routine follow -up

=8

negative: Continue ART, sen
a new DBS, send a new DBS
sample to NHRL

v

A

v

NHRL reports the results as positive:
Continue ART and routine followup

NHRL reports the results as negative:
Discontinue ART and follow up as HEI

1 Where Point of Care DNA PCR is availaliieD should be done using the whole blood at the facility.
For baseline viral load testing If available, use point of care machine for viral load; If there is no point of care machine to doj
viral load- Take a DBS and send it to the VL testing laboratory

Figure 2.2: Birth Testing Algoritim
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2.2.3. Diagnosis of HIV Infection in the Older Child (I 18 months), Adolescents and
Adults

Serial testing, using approved rapid HIV antibody testing kits, is used to diagnose HIV infection
in children older than 18 months, adults and adolescents (refer to Figure 2.3)

1 Offer adequate information to all clients and obtain consent prior tothe HIV test (verbal
consent is adequate, but should be documented). Individuals 15 years and older and
emancipated minors can provide self-consent. dients who opt-out (i.e. refuse to test)
should be counselled and continuously offered PITC with each visit and/ or referred for
community-based testing and/ or offered HIV self-testing

1 dients who test HIV negative should be assessed and counselled on HIV risk
reduction behaviors and linked to combination HIV prevention services (such as VMMC,
RH/FP, condoms, PrER, etc.) depending on individual risk profile. Table 2.4 provides
recommendations for re-testing those who test HIV negative

For breastfed HEIs older than 18 months, the HIV antbody test should be performed every 6
months during breastfeeding andat least 6 weeks after complete cessationof breastfeeding (to
factor in the window period of an infection that may occur around the time of cessation of
breagtfeeding).
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SCREENING

v

i

NON REACTIVE

v

REPORT NEGATIVE CONFIRMATORY TEST
NON REACTIVE

Y

INCONCLUSIVE

!

REFER TO THE COMPREHENSIVE CARE CLINIC

Retesting in MCH, wards or
settings without CCCs: To b

4%

done by a different service
provider ona second +
specimen [ SCREENING TEST] [ SCREENING TEST|
NON REACTIVE NON REACTIVE
REPORT NEGATIVE | CONFIRMATORY TEST]| INCONCLUSIVE
NON REACTIVE Request for retest
after 2 weeks at
¢ CCC
Collect DBS and

send to laboratory |«¢—————— REPORT INCONCLUSIV|
for DNA PCR

v

If the result is still
inconclusive,
collect DBS and
send to the
laboratory for DNA

NB: The use of TIE BREAKER is no longer recommended PCR

Enroll to care and
treatment

Figure 2.3: HIV Testing Services Algorithm
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2.3. Package of HIV Testing Services

An HIV testing and counselling session consists of

1 Apre-test session

1 HIVtest

1 Assessment for other hedth-related conditions or needs (while HIV tests are running)

1 A post-test session (including assisted partner notification services (@PNS) and child
testing)

1 Referral and linkage to other appropriate hedth services (as part of the posttest
session)

TheHIV testing service package is summarized in Table 2.3.

Table 2.3: Summary of HIV Testing Services Package

1. Pre- Test Information

Introduction (Provider & Client) and provider role in HTS

Contracting with the client

Time the session likely to take

Assure clientconfidentiality/shared confidentiality

o  Talk about the records and information to be gathered by the provider
Benefit of HIV testing (to individuals, sexual partners and families)
Consenting for the HIV services

HIV package provided

0  HIV CombinationPrevention

o0 Assisted Partner Notification Services (aPNS) and HIV S&ksting (HIVST)
o Referral to HIV care and treatment and other integrated services

= =4 —a -9

== =a =

2. Pre-Test Counseling

HIV information

Risk assessment and reduction

Need for disclosure and importance t@each out to partners for HTS

Benefit of aPNS and HIVST

Discuss aPNS and HIVST, how it is related to HIV prevention, care and treatment services
Client preparation, testingprocess &interpretation of test results

Interpretation of test results using chats

=a =4 =4 -8 _a_a_9

3. Perform test
1 During the 15 minutes as you wait for the test results
o Discuss Combination Preventiore.g.PrEP, Risk Reduction, STI treatment, condom information &
demonstration, Voluntary Medical Male Circumcision (VMMC), Elimination of Mother To Child
Transmission of HIV (eMTCT)
o  Screen for and provide information and referrals for; Intimate Partner ViolencélPV), STl and cancer
screening, Tuberculosis (TB), Family planning/contraceptive needsgjc.
o0  Establishing number of sexual contacts and children
o  Document in the MOH 362
9 Discus further on aPNS and HIVST as the confirmatory test is running for the clients who test positive with
the screening test

4. POST TEST COUNSELLING

Check if client is ready for results and help them to interpret

Check what the client understands by the results

Allow the client to share his/her initial reactions and verbalize theirinitial feelings

%@bl 1T OA AT A AAETT x1 AACA AT EAT 080 EI T AAEAOA EAAI EI
Offer necessary support

gegegegeg
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NEGATIVE RESULT POSITIVERESULT
1  Review implications of being HIV T Review implications of being HIV positive and help index
negative and help client develop a client develop a risk reduction plan
risk reduction plan (see HTS 1  Discuss positive living
guidelines) 1  Review and support disclosure
1 RevisitaPNS and HIVS[D determine 1 Revisit aPNS and HIVST to determine partner notification
partner notification plan/approach plan/approach:
1 Linkage to other HIV prevention o  Provider referral
initiatives o  Contract referral
1  Client-specific recommendations for o  Client referral z provide the referral slip/s
re-testing (Table 2.4) T Document details of index client in the HTS tracking log &
1  Encourage disclosure of HIV negative fill referral forms & HIVST reporting tool
status with sexual partner and need f  Collect all the PNS and HIVST related information about
for couple counselling partners/contacts

5. Assessment of other health related conditions

A Conduct assessment for risk during aPNS and HIVST including intimate partner violence (IPV)

A Assess risk for sexually transmitted infections (STIs) and opportunistic infections that would also require
notification

6. Referral and linkage to care

A Physically escort the client for retesting and linkage to ART/care

A Obtain accurate locator information from the index client (physical location, phone number)

A Document the outcomes of partner follow up(s)

Post-Test Counseling in the Era of Test-and-Treat

Posttest counselling should, at a minimum, include three key messages that being the ART
treatment preparation process for all PLHIV:
1 Treatment (called antiretroviral therapy or ART) is available and is recommended for
everyone with HIV
i Starting treatment as soon as possible (preferably within two weeks from testing
positive for HIV) reduces the chance of your illness getting worse or of passing HIV to
others
1 If you take your ART properly and do not miss pills you can expect to live anlgp and
productive life
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After 2 weeks or as agreed, review with the
index client progress in having their 4—/
contacts tested

' )
aPNS STEPS
HTS aPNS PROTOCOL
e ~N STEP 1
P ~ N
re-test Use the aPNS Talking Points Script |
1. Build trust by explaining I
confidentiality & voluntariness
2. Introduce aPNS, process and its I
benefits |
3. Conduct risk assessment with focus STEP 2 |
on sexual partners in the past 12 I
months = Note names of sexyal partners in past
4. Note sexual partners mentioned 12 months during risk assessment |
5. Screen for TB, STI & IPV |
If Not
\ J l
[
 J STEP 3 |
4 ) ) .
\/ 1. Document in aPNS and HTS registers| |
Test screening outcomes of IPV and TB / N
1. Explain the test process and follow STy oth_er health conditions
. v ~ respectively
the testing algorithm . .
d - ) 2. In documenting IPV screening
2. Explore with client benefits of .
discl t H outcomes, complete a line per partner
Isclosure 1o sex partners ».| 3. Record the HTS test result of the index
3. E_mpower the cher_\t to carry out » client in the aPNS register
disclosure or obtain consent of
partner(s) to share private
information. Role play if necessary > l
\_ / am
STEP 4
v If Yes
e N\ 1. Listthe names and contact of partners| .
»| | 2. Determine the preferred method of <
partner notification per partner
Post-test “ 3. Record method in aPNS Register
1. Follow the posttest protocol/steps
2. Fill TB, STI, IPV, other referral
form(s) as appropriate
3. Review and update the list of
contacts provided at pretest
4. Obtain information of contacts STEP 5
(name(s), physical I_O cation, phone /| Contact/assist in contacting partner(s) of
number, HIV statusif known etc) client based on preferred method(s)
5. Agree with the client on the preferred
approach of aPNS (client referral,
contract referral and dual referral) l
\_ v
STEP 6
G ) 1. Document outcomes of notification and

testing in aPNS register

2. If contract referral, review progress
within 2 weeks or as agreed(NOTE:
always consider if right to privacy has
been safeguarded)

3. Record test result and notification
peculiarities in aPNS register

Figure 2.4: Assisted Partner Notification Services and Index Testing Algorithm

Ve

~

CCC aPNS PROTOCOL

The provider
establishes whether
the client coming for
follow up visits is
sexually active

Review if the client
has been offered
aPNS before

If aPNS has already
been offered,
determine if all the
line-listed clients
have already been
tested or if there are
any additional
contacts

)

~—
)

~— @
)

~—
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Table 2.4: Recommendations for Retesting HIV Negative Clients

Scenario/ Population

Recommendation for Re-testing

General population

Retest at least annually (for children, re-testing is only required if there is a
new exposure)

Key populations (PWID, SW,
MSM)

Retest every 3 months in case of frequent instancesof high risk exposure

Negative partner in discordant
union

Retest every 3 months until HIV-positive partner achievesviral suppression.
Once viral suppression is confirmed re-testing can be performed every 6 months.
Other prevention services should stil| be recommended, including consistent and
corred use of condoms. Assess for eligibility and willingness for PrEP

Pregnant women

All pregnant women should be retested inthe third trimester. At labour and
delivery, HIVtesting should be done for all women with unknown HIV status and
previously tested negative(even if tested negative in third trimester)

Breastfeeding mothers

Retest after delivery at the 6 week infant immunization visit, and then every6
months until complete cessation of breastfeeding

HIV exposed infants

All HEI should have DNA PCR testing at 6 weeks, 6 months, and 12 months, and
then HIV antibody testing at 18 months and then every 6 monthhereafter if they
continue breastfeeding. All HEI should have HIV antibody testirgjweeks after
complete cessatim of breastfeeding

Persons who had a recent (e.g.

less than a month) specific
exposure incidence

Test at initial presentation and re-test at 12 weeks and then as per risk group

Patients with a confirmed or
suspected STI

Test at initial presentation and re-test at 12 weeks and then as per risk group

Individuals on pre-exposure
Prophylaxis (PrEP)

Retest every 3 months
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2.4. Linkage from HIV Testing to Treatment and Prevention

Every effort should be made to ensure patients with confirmed HIV infection are linked to
treatment and prevention expeditiously. The HTS providers should manage this process actively
by employing approaches known to improve linkage to care (Table 2.5) including: providing
information, disclosure, addressing barriersto linkage, establishing systems to facilitate linkage,
care coordination and integration, and using alinkage register.

Table 2.5: Approaches to Improve Linkage to Treatment and Prevention

Srategy Action

Information T Quality post-test counselling should include information about the nature and
availability of additional HIV-related services,description of the next stepsin treatment
and prevention including entire treatment plan and follow-up visits and schedule

1 Thebenefits of immediate assessment and early initiation of ART should be emphasized

1 Involve the patient in the decision-making process regarding treatment and prevention
(especially where and whento start ART)

Disclosure 1 Disclosure to atrusted Gignificant other8promotes linkage and adherence to
treatment

1 Encourage and help the patient to discuss HIV status with atrusted friend or
closerelative

1 Encourage adolescents to identify and invite a supportive adult or friend to
support them

Barriersto Linkage 1 During post-test counselling, identify and address any barriers to linkage
Systems to Fadlitate 1 TheHTSprovider is responsible for linkage into care
Linkage 1 Same day enrolment into care is expected

1 Linkage should be done to on-site treatment and prevention servicesthrough patient
escorts. Where this is not possible (due to patient preference or the servicesare not
available), the testing facility should book the appointment with the receiving facility and
follow-up to ensure the patient registers at the receiving facility. Provide the patient with
referral information, referral form and contact details of the fadlity

9 Deploy retention and loss-to-follow up tracking system to ensure linkage is successful.
Theseinclude enlisting the help of peer or buddy systems, SM'Sreminders, phone calls
and community outreach workers to escort HIV positive clients to enrolment

1 Early preparation and assessment for ART, with early initiation of ART strengthens
engagement in care

Care Coordination and | 1 Coordinate and treat mother-baby pairs, partners and families together. Integrate

Integration common services offered to PLHIV (TB diagnosis and treatment, SRH/FP, cervical
cancer screening, nutrition etc.)

1 Wherereferrals are necessary, such referrals should be coordinated (communication
and documentation between referring and receiving service delivery points)

Linkage Register

=

Maintain alinkage register at all testing points in the facility and community
Track and report on progress with linkage on amonthly basis
9 Discuss linkage at MDT meetings

=
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2.5. Approach to Patients on ART with a Discrepant HIV Test Result

ention

HIV testing should not be performed for patients who are already en rolled into HIV care

and on ART. However, some patients selfefer for HIV antibody testing without disclosing that
they are known HIV positive and on ARTFigure 25 provides recommendations on managing
patients who have a norreactive antibody test while on ART.

1

Education/counselling for patients who are on ART and present with a new negative HIV antibody test

The new HIV antibody test may be &alse negative te patient may still be HIViinfected but their antibody
levels may be suppressed as a result of effective ART. This is more common for patients who start ART v
soon after HIV infection

Those with prior history of detectable viral loads, positive DNA PCR results, or low CD4 counts are almost
always truly HIV positive

Continue their ART until a special test is performed (a new sample for DNA PCR) at the National HIV
Reference Laboratory (NHRL)

Stopping ART before HIV status is confirmed could result in a rapid rise in viral load, decline in CD4, and
increased risk of developing an opportunistic infection or dying

Pry

!

Draw a sample for DNA PCRand send to the NHRL (preferably a whole blood EDTA sample following
cold-chain protocols within 24 hours of collection; DBS is acceptable if EDTA is not possible)

Specify that this is a sample for confirming HIV status of a patient who is on ART, and provide the dates
and results for all prior antibody tests, DNA PCR tests, and RNA viral load tests in the request form

! !

1
1

If HIV DNA PCR sample is positive

If HIV DNA PCR sample is negative

I The patient may be HIV negative, or it could be that the
patientis HIV positive but the HIV DNA levels have been

Provide additional counseling on the suppressed below the testing limit (this is more common if

reasons why the antibody test may have a DBS sample was used)

been falsely negative and discourage the

patient from any repeat antibody testing

This confirms the patient is HIV positive

9 Inform the patient that they may still be HIV positive and
) o ) need to be monitored closely for an additional 6 months
Emphasize that the patien ART is before confirming they are HIV negative

working and the need for continued 9 Inform the patient that ART should be stopped
excellent adherence

I They should return for HIV viral load performed at 1

month, 3 months, and 6 months after stopping ART
(samples for HIV viralload should be sent to the designate
VL/EID network laboratory assigned to the requesting
facility with all past details)

Figure 2.5: Managing Patients on ART Who Present with a New Negative HIV Antibody Test
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3. Initial Evaluation and Follow-up for PLHIV

All PLHIV are eligible for ART irr espective of CD4cell count or percentage, WHO clini cal stage
age, pegnanoy status,or comorbidities. ART should beinitiated as soon as the patient isready to
start, preferably wit hin two weeks from time of HIV diagnosis.

In order to provide targeted servicesbased on clinical presentation, during the initial evaluation
all PLHIV should be categorized as presenting wit h advanced HIV disease or as presenting well
(Table 3.3) Patients with advanced disease require more intensive evaluation for and
management of Ols, and once ART is started they are at higher risk for developing immune
reconstitution inflammatory syndrome (IRIS, Annex 16)

Smilarly , after at least 12 months on ARTPLHIV should be categorized as being either stable or
unstable (clini cally, virologically and psychosocially) in order to best meet the specific need of
each patient for treatment and follow-up and improve patient outcomes. Differentiated care
minimizes inconvenience and unnecessatily frequent follow-up, thus reducing costs and time
related to clinic visits. It also allows resourcesto be focused on those patients who require
additional attention (Table 3.5.

3.1. Initial Clinical Evaluation of PLHIV

All patients enrolling into HIV care should have a complete medical history takem, thorough
physical examination and appropriate laboratory investigations. Findings from this initial
evaluation should be documented legibly in a retrievable health record management format
(electronic or paper-based) to fadlitate long-term follow-up of the patient. Table 3.1 summarizes
important aspeds of the initial medical history and physica examination for PLHIV. Additional
history should be taken and physica examination performed when clini cally indicated.
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Table 3.1: Initial ClinicalEvaluation for PLHIV (History and Physical Examination)

History ‘ Comments
Theinitial visit provides the opportunity to establish a meaningful patient-provider
relationship; the clinician should elicit concerns and expectations with open, non-judgmental
and clear communication
1 Inquire about symptoms due to co-existing
1 Presenting complaints/ current HIV-related and non-HIV-related disease
symptoms and co-morbidities that will require
1 Include symptoms of TBand TB immediate intervention
Qurrent and contacts 1 Completion of the Intensified Case
past Finding (ICF)tool
medical
history 1 Date of first positive HIV test
1 Past andcurrent co-morbidities (e.g. TB, | 1 Document history of TB
cryptococcal meningitis, hypertension, 1 Doaument previous or current ARV use
diabetes,kidney and liver disease) (including for PMTCT, PEPR, PrEP and ART)
1 Curent medications, includingherbs 1 Establish current medications (prescription,
1 Drugallergies, epecially sulfa allergy non-prescription, and herbal) likely to
1 ARV eyosure history adversely interact with ARVs
1 History of hospitalizations 1 Establish reasons for hospitalizations
1 Family history of chronic disease or cance
1 Establish and document social support
1 Education, employment, family, structures
marital status 9 Establish possible presence of mental
9 Past treatment for mental illnesses; health concerns
current symptoms of depression 1 Encourage disclosure to trusted close
Psychosocial 1 Disclosure anq seLfst_igma re_Ia{tions/ friepds and sexual par.tners
history 1 Substance use including alcohol, 1 EICIF and begin to address possible
tobacwm, miraa (khat), marijuana, barriers to adherence
narcotics, injection drug use 1 Link to additional facility and
1 Nutritional history and adequacy of community support resources,
nutritional intake and household food including psychosocial support groups,
seaurity peer mentors, harm reduction services
for PWIDs, etc
fI Past history of STIs 1 Discuss secondary prevention and
i Qurrent symptoms of STis avoidance of re-infection with STIs
1 Sexual practices . 1 HIV and ART status of sexual partner/s
Sexual and 1 Partner HIV status and disclosure to sexual 1 Discuss pregnancy intentiorand
reproductive partner(s) . L contraception needs
history T Pregnancy history and age of all living 1 Encourage contact tracing and HIV testing

children

1 Menstrual history, family planning and
plans for pregnancy

1 History of cervical cancer screening

for sexual partners and all children of HIV-
infeced women and all children whose
mothersBHIV status is unknown
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Table 3.1 (Continued): Initial ClinicalEvaluation for PLHIV (History and Physical Examination)

Physical Examin ation ‘ Comments

General impression,
vital signs and
anthropometric
measurements

Assess general mood, measure and
record weight, height, MUAC (in
children and pregnant women),
temperature, pulse rate, BP, respir atory
rate, pulse oximetry (if patient has
respiratory complaints or hasdiffi culty
in breathing)

1 Cdculate BMI as: Weight (kg)/

Height2(m)
Use z-scores for children
Monitor growth trends for children

General examination

Conjunctiva and palms for pallor or
jaundice; swollen lymph nodes (cervical,
axillary, inguinal); mouth (for Kaposi&
sarcoma (KS) lesions, oral hairy
leucoplakia, candidiasis, tooth decay);
skin (for drug eruptions, herpes zoster,
dermatitis, pruritic papular eruptions
(PPE), folliculitis, fungal infections,
molluscum, and KS)

Systemic examination

Central Nervous System (focal defects,
retina); Mental State Examination (for
mental status); abdomen (for liver or
splenic enlargement); respir atory (for
dullness to percussion; crackles or
wheezes);cardiovascuar (for peripheral
pulses,oedema,heart sounds); if specific
symptoms: genitourinary/ anorectal
system (for ulcers,discharge,
condylomata/w arts, prostate
examination for men| 45 years of age).
Speculumexamination with cervical
cancer greening for females

Prompt treatment of inter-current illness
contributes towards success of ART and
reduction in early morbidity and mortality
Asymmetric or rapidly enlarging lymph
nodeswill require fine neede aspiration
cytology or biopsy

Cervical cancer screening (if not donein
the past year), and appropriate
management

Monitoring developmental milestones for
children

Summary

Problem list with differential diagnosis
and management plan for each problem
(including investigations, treatment,
referrals, and follow-up)

Assign and document the initial WHO
dinical Sage and manage presenting
illnesses

Growth and developmental milestone
must be assessed and used for WHO
staging in children

Differentiate between patients with
advanced disease versus those who
are clinically well, to guide acuity of
follow-up

NOTE:Laboratory assessment is not a prerequisite to ART initiation. It should not
cause adelay in starting ART
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3.2 Initial Laboratory Evaluation of PLHIV

The comprehensiveness of laboratory tests will depend on presence and/ or type of suspeced
concurrent illness. Table 3.2 summarizes the recommended baseline laboratory investigations
for all PLHIV.

Additional investigations should be based on clini cal indication. ART should not be delayed if a

laboratory test is not available.

Table 3.2:Baseline Laboratory Investigations for PLHIV

Confirm and document

Test ‘ Comments

TPHA, orRPR)

positive HIV test result T RefertoFigure 2.3
1 Recommended at baseline for all patients (CD4b &I O AEEIT AQ
old)

CD4cell count 1 1f CD4S200 cells/mm 3 (for adults and adolescents) hen laboratory should
automatically perform a serum cryptococcal antigen (sCrAg) on the same
sample to screen forcryptococcal infection

1 Baselineviral load (VL) is only recommended for HEIs after 1st PCRtest is

Viral load (HIV-1 RNA) positive. Specimen for baseline VL can be drawn at the time of initiating

ART; obtaining a VL should not delay ART initiation
HIV 9 Obtain serum CrAgin all adults and adolescentswith a CD4count S 200
specific Serl_Jm Oryptococcal cells/mm 3. This should be done as reflex testing by the laboratory

Antigen (sCrAg) 1 If positive, manage asper the cryptococcal meningitis screening algorithm
(Figure 4.1)

HIV Drug Resstance Lo I

Testing (DRT) T Not currently recommended asa baseline investigation

Hb (preferably full 1 Recommended for all patients

blood count if available) | { If baseline Hb <9.5g/dL then AZT should be avoided

1 Pregnancy status should be determined for all women of reproductive age

Pregnancy status (based on history of last menstrual period, and if uncertain, irregular, or
delayed then a urine pregnancy test should be performed)

Urinalysis (for protein .

& glucose) 1 Recommended for all patients

1 Recommended for all patients
1 Cdculate Creatinine Aearance (Crd), Annex 15
o If HBV negative andCrCLS 50 ml/min then TDF should be avoided
- (Table 6.7)
Others | Greatinine o If HBV positiveA T A #50 tliminShen TDF should still be used (Tabl
9.3
o CrClis also usedor dose adjustment of NRTISCTXand fluconazole
(Table 6.7
Syphilis serology (VORL 1 Recommended for all PLHIV with ahistory of being sexually active
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Table 3.2 (continued): Baseline Laboratory Investigations for PLHIV

Gucose 1 Recommended for all patients
Plasma Ipid profile 1 Recommended for all patients
HBsAg 1 Recommended for all adolescent and adulPLHIV (plus children who did

not complete routine childhood immunizations)

1 If negative, patients should be immunized for HBV assoon asthey achieve
confirmed vir al suppression (see Section 4.8.1and Section 9)

1 If positive refer to Section 9 for management of HIV/HBV coinfection

HCVantibody 1 Recommended for PWID or for patients with history of injection drug use

ALT 1 Not arecommended asbaseline investigation unless there is aspecific
clinical reason (e.g.patient with history of hepatitis, sighs or symptoms of
liver disease, or risk of liver disease - alcoholics, HBV or HCV irfection,
hepatotoxic drugssuch as fluconazolgec)

It is not possible for ALL fadilities providing ART to offer all the laboratory tests recommended
for HIV treatment. If a facility does not have on-site capadty to carry out any particular test,
arrangements should be madeto transport specimensto alocd or regional referencelaboratory.

3.3. Differentiated Care for Patients who Present with Advanced HIV Disease
ver sus those who Present Well

Paients who present with advanced disease may require a different level of care than those
who present while still clini cally well.

Table 3.3: Differentiated Care Based on Initial Patient Presentation

Patients who Present with Advanced HIV Disease: WHO Stage 3 or 4, or CD4 count S 200 cell/mm 3 (or

CD4% S 25% for children S5 years old)

Package of Care 1 Sandard Package of Care (Section 4)
1 Intensive management of presenting illnessesand malnutrition
9 Priority for identification, management and prevention of Ols, including
o GeneXpertfor TB diagnosisfor all PLHIV with presumptive TB(Figure 8.2)
o TB-LAM (Figure 8.3, in addition to GeneXpert, for PLHIV with presumptive T&ho
A Have advanced HIV, or
A Have signs of severdl ness, or
A Arecurrently admitted to hospital
o Cryptococcal antigen screenindor adolescents and adultwith # $ 1 20Gcells/mm? or
clinical suspicion of meningitis(any age) Figure 4.9
0 Cotrimoxazole Preventive Therapy CPT)
0 Isoniazid Preventive Therapy (PT)
9 Priority for ART initiation (caution if suspected or confirmedTB, TBmeningitis, or
cryptococcal meningitis; Table 6.7
1 Jose monitoring for development of immune reconstitution inflammatory syndrome (IRIS,
Annex 16)
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Location of Services| 9§ Management at any ART service delivery point; all facility levels; home visits may be
required if unable to come to facility

1 Initial management and ART initiation by trained and experienced HCW

1 Consultation with MDT, TWG, mentors, and senior clinicians asneeded (including telephone
consultation with Uliza! Qlinici ansBHIV Toll-free Hotline (0800724848))

1 Referral to ahigher-level facility whenfeasble if consultation is not adequate to stabilize the

patient
Focus of 1 ART isrequired to prevent further damage to the immune system
Treatment 1 Sarting ART soon will decrease risk of disease progression, including wasting and other
Preparation infections
Counselling 1 ART is the most important treatment to restore hedth

1 ART will reduce the risk of transmitting HIV toothers

Frequency of 1 Weekly follow-up until ART initiation, and then at week 2 and 4 after ART initiation, and then

Follow-up monthly until confirmed vir al suppression

1 More frequent visits or hospitalization may be required to stabilize acute medical conditions
and address psychosocial and other concerns

Patients who Present Well: WHO Stage 1 or 2, and CD4 count > 200 cell/mm 3 (or CD4% > 25% for children S

5 years old)

Package of Care 1 Sandard Package of Care (Section 4)

1 Sameday or rapid ART initiation (as soon as patient is ready, preferably within 2 weeks)
Location of Services| 9§ Management at any ART service delivery point; all fadility levels

1 Initial management and ART initiation by trained and experienced HCW
Focus of 1 ART is the most important treatment to maintain good hedth and an active life
Treatment 1 Sarting ART soon will decrease risk of developing wasting and other infections
Preparation 1 ART will reduce the risk of transmitting HIV to others
Counselling
Frequency of 1 Weekly follow-up until ART initiation, and then at week 2 and 4 after ART
Follow-up initiation, and then monthly until confirmed vir al suppression

1 Additional visits asrequired to address any medical or psychosocial concerns

3.4.Follow -up of PLHIV during the First Year of ART

Follow-up of patients on ART is determined by the duration the patient has been on treatment,
how well they understand the treatment and their response to ART. Follow-up includes scheduled
clinical appointments, unscheduled clinical assessments for patients with concerns/complaints,
and routine and as-needed laboratory monitoring.

In order toinitiate all PLHIV on ART within the shortest time possible (preferably within 2
weeks), newly enrolled patients should be seen in clinic every week until ART initiation.

After ART initiation, patients need to be monitored closely for development of adversedrugevents,
identify and address barriersto adherence, and development of IRIS (particularly for those who
initiate ART with advanced HIV diseasd. A reasonable follow-up schedule for most patients is: 2
weeks and 4 weeks after ART initiation, then monthly until viral suppression is confirmed (Table
3.4).If VLis detectable at 6 months they will need additional assessments for and management of
the reason/s for detectable viral load with close follow-up until viral suppression is achieved
(Section 5). Patients with confirmed viral suppression can be followed-up every 1-3 months based
on patient preference and clinician judgment, with additional unscheduled visits any time the
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patient has a concern. Qinical follow-up can be spaced further apart once the patient has been on
ART for ayear or more and meets the criteria as Gtabled (Section 3.5). Children and adolescents
should be followed up at least every 1-3 months.

When possible, follow-up for a particular patient should be provided by the same care
provider or team of care providers (e.g. same clinician and same counsellor) at every visit.
This is particularly important duri ng the fir st 6 months in care.

Table 3.4 summarizes the recommended minimum routine follow-up schedule for PLHIV, however,
additional clinical and laboratory follow-up should be performed whenever clinically indicated
(based on history and physical examination, when the results of the investigations have the
potential to change clinical management).

Table 3.4: Summary of Clinical and LaboratorMonitoring for PLHIV:

Initial ART Week

Months (after ART)

Visit | preparation (after ART)

Every 1-3 months,| Every 3-6

Appoi ntment”

Every week®

dependingon
stability

months ifstable”

V

\Y

\Y

\Y

\Y

At each clinical

History and V At each visit
VI . .
physical exam’ Vet

Adherence

ESERIE Vv vV VVV\VNVNVLWV

and support6
TB Screening V

At each visit At each visit

Every visit, using ICFscreening tool

1 Baseline, and then only if develops treatment failure (to assess for risk of Ols), or if
defaults from care (off ART) for at least 6 months

9 For patients on secondary prophylaxis for cryptococcal meningitis (CM),repeat CD4every
6 months wtil CD4 >100 ells/mm 3 for two conseautive measures 6months apartand VL

V undetectable,after which CMprophylaxis and CD4monitoring can be discontinued

1 For patients on prophylaxis using dapsone (documented CTX allergy), repeat C&vry 6

CD4 ount

months until CD4 >200 ells/mm 3 for two conseaitive measures 6months apart and VL
undetectable,after which dapsoneand CD4monitoring can be discontinued

For PCRpositive HHs: baseline at the time of ART initiation

Age 024 years every 6 months

I CA | cabmohtA6efe®ART initiation and month 12 then annually thereafter

For all: before any drug substitution for patients on ART for at least 6 months with no VL

results from the last 6 months

1 For all: after any regimen change (including single drug substitutions), perform VL at
months 3 after regimenmodification, and then as per population group

1 For all: any patient with a detectable VL during routine monitoring, follow viral load

monitoring algorithm (Figure 6.5)

HIV Viral Load

= =4 —a -8

1 Ifon ART at time of confirming pregnancy:VL done at confirmation of pregnancy

(regardless of when previously done), then every 6 months wntil complete cessation of

breastfeeding

If starting ART during pregnancy or breastfeeding VLat 3 months after initiation, and then

every 6 months until complete cessation obreastfeeding

1 For all: any patient with a detectable VL during routine monitoring, follow viral load
monitoring algorithm (Figure 6.5)

HIV Viral Load
(pregnant/
breastfeeding) q
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Baseline for adults and adolescents WE ~ # $ T lSIs/nqrm?’T(as r&flextesting by

EEAE laboratory), thenonly if clinical suspicion of CM
Hb Baseline then symptom directed; if on AZT, baseline thenweeks 2, 4,and 12
Pregnancy Satus At every visit for women of reproductive age (by history +/- urine pregnancy test)

Urinalysis (protein Baseline, then annually if on TDF

& glucose)
Creatinine Baseline, thenannually if on TDF
Gucose Baseline, thenannually

Plasma ipid profile Baseline, then annually

Baseline, followed by immunization for all patients who screen negative (after viral

RIEEY suppression is mnfirmed)

Syphilis serology
(VDRL, TPHA, or

Baseline, thenannually in those at risk and aspart of routine ANCprofile

< I <K IK K IK KKK

RPR)

Drug Resgtance Not recommended at baseline; DRT recommended oncetreatment failure confirmed on aPI-
Testing based 1st line regimen,or failure on 2nd line or subsequent regimens

ALT Not recommended for routine baseline or follow-up unless specific clinical indication

. All women shoul reened for cervical cancdollowing the national guidelin
Garvicalleancer omen should be screened for cervical cancedpllowing the national guidelines

HCV Baseline for PWIDs or with ahistory of injection drug use

1 Recommended investigation should not delay ART initiation

2 This is the minimum recommended appointment schedule. Clinicians and patients should be encouraged to shedule
additional appointments as needed. Patients should be encouraged to return to the HIV clinic for unscheduled
appointment whenever an acue issue arises, nstead of seking care atanother facility. Early after initiation of ART, and
after any regimen modification , every appointment should include:

 Continued adherence counselling and support (started at the initial visit)
9 Assessment of adherence and corred storage of medication
1 Assessment for and management of early side effects of the drugs,and patient counselling on the same

3 All PLHIV qualify for ART and should be initiated within 2 weeks, as soon ashiey meet ART readness criteria. For
patients who do not start ART on the same day as enrollment into HIV care, they should be followed up every week un|
ART initiation to address whatever issues are delaying ART initiatiofior ongoing management of acutte medical issues
and for treatment preparation and ART readness assessment

4 see section 3.5 for appointment spacing for patients who are stable on ART

S In children and adolescents, weight and height should be measured and recorded at every visit, with weight-based
dosing of ARVsconfirmed at every visit.
In adults, weight and height should be measured at the initial visit to calculate BMI,and thereafter, weight should be
measured at every visit to update the BMI calculation. BP, temperature and respiratory rate should also be measured
and recorded at every visit. Measure and record oxygen saturation (by pulse oximetry) in patients with respiratory
complaints

6 Thefirst 2-4 visits are critical for assessing and supporting adherence to ART, managing adverse drug reactions and
treating any acute ilInessesincluding IRIS Adherence should be assessed at every contact with the clinic. See Section 5
for specific adherence preparation, monitoring and support proceduresfor each visit

Laboratory tests, though desirable, are not a pre-requisite for initiation and routine monitoring of ART.
Targeted laboratory tests may be necessary to identify and manage inter -current diseases or adverse drug
reactions.
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3.5. Follow -up of PLHIV beyond the First Year of ART

3.5.1. Differentiated Care for Stable and Unstable Patients beyond the First Year of
ART

After the first year of ART, most patients will have developed good adherence habits, have
adequate coping mechanisms and support systems in place, and will have achieved full
virological suppression. With their improved self-care, these Gtable patientsd require less
frequent fadility follow-up and monitoring than other patients, allowing fadlity resourcesto be
focused on patients who have not achieved these milestones, as well as focus onthose newly
enrolling into HIV care (Table 3.5). Less intense follow-up for stable patients may also decongest
health facilities, reducepatient costs and inconvenience, and improve quality of care by allowing
more time for sick and/ or unstable patients.

I Unstable patients require closer follow-up to addressthe issuesthat are leading them
to be categorized asunstable

I Sable patients require lessfrequent fadlity follow-up, with up to six months between
clinic appointments

Table 3.5:Differentiated Follow-up of Patients Beyond the First Year of ART

Unstable Patients

Unstable Patients (any of the following)
9 Ontheir current ART regimen for <12 months
Any active Ols (including TB) in the previous 6 months
Poor or questionable adherence to scheduled clinic visits in the previous 6 months
Most recent VL: detectable(including low-1 AOAT OEOAI[ Ekopigdnl) 6, | phnnmn
Hasnot completed 6 months of IPT
Pregnant or breastfeeding
BMI<18.5
Age <20 years
Hedlthcare team hasconcerns about providing longer follow-up intervals for the patient*

=4 =4 =4 -8 —a _—a _—a 9

Note: children and adolescents may be clinically stable, however follow -up appointment intervals beyond
3 months, when allowed, must take into consideration the need for weight-based dose adjustments, close
monitori ng of support systems, and the stability of caregivers .

1 Sandard Package of Care (Section 4)
Package of Care | ¢ Case management to address reason/s for not meeting stable eligibility criteria
1 Management at any ART service delivery point; all facility levels
l . " 1 Consultation with MDT, CSCmentors, and senior clinicians asneeded (including
oca.tlon 0 telephone consultation with Uliza! Toll-free Hotline 0800-72-48-48)
ERIEES 1 Referral to ahigher-level facility if consultation is not adequate to stabilize the patient
Focus of 1 ART is the most important treatment to improve heath and return to an active life
Counselling 1 Targeted counselling to address reason/s they have not met stable eligibility criteria
1 Every 1-3 months, based on clinical judgment and the specific reason/s they have not met
Frequency of stable eligibility criteria
Follow-up 1 Additional visits asrequired to address any medical or psychosocial concerns
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Stable Patients

Stable Patients (must have achieved ALL of the following)
9 On their current ART regimen for > 12 months
f No active Ols (includi. te e o m t
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3.5.2. Differentiated Care for Children, Adolescents and Pregnant/breastfeeding
Women

Children, adolescents and pregnant/breas'gfegdjng women should not be excluded from

differentiatedcare j $# Q8 4EA OOOAAI A7 01 OOAAI A6 AOEOAOEA
who qualify for longer follow-up periods vs. those that may benefit from closer follovup.

For caregivers/parents who are enrolled in DC as stable patients, their children @dolescents

xETl A1 O1 1 AAO OOOAAI A6 PAOEAT O AOEOAOEA ji OEAO
DC. This should follow a familycentered approach in which the family is given aligned
appointments with longer prescription periods.

As partof the casemanagement approach for children and adolescents, appointment spacing must

be determined based on the specific needs and situation of the individual. For example, children
and adolescents may need their ART refills and clinical reviews harmardd with school holidays.
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