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Foreword
The 2016 edition of the ‘Guidelines on use of Antiretroviral Drugs for Treating and Preventing
HIV infection in Kenya’ reflect substantial changes and a paradigm shift in the treatment and
prevention of HIV infection. Over the past decades HIV has continued to be a growing public
health problem globally and in Kenya. Over 1.5 million Kenyans are estimated to be living with
HIV, 900,000 of who were on antiretroviral therapy by the end of 2015.
In recent years, strong evidence has emerged that shows the benefits of starting antiretroviral
therapy (ART) early among HIV infected persons in comparison to delaying treatment. Early
ART initiation is associated with better individual patient level outcomes including reduced risk
of death and severe HIV associated illness; and broader population level prevention benefits.
In addition, studies have demonstrated the efficacy of pre-exposure prophylaxis among various
populations setting the agenda for expanded biomedical tools for HIV prevention. This evidence
and wider availability of safer efficacious medicines, including increasing access to monitoring
tools and technologies provide countries including Kenya with opportunities to expand the use of
antiretroviral drugs (ARVs) for prevention. Furthermore achieving universal access appears more
feasible with more targeted approaches for identifying persons living with HIV, reducing levels of
stigma and increasing domestic investments in HIV control providing further support to expand
use of ARVs. Recommendations presented in these guidelines are largely in line with the World
Health Organization Consolidated Guidelines on the Use of Antiretroviral Drugs for Treating and
Preventing HIV Infection: recommendations for a public health approach, 2016 edition; and also
with global and local evidence and implementation considerations.
Key areas covered include a summary of HIV testing and linkage recommendations, standard
care for people living with HIV (PLHIV), antiretroviral therapy for all children, adolescents and
adults living with HIV including special populations; prevention of mother to child transmission
of HIV; patient centred differentiated care; adherence and monitoring; and the use of ARVs in preexposure prophylaxis among HIV uninfected persons at risk of HIV acquisition.
These guidelines are an important tool meant to be used by teams of multi-disciplinary healthcare
professionals and 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 much needed framework and impetus to
move towards universal access for HIV services and the agenda for ending AIDS by 2030 as a key
national health strategic objective.
Dr Jackson Kioko
Ag Director of Medical Services
Ministry of Health
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1. Summary of Key Recommendations
1.1. HIV Testing Services (HTS) and Linkage to Care and Prevention

• HIV testing should be voluntary and conducted ethically in an environment where Consent,

Confidentiality, Counselling, Correct results and Connection (linkage) can be assured

• To optimize access to testing services, HIV testing can be conducted in 3 different settings:
• Facility-based

• Community-based
•

Self-testing

• Birth testing of infants born to known HIV-positive mothers

HIV DNA PCR testing should be done at birth or at first contact thereafter, within 2
weeks of birth
- If positive, start ART (AZT/3TC/NVP) and take samples for confirmatory HIV DNA
PCR and baseline viral load at the time of ART initiation
• The package of HIV testing services consists of:
• Pre-test counselling
• HIV testing
• Post-test counselling
• Linkage to HIV prevention, care and treatment
• Assessment for other health related needs e.g. TB, family planning (FP) etc.
t)54QSPWJEFSTTIPVMEBEPQUUIFBQQSPBDIFTXIJDIBSFLOPXOUPJNQSPWFMJOLBHFUPDBSF
and treatment
• Information
• Disclosure
• Address barriers to linkage
• Establishing systems to facilitate linkage
• Care coordination and integration
• Documentation (using linkage registers)
•

1.2. Initial Evaluation and Follow-up for PLHIV
• Initial Clinical Evaluation of PLHIV entails:
• Taking

a complete medical history
a thorough physical examination
• Appropriate laboratory investigations - Laboratory assessment is not a prerequisite to ART
initiation
• PLHIV should be categorized as being either stable or unstable both at baseline and
during follow up. This will determine the level of care to be provided
• Conducting

1.3. Standard Package of Care for PLHIV

Consists of 8 components:
1. Antiretroviral therapy
t"MM1-)*7RVBMJGZGPS"35JSSFTQFDUJWFPG$%DFMMDPVOUPSQFSDFOUBHF 8)0DMJOJDBMTUBHF 
age, pregnancy status, or comorbidities
t"35TIPVMECFJOJUJBUFEBTTPPOBTUIFQBUJFOUJTSFBEZUPTUBSU QSFGFSBCMZXJUIJOUXPXFFLT
from time of HIV diagnosis (subject to patient readiness)
1

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

2. Positive Health, Dignity, and Prevention
• All patients should be provided with Disclosure of HIV status; Partner/family testing and
engagement; Condom use; Family planning, Sexually Transmitted infections and Treatment
adherence
• All females aged 15-49 years and emancipated minors accessing HIV care services should be
screened for Gender Based Violence (GBV) as part of the standard package of care for PLHIV
• All PLHIV should be provided with health education and counselling
3. Screening for and prevention of specific opportunistic infections
• All PLHIV should receive lifelong cotrimoxazole prophylactic 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
• Dapsone, when used as a substitute for cotrimoxazole (CTX) is only recommended for
patients in WHO Stage 4 and/or absolute CD4 count < 200 cells/ml (or % CD4 count < 14%),
and should be discontinued once a patient achieves a sustained CD4 count of > 200 cells/µL
for at least 6 months
• All PLHIV should be screened for TB at every visit using the Intensified Case Finding (ICF)
tool
• All adult PLHIV with a baseline CD4 count of ≤ 100 cells/ml should be screened for
cryptococcal meningitis (CM) using the serum CrAg test
4. Reproductive health services
• Pregnancy status should be determined for all women of reproductive age at every visit
• 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
• Lifestyle modifications are always the first line of prevention and management for
hypertension, diabetes mellitus, and dyslipidaemia
6. Mental health screening and management
• All PLHIV should receive basic screening for depression before initiating ART, as indicated
and annually thereafter if not indicated
• All adults and adolescents should be screened for alcohol and drug use before initiating ART
and regularly during follow-up
7. Nutrition services
• All PLHIV should receive nutritional assessment, counselling, and support tailored to the
individual needs of the patients
8. Prevention of other infections
• PLHIV (including children) should receive vaccination as recommended by the Vaccine and
Immunization Program

2
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1.4. Adherence Preparation, Monitoring and Support

tćFBEIFSFODFQSFQBSBUJPO NPOJUPSJOH BOETVQQPSUUIBUBQBUJFOUSFRVJSFTTIPVMECFUBJMPSFE
to their level of adherence and the stage of ART initiation and follow-up
t8IFOFWFSQPTTJCMF GPMMPXVQTIPVMECFQSPWJEFECZUIFTBNFDBSFQSPWJEFSPSUFBNPGDBSF
providers (e.g. same clinician and counsellor) at every visit. This is particularly important
during the first 6 months in care
t 'PS BMM DIJMESFOBEPMFTDFOUT  UIF MFWFM PG EJTDMPTVSF TIPVME CF BTTFTTFE BU UIF ĕSTU WJTJU
Ongoing care should include a plan for age-appropriate disclosure
t"MMQBUJFOUTBSFBUSJTLPGOFXPSXPSTFOJOHCBSSJFSTUPBEIFSFODF TPBEIFSFODFNPOJUPSJOH 
counselling and support should continue despite viral suppression
t&WFSZTFSWJDFEFMJWFSZQPJOUUIBUJTQSPWJEJOH"37TGPSQBUJFOUT XIFUIFS"35 1&1 PS1S&1 
must have a functional system for identifying patients who miss appointments and for taking
action within 24 hours of a missed appointment
t*OQBUJFOUTGBJMJOH"35 EPOPUDIBOHFSFHJNFOTVOUJMUIFSFBTPOTGPSUSFBUNFOUGBJMVSFIBWF
been identified and addressed

1.5. Antiretroviral Therapy in Infants, Children, Adolescents, and Adults

tćFHPBMPG"35JTUPTVQQSFTTWJSBMSFQMJDBUJPOXJUIUIFBJNPGSFEVDJOHUIFQBUJFOUT7-UP
undetectable levels
tAll individuals with confirmed HIV infection are eligible for ART, irrespective of CD4
cell levels, 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
t"35 TIPVME CF TUBSUFE JO BMM QBUJFOUT BT TPPO BT QPTTJCMF QSFGFSBCMZ XJUIJO  XFFLT PG
confirmation of HIV status
tPreferred first-line ART for infants, children, adolescents and adults
tXFFLT";5 5$ /71
tXFFLTZFBST"#$ 5$ -17S
tXFFLTZFBST"#$ 5$ -17S
tZFBST LHCPEZXFJHIU "#$ 5$ &'7
tZFBST ȴLHCPEZXFJHIU 5%' 5$ &'7
tZFBST5%' 5$ &'7
t Routine viral load (VL) testing is recommended for monitoring ART and identifying
treatment failure. The VL test should be carried out at 6 and 12 months after initiation of
ART and annually thereafter if the VL is < 1000 copies/ml
t5SFBUNFOUGBJMVSFJTEFĕOFECZBQFSTJTUFOUMZIJHIWJSBMMPBEȴ 1000 copies/mL (two viral loads
measured within a 3-month interval with adherence support between measurements) after at
least 6 months of using ART

1.6. Prevention of Mother to Child Transmission of HIV

t1SFWFOUJPOPGNPUIFSUPDIJMEUSBOTNJTTJPOPG)*7 1.5$5 TIPVMECFPČFSFEBTQBSUPGB
comprehensive package of fully integrated, routine antenatal care interventions
t "35 TIPVME CF JOJUJBUFE JO BMM QSFHOBOU BOE CSFBTUGFFEJOH XPNFO MJWJOH XJUI )*7 
regardless of gestation, WHO clinical stage and at any CD4 cell count, and continued
lifelong
t "35 TIPVME CF TUBSUFE  JEFBMMZ  PO TBNF EBZ BT )*7 EJBHOPTJT XJUI POHPJOH FOIBODFE
adherence support including community-based case management and support
3
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t'PSOFXMZJOJUJBUFE"35JOQSFHOBOUBOECSFBTUGFFEJOHXPNFO PCUBJO7-NPOUITBęFS
initiation, if >1000 copies/ml, intensify adherence, repeat the VL after 1 month and if still
ȴ1000 copies/ml, change to an effective regimen. If < 1000 copies/ml, repeat viral load every
6 months until end of breastfeeding then follow-up as for general population
t 'PS )*7 QPTJUJWF XPNFO PO "35 GPS   NPOUIT  PCUBJO B 7- BT TPPO BT QSFHOBODZ JT
confirmed. If the VL ȴ 1000 copies/ml, intensify adherence, repeat the VL after 1 month and
if still above 1000 copies/ml, change to an effective regimen. If < 1000 copies/ml, repeat viral
load every 6 months until end of breastfeeding then follow-up as for general population

1.7. TB/HIV Co-infection Prevention and Management

t"MMIFBMUIDBSFTFUUJOHTTIPVMEJNQMFNFOU5#JOGFDUJPODPOUSPMHVJEFMJOFTUPSFEVDFUIFSJTLPG
transmission of TB between patients, visitors and staff
t 4ZNQUPNCBTFE 5# TDSFFOJOH VTJOH UIF *$' UPPM .645 CF QFSGPSNFE PO BMM 1-)*7 BU
every clinic visit to rule out active TB; patients who screen positive (presumptive TB cases)
must complete definitive diagnostic pathways and patients who screen negative should be
evaluated for isoniazid preventive therapy (IPT)
tThe Xpert MTB/Rif test is the recommended first test for diagnosis of TB and rifampicin
resistance in all presumptive TB cases
tćPTF XIP BSF EJBHOPTFE XJUI 5#)*7 DPJOGFDUJPO TIPVME CF PO $15 BT QBSU PG UIF
comprehensive package of care for TB/HIV co-infection
t1BUJFOUTEJBHOPTFEXJUI5#)*7DPJOGFDUJPOTIPVMETUBSUBOUJ5#JNNFEJBUFMZBOEJOJUJBUF
ART as soon as anti-TB medications are tolerated, preferably within 8 weeks
t1BUJFOUTXJUI5#)*7DPJOGFDUJPOXIPBSFBMSFBEZPO"35TIPVMETUBSUBOUJ5#JNNFEJBUFMZ
and continue ART, making any required adjustments to the ART regimen based on predicted
drug interactions
t"MXBZTBTTFTTGPS"35GBJMVSFJOQBUJFOUTXIPEFWFMPQ5#BęFSCFJOHPO"35GPSȴNPOUIT

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

t"MM)*7QPTJUJWFQFSTPOTTIPVMECFTDSFFOFEGPS)#7JOGFDUJPO VTJOHTFSVN)#T"H BTQBSU
of initial evaluation
t )*7 QPTJUJWF JOGBOUT   )*7 FYQPTFE JOGBOUT )&*  DIJMESFO  BEPMFTDFOUT BOE BEVMUT
without evidence of hepatitis B infection (HBsAg negative) should be vaccinated against
hepatitis B with the standard vaccination regimen
t"MM)*7JOGFDUFEQBUJFOUTXIPBSFDPJOGFDUFEXJUIIFQBUJUJT#TIPVMECFTUBSUFEPO"35
irrespective of CD4 cell count, WHO clinical stage and stage of liver disease
tćFSFDPNNFOEFEĕSTUMJOF"35JO)*7)#7DPJOGFDUJPOJT5%' 5$ &'7
t)$7TFSPMPHZTIPVMECFPČFSFEUPJOEJWJEVBMTBUSJTLPG)$7JOGFDUJPO
tćFSFDFOUJOUSPEVDUJPOPGEJSFDUBDUJOHBOUJWJSBMUIFSBQJFT %""T GPSUSFBUNFOUPG)$7IBT
simplified the management of HIV/HCV co-infection
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1.9. ARVs for Post-exposure Prophylaxis (PEP)

PEP should be offered as soon as possible (< 72 hours) after high risk exposure.
tćFSFDPNNFOEFE"37BHFOUTGPS1&1BSF
(TDF + 3TC + ATV/r) for 28 days (Adults)
(ABC + 3TC + LPV/r) for 28 days (Children)

1.10. Oral Pre-Exposure Prophylaxis (PrEP)

t 0SBM 1S&1 DPOUBJOJOH 5%' TIPVME CF PČFSFE UP )*7 OFHBUJWF  JOEJWJEVBMT BU TVCTUBOUJBM
ongoing risk of HIV infection
t1S&1NBZCFPČFSFEUPUIF)*7TFSPOFHBUJWFQBSUOFSJOBTFSPEJTDPSEBOUSFMBUJPOTIJQEVSJOH
attempts to conceive (as part of a pre-conception care plan for the couple)
tćFSFDPNNFOEFE"37SFHJNFOGPSVTFBT1S&1JT5%'NHBOE&NUSJDJUBCJOFNH
once daily (given as a FDC)
t1S&1EPFTOPUFMJNJOBUFUIFSJTLPG)*7JOGFDUJPOBOEJUEPFTOPUQSFWFOU45*TPSVOJOUFOEFE
pregnancies
t1S&1TIPVMEPOMZCFPČFSFEBęFSUIPSPVHIBTTFTTNFOUUPFTUBCMJTIFMJHJCJMJUZ SFBEJOFTTGPS
effective use, required follow-up and absence of contraindications to TDF and/or FTC

1.11. People Who Inject Drugs (PWID) and HIV

t18*%TIPVMECFPČFSFESFHVMBS)*7UFTUJOHBOEDPVOTFMMJOHBOECFMJOLFEUPDPNQSFIFOTJWF
HIV prevention, care and treatment services including harm reduction counselling and
support
t%SVH3FTJTUBODF5FTUJOH %35 JGBWBJMBCMF JTBEWJTBCMFQSJPSUPJOJUJBUJPOPG"35CVUTIPVME
not delay initiation of ART
t4DSFFOJOH EJBHOPTJT USFBUNFOUBOEQSFWFOUJPOPG45*TTIPVMECFPČFSFESPVUJOFMZBTQBSUPG
comprehensive HIV prevention and care for PWID
t18*%TIPVMEIBWFUIFTBNFBDDFTTUP5#QSFWFOUJPO TDSFFOJOHBOEUSFBUNFOUTFSWJDFTBT
other populations at risk of or living with HIV
t18*%TIPVMECFTDSFFOFEGPS)#7 CZ)#T"H BOE)$7 CZ)#7TFSPMPHZ BUĕSTUDPOUBDU 
and appropriate action taken per the national guidelines
t "MM 18*% TIPVME CF MJOLFE UP /FFEMF BOE 4ZSJOHF 1SPHSBNNFT /41  UP BDDFTT TUFSJMF
injecting equipment

5

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

6

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

2. HIV Testing Services and Linkage to Care
and Prevention
(Refer to the 2015 ‘Guidelines for HIV Testing Services in Kenya’ for comprehensive guidance and
recommendations on HIV testing services).
HIV testing services (HTS) provide the first critical link to comprehensive HIV prevention, care
and treatment. Additionally, this initial step provides opportunities to offer other interventions
such as sexual and reproductive health services, TB screening and referral, substance abuse
screening and referral, information and referral for voluntary medical male circumcision, preexposure 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
Cs of Consent, Confidentiality, Counselling, Correct results and Connection (linkage) can be
assured.

2.1 Settings for HIV Testing

Facility-based testing:
t Routine opt-out provider initiated HIV testing and 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
t"T NVDI BT QPTTJCMF  1*5$ TIPVME CF JOUFHSBUFE JOUP DBSF QBUIXBZT BU BMM TFSWJDF EFMJWFSZ
points including adult and paediatric inpatient units, outpatient units, maternal and child
health clinics, SRH/FP clinics, TB clinics, specialty clinics, and GBV care units. Patients
starting HIV care should receive disclosure counselling and support followed by family
testing
Community-based testing:
t5BSHFUFEDPNNVOJUZCBTFE)54PČFSTBEEJUJPOBMPQQPSUVOJUJFTUPJEFOUJGZBOEMJOLUPDBSF
and treatment PLHIV of unknown HIV status. This setting is especially important for testing
children and partners of index clients through family-based testing and counselling; outreach
to key populations as well as orphans and vulnerable children (OVCs), and; adolescents.
HIV self-testing (HIVST):
t)*745BMMPXTJOEJWJEVBMTUPDPMMFDUUIFJSPXOTQFDJNFO QFSGPSNUIFUFTU BOEJOUFSQSFUUIF
results on their own. If positive, a confirmatory test must be performed by a trained HTS
provider (facility-based or community-based) following the national testing algorithm
t6QUBLFPG)*745JTJNQSPWFEXJUIBWBJMBCJMJUZPGFBTZUPVTFUFTUJOHNFUIPETTVDIBTPSBM
saliva-based tests. These can be issued from health facilities and pharmacies or through
outreach programs
t)*745NBZIBWFUIFHSFBUFTUCFOFĕUJOSFBDIJOHTQFDJĕDQPQVMBUJPOTTVDIBTLFZQPQVMBUJPOT 
partner testing for pregnant women attending ANC; contacts of patients treated for STIs;
highly stigmatized populations; healthcare workers; and frequent re-testers
t1SPWJEJOH )54 VOEFS EJČFSFOU TDFOBSJPT 5BCMF   JODSFBTFT PQQPSUVOJUJFT GPS BDDFTT UP
knowledge of HIV status and to a range of HIV prevention, care and treatment services.
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Table 2.1: Recommendations for HTS in Different Settings
Scenario

Recommendation

Birth testing of infants
born to known HIVpositive mothers (Figure
2.1)

t"MMJOGBOUTCPSOUPNPUIFSTLOPXOUPCF)*7QPTJUJWFTIPVMECFTUBSUFEPOJOGBOU"37
prophylaxis and offered routine HIV DNA PCR testing at birth or at first contact thereafter, but
not later than 2 weeks after birth
t*OGBOUTXJUIBOJOJUJBMQPTJUJWF)*7%/"1$3SFTVMUTIPVMECFQSFTVNFEUPCF)*7JOGFDUFEBOE
started on ART, with a confirmatory HIV DNA PCR and baseline viral load taken at the time of
ART initiation (ART initiation is based on the first result)
t*OGBOUTXJUIJOJUJBMOFHBUJWFSFTVMUTTIPVMEDPOUJOVFJOGBOU"37QSPQIZMBYJTBOEGPMMPXFEVQBT
HIV-exposed infants. The HIV DNA PCR should be repeated at the 6-week immunization visit,
or at the earliest opportunity for infants seen after 6 weeks of age

HIV testing and
counselling of infants and
children aged less than 18
months (Figure 2.2)

t)*7FYQPTVSFTUBUVTPGBMMJOGBOUTTIPVMECFFTUBCMJTIFEBUĕSTUDPOUBDU
t5PFTUBCMJTI)*7FYQPTVSFTUBUVTPGBDIJMEMFTTUIBONPOUITPGBHF DPOEVDU)*7BOUJCPEZ
testing for mothers with unknown status or who previously tested negative during antenatal care,
or on the child (if the mother declines testing/not available)
tćFXFFLJNNVOJ[BUJPOWJTJUPČFSTBOFYDFMMFOUPQQPSUVOJUZUPFTUBCMJTIUIF)*7FYQPTVSF
status of ALL children
t"MM)&*TTIPVMECFTUBSUFEPOJOGBOU"37QSPQIZMBYJTBOEPČFSFESPVUJOF)*7%/"1$3UFTUJOH
at first contact
t*OGBOUTXJUIBOJOJUJBMQPTJUJWF)*7%/"1$3SFTVMUTIPVMECFQSFTVNFEUPCF)*7JOGFDUFEBOE
started on ART in line with national guidelines, with a confirmatory HIV DNA PCR and baseline
viral load taken at the time of ART initiation (ART initiation is based on the first result)
t*OGBOUTXJUIJOJUJBMOFHBUJWFSFTVMUTTIPVMEDPOUJOVFJOGBOU"37QSPQIZMBYJTBOEGPMMPXFEVQBT
HEIs

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

t$POEVDU)*7UFTUJOHBOEDPVOTFMMJOH XJUIQBSFOUBMBTTFOU GPSBMMDIJMESFOPGVOLOPXO)*7
status presenting to the health facility irrespective of reason for their visit to the health facility.
If the child is known to be HIV negative from previous testing and has no new risk factors/
exposures then repeat testing is not required until adolescence
t$POEVDU)*7UFTUJOHBOEDPVOTFMMJOHGPSBMMDIJMESFOPG)*7JOGFDUFEBEVMUTBTTPPOBTQPTTJCMF 
within one month of confirming the HIV positive status of the adult

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

t$POEVDU)*7UFTUJOHBOEDPVOTFMMJOHGPSBMMBEPMFTDFOUTQSFTFOUJOHUPUIFIFBMUIGBDJMJUZ
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/caregiver consent
t'PSUIPTFUIBUUFTUOFHBUJWF SFUFTUJOHTIPVMECFSFDPNNFOEFEBOOVBMMZVOMFTTUIFSFJTBOFX
exposure risk
t-JOL)*7OFHBUJWFBEPMFTDFOUTUPDPNQSFIFOTJWF)*7QSFWFOUJPOTFSWJDFTCBTFEPOSJTL
assessment
t-JOLBMMBEPMFTDFOUTJEFOUJĕFEBT)*7QPTJUJWFUPDPNQSFIFOTJWFDBSFBOEUSFBUNFOUTFSWJDFT
t"MMBEPMFTDFOUTTIPVMECFDPVOTFMMFEBCPVUUIFQPUFOUJBMCFOFĕUTBOESJTLTPGEJTDMPTVSFPGUIFJS
HIV status and empowered and supported to determine if, when, how and to whom to disclose
t'PSTFYVBMMZBDUJWFBEPMFTDFOUTXJUIQBSUOFST )*7UFTUJOHBOEDPVOTFMMJOHTIPVMECFPČFSFEUP
their partners (and their children for HIV positive adolescents)
t"MMBEPMFTDFOUNBMFTXIPUFTU)*7OFHBUJWFTIPVMECFDPVOTFMMFEBCPVUUIFQSFWFOUJPOCFOFĕUT
of VMMC and linked to VMMC services
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HIV testing and
counselling for pregnant
and breastfeeding women

t"MMQSFHOBOUXPNFO VOMFTTLOPXO)*7QPTJUJWF TIPVMECFDPVOTFMMFEBOEUFTUFEGPS)*7
during their first ANC visit and repeat testing conducted in the third trimester for all women
who test HIV negative at the first ANC visit. The test (if negative) should be repeated at labour
and delivery.
t"MMCSFBTUGFFEJOHNPUIFST VOMFTTLOPXO)*7QPTJUJWF TIPVMECFDPVOTFMMFEBOEUFTUFEBU
weeks postnatal visit. The HIV test (if negative)should be repeated 6 months and thereafter as per
general population
t.PUIFSTTIPVMECFDPVOTFMMFEBCPVUUIFTDIFEVMFGPSSFQFBU)*7UFTUJOHJOQSFHOBODZBOE
postnatal as part of routine ANC and postnatal education
t"MMQSFHOBOUBOECSFBTUGFFEJOHXPNFOXIPBSFOPUUFTUFE PQUPVUPSEFDMJOF)*7UFTUJOH
during the first contact should be offered HIV counselling and testing in subsequent visits with
appropriate linkage and referral for prevention, care and support services
t"MM)*7QPTJUJWFBOECSFBTUGFFEJOHXPNFOFOSPMMFEJOUPDBSFTIPVMESFDFJWFDPVOTFMMJOHBOE
support (assisted disclosure), case managed linkage and follow-up
t"MMTQPVTFTQBSUOFSTPGQSFHOBOUBOECSFBTUGFFEJOHXPNFOTIPVMECFPČFSFE)*7UFTUJOHBOE
counselling and to all children if the mother is HIV positive

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

t"MM1-)*7FOSPMMFEJOUP)*7DBSFTIPVMESFDFJWFEJTDMPTVSFDPVOTFMMJOHBOECFTVQQPSUFEUP
disclose their HIV status (assisted disclosure)
t)*7UFTUJOHBOEDPVOTFMMJOHTIPVMECFFODPVSBHFE GBDJMJUZCBTFEPSDPNNVOJUZCBTFE GPSBMM
partners and children younger than 14 years of index clients, with linkage to prevention, care and
treatment services as appropriate

HIV testing and
counselling of key and
vulnerable populations

t$POEVDU)*7UFTUJOHBOEDPVOTFMMJOHGPSBMMDMJFOUTGSPNLFZBOEWVMOFSBCMFQPQVMBUJPOT
presenting to the health facility irrespective of the reason for their visit to the health facility, or
through targeted outreach testing, or through testing at key and vulnerable population service
delivery points (e.g. drop-in centres)
t'PSLFZQPQVMBUJPOTUIBUUFTUOFHBUJWF SFUFTUJOHTIPVMECFSFDPNNFOEFEFWFSZNPOUIT
t-JOLBMMXIPUFTU)*7QPTJUJWFUPQSFWFOUJPO DBSFBOEUSFBUNFOUTFSWJDFT
t'PSTFYVBMMZBDUJWFBEVMUTXJUIQBSUOFST )*7UFTUJOHBOEDPVOTFMMJOHTIPVMECFPČFSFEUPUIFJS
partners (and children for those that are HIV positive)
t"MMBEVMUNBMFTBDDFTTJOH)54TIPVMECFDPVOTFMMFEBCPVUUIFQSFWFOUJPOCFOFĕUTPG7..$BOE
linked to VMMC services if they agree

HIV testing and
counselling of adults

t$POEVDU)*7UFTUJOHBOEDPVOTFMMJOHGPSBMMBEVMUTQSFTFOUJOHUPUIFIFBMUIGBDJMJUZJSSFTQFDUJWFPG
reason for their visit to the health facility
t'PSUIPTFUIBUUFTUOFHBUJWF SFUFTUJOHTIPVMECFSFDPNNFOEFEBOOVBMMZVOMFTTUIFSFJTBOFX
risk exposure
t-JOLBMMBEVMUTJEFOUJĕFEBT)*7QPTJUJWFUPQSFWFOUJPO DBSFBOEUSFBUNFOUTFSWJDFT
t'PSTFYVBMMZBDUJWFBEVMUTXJUIQBSUOFST )*7UFTUJOHBOEDPVOTFMMJOHTIPVMECFPČFSFEUPUIFJS
partners (and children for those that are HIV positive)
t"MMBEVMUNBMFTXIPUFTU)*7OFHBUJWFTIPVMECFDPVOTFMMFEBCPVUUIFQSFWFOUJPOCFOFĕUTPG
VMMC and linked to VMMC services if they agree

Community-based
testing

t5BSHFUFEDPNNVOJUZCBTFE)*7UFTUJOHBOEDPVOTFMMJOHDBOCFFTQFDJBMMZVTFGVMGPSDIJMESFOBOE
partners of index clients; adolescents; as well as for outreach to key populations (sex workers,
truckers, MSMs, and intravenous drug users) and OVCs
t"MM)54DMJFOUTTIPVMECFMJOLFEUP)*7QSFWFOUJPO DBSFBOEUSFBUNFOUTFSWJDFT

HIV self-testing (HIVST)

t)*745DBOCFPČFSFEUPBOZBEVMUXIPXBOUTUPLOPXUIFJS)*7TUBUVTPVUTJEFPGBGPSNBM)54
setting, usually in private
t)*745NBZIBWFUIFHSFBUFTUCFOFĕUJOSFBDIJOHTQFDJĕDQPQVMBUJPOT TVDIBTNFOQBSUOFS
testing for ANC attendees; contacts of patients treated for STIs; highly stigmatized populations;
healthcare workers; frequent re-testers; etc.
t*GQPTJUJWF BDPOĕSNBUPSZUFTUNVTUCFQFSGPSNFECZBUSBJOFE)54QSPWJEFS GBDJMJUZCBTFEPS
community-based) following the national testing algorithms
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2.2 Age-Specific HIV Testing Algorithms
2.2.1 Birth Testing and Early Infant Diagnosis
A. Birth Testing
Birth testing is defined as HIV testing (with DNA PCR) at birth or first contact within 2 weeks
after birth, for infants born to known HIV-positive mothers.
HIV DNA PCR testing should be done at birth or first contact thereafter within two weeks of
birth for infants born to HIV positive mothers
Birth testing has the potential to greatly improve survival for infants who are infected during
pregnancy and around labour and delivery by identifying them early for rapid ART initiation.
For birth testing to be effective, facilities and programmes must provide the necessary resources,
capacity, and infrastructure for optimum function of EID with a turn-around-time of ≤ 7 days for
infant DBS PCR results.
Where capacity is limited to provide birth testing for all new-borns, it should be prioritized for the
following infants at highest risk of antenatal HIV infection:
t.PUIFSIBTCFFOPO"35GPSNPOUIT
t.PUIFSTNPTUSFDFOUWJSBMMPBE 7- CFGPSFEFMJWFSZXBTȴ DPQJFTNt/PNBUFSOBM7-BWBJMBCMFXJUIJOUIFQBTUNPOUIT
t.PUIFSLOPXOPSTVTQFDUFEUPCFGBJMJOHDVSSFOU"35SFHJNFO
t1SFUFSNJOGBOUT
t-PXCJSUIXFJHIUJOGBOUT
A new-born with a negative HIV DNA PCR at birth (or within 2 weeks of birth) should continue
infant ARV prophylaxis and be followed as an HEI (Figure 2.1). A repeat HIV DNA PCR test
should be performed at 6 weeks and subsequent testing as recommended for all HEIs, following
the EID algorithm (Figure 2.2).
A new-born with a positive HIV DNA PCR is presumed to be HIV positive and should be started
on ART immediately. A confirmatory HIV DNA PCR and baseline viral load should be taken at
the time of initiating ART (initiation of ART is based on the first result). A positive 2nd PCR test
confirms HIV infection; continue ART and routine follow-up as for HIV-positive infants. If the
2nd PCR is negative, these are discordant results: the infant should continue ART and send a 3rd
DBS sample to NHRL to confirm HIV status.
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Figure 2.1 Birth Testing Algorithm

Infant of known HIV-positive mother at birth
(or within 2 weeks of birth)
t Collect DBS for DNA PCR
t Start infant ARV prophylaxis

First HIV DNA
PCR test - positive

First HIV DNA
PCR - negative

Infant is HIV-Exposed
t Continue on infant ARV
prophylaxis and HEI follow-up
t Repeat DBS for DNA PCR at 6 weeks

Follow EID algorithm (Figure 2.2)

NHRL reports the
results as positive:
Continue ART and
routine follow-up

NHRL reports the
results as negative

11

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

Figure 2.2: Algorithm for Early Infant Diagnosis
1. Infants and Children < 18 months
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1. HIV Exposed Infant
HIV exposure of an infant or child can occur in utero, at labour and delivery and through breast
milk. The HIV exposure of ALL children aged <18 months old should be ascertained at first
contact. A positive HIV antibody test in a child younger than 18 months of age confirms HIV
exposure.
2. Confirmation of HIV infection in HIV Exposed Infants and Children < 18 Months Old
All HEIs younger than 18 months old should be tested with DNA PCR within 6 weeks or first
contact, and if negative then another DNA PCR at 6 months, and if negative then another DNA
PCR at 12 months. This replaces previous guidelines to perform antibody testing for infants at
9 months. An antibody test should be performed for all HEIs at 18 months, and also 6 weeks after
complete cessation of breastfeeding.

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 a
rapid HIV antibody test confirms HIV exposure. Lack of immediate availability of HIV DNA PCR
results for confirmation of HIV infection could result in undue delay in starting life-saving ART.
In such children, a presumptive diagnosis of HIV infection can be made using the criteria in Table
2.2. ART can be initiated while awaiting HIV DNA PCR results to confirm HIV infection.
Table 2.1: Recommendations for HTS in Different Settings
Child < 18 months of age; HIV antibody test positive and symptomatic with:
2 or more of the following:
t0SBMDBOEJEJBTJTUISVTI
t4FWFSFQOFVNPOJB
t4FWFSFTFQTJT
OR, any of the following
t"OZ8)0$MJOJDBM4UBHFDPOEJUJPO "OOFY
t3FDFOUNBUFSOBMEFBUIPSBEWBODFE)*7EJTFBTFJONPUIFS
t$IJMET$%
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2.2.2 Diagnosis of HIV Infection in the Older Child (>18 months), Adolescents and Adults
Serial testing, using approved rapid HIV antibody testing kits, is used to diagnose HIV infection
in children older than 18 months, adults and adolescents (refer to the HTS guidelines for the HIV
testing algorithm using rapid test kits).
t0ČFSBEFRVBUFJOGPSNBUJPOUPBMMDMJFOUTBOEPCUBJODPOTFOU WFSCBMDPOTFOUJTBEFRVBUF CVU
should be documented) prior to the HIV test. Individuals 15 years and older and emancipated
minors can provide self-consent. Clients who opt-out (i.e. refuse to test) should be counselled
and continuously offered PITC with each visit and/or referred for community-based testing
and/or HIV self-testing
t$MJFOUT XIP UFTU )*7 OFHBUJWF TIPVME CF BTTFTTFE BOE DPVOTFMMFE PO )*7 SJTL SFEVDUJPO
behaviours and linked to combination HIV prevention services (such as VMMC, RH/FP,
condoms, PrEP, 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 antibody test should be performed at least 6
weeks from the last day of breastfeeding (to factor in the window period of an infection that may
occur around the time of cessation of breastfeeding).

2.3 Package of HIV Testing Services

An HIV testing and counselling session consists of:
t"QSFUFTUTFTTJPO
t)*7UFTU
t"QPTUUFTUTFTTJPO
t"TTFTTNFOUGPSPUIFSIFBMUISFMBUFEDPOEJUJPOTPSOFFET
t3FGFSSBMBOEMJOLBHFUPPUIFSBQQSPQSJBUFIFBMUITFSWJDFT
The HIV testing service package is summarized in Table 2.3.

14

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

Table 2.3: Summary of HIV Testing Services Package
Pre-test counselling/Pre-test information
Client-initiated HT (CITC)
t*OUSPEVDUJPOBOEPSJFOUBUJPOUPTFTTJPO
t3JTLBTTFTTNFOU
t$POTFOUGPSUIFUFTU
Provider Initiated HT (PITC) in health facility setting
t*OUSPEVDUJPOBOEJOGPSNBUJPOPOJNQPSUBODFPGUFTUJOHGPS)*7
t$POTFOUGPSUIFUFTU
t5FTUQSFQBSBUJPO
Perform test using approved rapid HIV antibody test kit
Post-test counselling for negative
results
t3JTLSFEVDUJPOQMBO
t-JOLBHFUPPUIFS)*7
prevention services
t3FUFTUJOHXIFSFBQQMJDBCMF
(Table 2.4)

Post-test counselling for positive results
t&OSPMNFOUJOUPDPNQSFIFOTJWFDBSFBOEUSFBUNFOU
t3JTLSFEVDUJPOBOEQPTJUJWFMJWJOHDPVOTFMMJOH
t1BSUOFSGBNJMZUFTUJOH

Assessment of other health-related conditions or needs
HTS provider should assess all clients for other health related conditions/issues, e.g.:
t5VCFSDVMPTJTt45*TBOEDBODFSTDSFFOJOHtF.5$5
t'BNJMZQMBOOJOHt"MDPIPMJTNt1TZDIPTPDJBMJTTVFT
t(FOEFSCBTFEWJPMFODFt7..$t /PODPNNVOJDBCMFEJTFBTFT
Referral and linkage
t-JOLBHFTBOESFGFSSBMTTIPVMECFEPDVNFOUFEBTQBSUPGUIFDMJFOUTIFBMUISFDPSE
t8IFSFQPTTJCMF UIF)*7QPTJUJWFDMJFOUTIPVMECFFTDPSUFEUPUIF$$$BOEFOSPMMFEJOUPDBSFPOUIFTBNF
day of HIV testing. Successful linkage should be documented in the referral and linkage register
*Clients who test HIV negative should have a risk assessment and be offered/referred to appropriate
combination prevention services including TB screening, STI screening and treatment, family planning,
provision of condoms, VMMC, cervical cancer screening, GBV recovery services, alcohol and substance
abuse services, pre-exposure prophylaxis (PrEP), PEP, mental health and psychological support, and couples
counselling and testing
**Linkage from testing HIV positive to enrolment into HIV care is the responsibility of the HTS provider
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Post-Test Counselling in the Era of Test-and-Treat
With the 2016 ART guidelines all PLHIV now qualify for ART irrespective of WHO Clinical Stage,
CD4 count, age, gender, pregnancy status, co-infection status, etc.
Post-test counselling should, at a minimum, include three key messages that begin the ART treatment
preparation process for all PLHIV:
t5SFBUNFOU DBMMFE BOUJSFUSPWJSBM UIFSBQZ PS "35  JT BWBJMBCMF BOE JT SFDPNNFOEFE GPS
everyone with HIV
t4UBSUJOH USFBUNFOU BT TPPO BT QPTTJCMF QSFGFSBCMZ XJUIJO UXP XFFLT PG UFTUJOH QPTJUJWF GPS
HIV) reduces the chance of your illness getting worse or of passing HIV to others
t*G ZPV UBLF ZPVS "35 QSPQFSMZ BOE EP OPU NJTT QJMMT ZPV DBO FYQFDU UP MJWF B MPOH BOE
productive life

Table 2.4: Recommendations for Re-testing Clients Testing HIV Negative
Scenario/Population

Recommendation for Re-testing

General population

Re-test annually (for children, re-testing is only required if there is a new
exposure)

Key populations

Re-test every 3 months in case of frequent instances of high risk exposure

Negative partner in discordant
union

Re-test at the initiation of ART for the HIV positive partner, and every 3
months until HIV-postive partner achieves viral suppression. Once viral
suppression is confirmed re-testing can be performed every 6 months.
Other prevention services should still be recommended, including
consistent and correct use of condoms. Assess for eligibility and willingness
for PrEP

HIV negative pregnant women

Test in first trimester or first contact; re-test in the third trimester, and again
during labour and delivery, at 6 weeks and at 6 months post-partum

HIV negative breast feeding
mothers

Re-test after delivery at 6 weeks, at 6 months then follow testing
recommendations for general population

Persons who had a most recent
(e.g. less than a month) specific
exposure incidence

Test at initial presentation and re-test at 4 weeks, after which annual retesting applies

Symptomatic STI patients

Test at initial presentation and re-test at 4 weeks, after which annual retesting applies

HIV Negative PWID

Re-test every 3 months

Individuals on pre-exposure
Prophylaxis (PrEP)

Re-test every 3 months
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2.4 Linkage from HIV Testing to Care and Treatment

Every effort should be made to ensure patients with confirmed HIV infection are linked to care
and treatment expeditiously. The HTS providers should manage this process actively by employing
approaches known to improve linkage to care (Table 2.5)
Table 2.5: Approaches to Improve Linkage to Care and Treatment
Strategy

Action

Information

Quality post-test counselling should include information about the nature
and availability of additional HIV-related services, describe next steps in
care and treatment including entire treatment plan and follow-up visits and
schedule. The benefits of immediate assessment and early initiation of ART
should be emphasized. Involve the patient in the decision making process
regarding care and treatment (especially where and when to start ART)

Disclosure

Disclosure to a trusted ‘significant other’ promotes linkage and adherence
to treatment. Encourage and help the patient to discuss HIV status with a
trusted friend or close relative. Encourage adolescents to identify and invite
a supportive adult or friend to support them

Barriers to Linkage

During post-test counselling, identify and address any barriers to linkage

System to Facilitate Linkage

tćF)54QSPWJEFSJTSFTQPOTJCMFGPSMJOLBHFJOUPDBSF
t4BNFEBZFOSPMNFOUJOUPDBSF
t"TNVDIBTQPTTJCMF MJOLBHFTIPVMECFEPOFUPPOTJUFDBSFBOE
treatment services through patient escorts. Where this is not possible
(due to patient preference or the services are 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 facility
t%FQMPZSFUFOUJPOBOEMPTTUPGPMMPXVQUSBDLJOHTZTUFNUPFOTVSF
linkage is successful. These include enlisting the help of peer or
buddy systems, SMS reminders, phone calls and community outreach
workers to escort HIV positive clients to enrolment
t&BSMZQSFQBSBUJPOBOEBTTFTTNFOUGPS"35 XJUIFBSMZJOJUJBUJPOPG"35
strengthens engagement in care

Care Coordination and
Integration

Coordinate and treat mother-baby pairs, partners and families together.
Integrate common services offered to PLHIV (TB diagnosis and treatment,
SRH/FP, cervical screening, nutrition etc.). Where referrals are necessary,
such referrals should be coordinated (communication and documentation
between referring and receiving service delivery points)

Linkage Register

Maintain a linkage register at all testing points in the facility and
community. Track and report on progress with linkage on a monthly basis.
Discuss linkage at MDT meetings
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3. Initial Evaluation and Follow-up for
PLHIV
All PLHIV qualify for ART irrespective of CD4 cell count or percentage, WHO clinical stage, age,
pregnancy status, or comorbidities. ART should be initiated as soon as the patient is ready to start,
preferably within two weeks from time of HIV diagnosis. Thus, the initial evaluation of PLHIV is
also the baseline assessment for ART initiation.
In order to provide targeted services based on presentation (Section 3.3), during the initial
evaluation, all PLHIV should be categorized as presenting with advanced HIV disease or as
presenting well. Patients with advanced disease require more intensive evaluation for and
management of OIs, and once ART is started they are at higher risk for developing immune
reconstitution inflammatory syndrome.
Similarly, during follow-up after starting ART, PLHIV should be categorized as being either stable
or unstable (clinically, virologically and psychosocially) in order to best meet the specific needs
of each patient for treatment and follow-up and improve patient outcomes. This would minimize
inconvenience and unnecessary follow-up for those patients who do not need it, thus reducing
costs and time related to clinic visits. It would also allow resources to be focussed on those patients
who require additional attention (Section 3.5).
The following strategies can improve efficiency and effectiveness for initial patient evaluation,
treatment preparation, and ongoing adherence support to improve patient outcomes:
t1SPWJEJOH DPNQSFIFOTJWF BOE BDDVSBUF JOGPSNBUJPO QSJPS UP "35 JOJUJBUJPO QSFGFSBCMZ CZ
trained counsellors); and allowing the patient to make an informed choice about starting
treatment and staying in care
t(SPVQ DPVOTFMMJOH PG OFXMZ EJBHOPTFE QBUJFOUT BOE VTF PG QBNQIMFUT  JOGPHSBQIJDT BOE
audio-visual aids to deliver patient education and preparation
t5BTLTIJęJOHTIBSJOH UP USBJOFE MBZ QSPWJEFST GPS DPVOTFMMJOH  USFBUNFOU QSFQBSBUJPO BOE
literacy, education and linkage
t0SJFOUJOHOFXQBUJFOUTUPUIF)*7DBSFQSPDFTTBOEJOUSPEVDJOHUIFNUPUIFNVMUJEJTDJQMJOBSZ
team involved in their management
t&ďDJFOUMZDPOEVDUJOHFOSPMNFOU DMJOJDBMFWBMVBUJPO JOWFTUJHBUJPOT JOJUJBMQBUJFOUFEVDBUJPO
and counselling on the same day
t*ODSFBTJOH UIF PWFSBMM OVNCFS PG IFBMUIDBSF QSPWJEFST JO UIF NVMUJEJTDJQMJOBSZ UFBN XJUI
counselling skills through structured facility-based training
t*NQMFNFOUJOH GBNJMZ DBSF NPEFMT BOE PUIFS UBJMPSFE TFSWJDFT FH DIJME BOE BEPMFTDFOU
friendly clinics) to facilitate disclosure and reduce stigma

3.1 Initial Clinical Evaluation of PLHIV

All patients enrolling into HIV care should have a complete medical history taken, a 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 facilitate long-term follow-up of the patient. Table 3.1 summarizes
important aspects of the initial medical history and physical examination for PLHIV. Additional
history should be taken and physical examination performed when clinically indicated.
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Table 3.1: Initial Clinical Evaluation for PLHIV (History and Physical)
History
Current and past
medical history

Comments
The initial visit provides the opportunity to establish a meaningful patient-provider
relationship; the clinician should elicit concerns and expectations with open, nonjudgmental and clear communication
t1SFTFOUJOHDPNQMBJOUTDVSSFOU
symptoms
t*ODMVEFTZNQUPNTPG5#BOE5#
contacts

t*ORVJSFBCPVUTZNQUPNTEVFUPDP
existing HIV-related and non-HIVrelated disease and co-morbidities
that will require immediate
intervention
t$PNQMFUJPOPGUIF*OUFOTJĕFE$BTF
Finding (ICF) tool

t%BUFPGĕSTUQPTJUJWF)*7UFTU
t1BTUBOEDVSSFOUDPNPSCJEJUJFT
(e.g. TB, cryptococcal meningitis,
hypertension, diabetes, kidney and
liver disease)
t$VSSFOUNFEJDBUJPOT JODMVEJOHIFSCT
t%SVHBMMFSHJFT FTQFDJBMMZTVMGBBMMFSHZ
t"37FYQPTVSFIJTUPSZ
t)JTUPSZPGIPTQJUBMJ[BUJPOT
t'BNJMZIJTUPSZPGDISPOJDEJTFBTFPS
cancer

t%PDVNFOUIJTUPSZPG5#
t%PDVNFOUQSFWJPVTPSDVSSFOU"37
use (including for PMTCT, PEP, PrEP
and ART)
t&TUBCMJTIDVSSFOUNFEJDBUJPOT
(prescription, non-prescription, and
herbal) likely to adversely interact
with ARVs
t&TUBCMJTISFBTPOTGPSIPTQJUBMJ[BUJPOT

Psychosocial history

t&EVDBUJPO FNQMPZNFOU GBNJMZ 
marital status
t1BTUUSFBUNFOUGPSNFOUBMJMMOFTTFT
current symptoms of depression
t4VCTUBODFVTFJODMVEJOHBMDPIPM 
tobacco, miraa (khat), marijuana,
narcotics, injection drug use
t/VUSJUJPOBMIJTUPSZBOEBEFRVBDZPG
nutritional intake and household food
security

t&TUBCMJTIBOEEPDVNFOUTPDJBM
support structures
t&TUBCMJTIQPTTJCMFQSFTFODFPGNFOUBM
health concerns
t&ODPVSBHFEJTDMPTVSFUPUSVTUFE
‘significant others’ and sexual partners
t&MJDJUBOECFHJOUPBEESFTTQPTTJCMF
barriers to adherence
t-JOLUPBEEJUJPOBMGBDJMJUZBOE
community support resources,
including psychosocial support
groups, peer mentors, harm reduction
services for PWIDs, etc

Sexual and
reproductive history

t)JTUPSZPG45*T
t4ZNQUPNTPG45*T
t4FYVBMQSBDUJDFT
t1BSUOFS)*7TUBUVTBOEEJTDMPTVSFUP
sexual partner(s)
t1SFHOBODZIJTUPSZBOEBHFPGBMMMJWJOH
children
t.FOTUSVBMIJTUPSZ GBNJMZQMBOOJOH
and plans for pregnancy
t$FSWJDBMDBODFSTDSFFOJOH

t%JTDVTTTFDPOEBSZQSFWFOUJPOBOE
avoidance of re-infection with STIs
t)*7BOE"35TUBUVTPGTFYVBM
partner/s
t&ODPVSBHFDPOUBDUUSBDJOHBOE)*7
testing for sexual partners and all
children of HIV-infected women
and all children whose mothers’ HIV
status is unknown
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Table 3.1 (Continued): Initial Clinical Evaluation for PLHIV (History and Physical)
Physical Examination

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, respiratory rate, pulse oximetry (if
patient has respiratory complaints or has
difficulty in breathing)

t$BMDVMBUF#.*BT8FJHIU LH 
Height2(m)
t6TF[TDPSFTGPSDIJMESFO

General examination

Conjunctiva and palms for pallor or
jaundice; swollen lymph nodes (cervical,
axillary, inguinal); mouth (for Kaposi’s
sarcoma (KS) lesions, oral hairy
leucoplakia, candidiasis, tooth decay);
skin (for drug eruptions, herpes zoster,
dermatitis, 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); respiratory (for
dullness to percussion; crackles or
wheezes); cardiovascular (for peripheral
pulses, oedema, heart sounds); if specific
symptoms: genitourinary/anorectal system
(for ulcers, discharge, condylomata/warts).
Speculum examination with cervical
cancer screening for females

t1SPNQUUSFBUNFOUPGJOUFSDVSSFOU
illness contributes towards success of
ART and reduction in early morbidity
and mortality
t"TZNNFUSJDPSSBQJEMZFOMBSHJOH
lymph nodes will require fine needle
aspiration cytology or biopsy
t$FSWJDBMDBODFSTDSFFOJOH JGOPUEPOF
in the past year), and appropriate
management

Summary

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

t"TTJHOBOEEPDVNFOUUIFJOJUJBM
WHO Clinical Stage and manage
presenting illnesses
t(SPXUIBOEEFWFMPQNFOUBMNJMFTUPOF
must be assessed and used for WHO
staging in children
t%JČFSFOUJBMCFUXFFOQBUJFOUTXJUI
advanced disease versus those who
are clinically well, to guide acuity of
follow-up
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3.2 Initial Laboratory Evaluation of PLHIV
Laboratory assessment is not a prerequisite to ART initiation. It should not cause undue
delay in starting ART following treatment preparation and clinical evaluation by history and
physical examination.
The comprehensiveness of laboratory tests will depend on presence and/or type of suspected
concurrent illness. Table 3.2 summarizes the recommended baseline laboratory investigations for
all PLHIV. Additional investigations should be based on clinical indication. ART should not be
delayed if a laboratory test is not available.
Table 3.2: Baseline Laboratory Investigations for PLHIV
Test

HIV
specific

Comments

Confirm and document
positive HIV test result

t3FGFSUP4FDUJPOPO)54

CD4 cell count

t3FDPNNFOEFE
t*G$%ȳDFMMT-UIFOMBCPSBUPSZTIPVMEQFSGPSNBTFSVN
cryptococcal antigen (sCrAg) on the same sample to rule out
cryptococcal meningitis before starting ART

Viral load (HIV-1 RNA)

t#BTFMJOFWJSBMMPBE 7- JTPOMZSFDPNNFOEFE XIFSFBWBJMBCMF 
for HEIs after 1st PCR test is positive. Specimen for baseline VL
can be drawn before or at time of initiating ART; obtaining a VL
should not delay ART initiation

Serum Cryptococcal
Antigen (sCrAg)

t0CUBJOTFSVN$S"HJOBMMBEVMUTXJUIB$%DPVOUȳDFMMTt*GQPTJUJWF NBOBHFBTQFSUIFDSZQUPDPDDBMNFOJOHJUJTTDSFFOJOH
algorithm
(Figure 4.1 in Section 4)

Others
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HIV Drug Resistance
Testing (DRT)

t/PUSFDPNNFOEFEBTBCBTFMJOFJOWFTUJHBUJPO

Hb (preferably full
blood count if available)

t3FDPNNFOEFE
t*GCBTFMJOF)CHE-UIFO";5TIPVMECFBWPJEFE

Pregnancy status

t1SFHOBODZTUBUVTTIPVMECFEFUFSNJOFEGPSBMMXPNFOPG
reproductive age (based on history of last menstrual period, and if
delayed then a urine pregnancy test should be performed)

Urinalysis (for protein
& glucose)

t3FDPNNFOEFE

Creatinine

t3FDPNNFOEFE
t$BMDVMBUF$SFBUJOJOF$MFBSBODF $S$M JG$S$-ȳN-NJO
then TDF should be avoided (see Table 6.5 in Section 6). Refer to
section 9.1 for use of TDF in HIV/HBV co-infection

RPR (syphilis serology)

t3FDPNNFOEFE GPSBMM1-)*7XJUIBIJTUPSZPGCFJOHTFYVBMMZ
active)
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Table 3.2 (continued): Baseline Laboratory Investigations for PLHIV
Glucose

t3FDPNNFOEFE

Plasma lipid profile

t3FDPNNFOEFE

HBsAg

t3FDPNNFOEFE
t*GOFHBUJWF QBUJFOUTTIPVMECFJNNVOJ[FEGPS)#7BTTPPOBTUIFZ
achieve confirmed viral suppression (see Section 4.8.1 and Section
9); if positive refer to Section 9 for management of HIV/HBV coinfection

HCV antibody

t3FDPNNFOEFEGPS18*%PSGPSQBUJFOUTXJUIIJTUPSZPGJOKFDUJPO
drug use

ALT

t/PUBSFDPNNFOEFECBTFMJOFJOWFTUJHBUJPOVOMFTTUIFSFJTB
specific clinical reason (e.g. patient with history of hepatitis, signs
or symptoms of liver disease, or risk of liver disease - alcoholics,
HBV/HCV infection, hepatotoxic drugs etc)

It is not possible for ALL facilities providing ART to offer all the laboratory tests
recommended for HIV care and treatment. If a facility does not have on-site capacity to carry
out any particular test, arrangements should be made to transport specimens to a local or
regional reference laboratory. Facilities are encouraged to join or form regional networks of
laboratories to improve access to laboratory services.
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3.3 Differentiated Care for Patients who Present with Advanced HIV Disease versus
those who Present Well
Patients who enrol into care with advanced disease may require a different level of care than those
who enrol while still clinically and immunologically 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 ≤ 200
cell/µL (or ≤ 25% for children ≤ 5 years old)
Package of Care

t4UBOEBSE1BDLBHFPG$BSF 4FDUJPO
t*OUFOTJWFNBOBHFNFOUPGQSFTFOUJOHJMMOFTTFT
t1SJPSJUZGPSJEFOUJĕDBUJPO NBOBHFNFOUBOEQSFWFOUJPOPG0*T
t1SJPSJUZGPS"35JOJUJBUJPO
t$MPTFNPOJUPSJOHGPSEFWFMPQNFOUPGJNNVOFSFDPOTUJUVUJPOJOĘBNNBUPSZ
syndrome (IRIS)

Location of Services

t.BOBHFNFOUBUBOZ"35TFSWJDFEFMJWFSZQPJOUBMMGBDJMJUZMFWFMT
t*OJUJBMNBOBHFNFOUBOE"35JOJUJBUJPOCZUSBJOFEBOEFYQFSJFODFE)$8
t$POTVMUBUJPOXJUI.%5 58( NFOUPST BOETFOJPSDMJOJDJBOTBTOFFEFE JODMVEJOH
telephone consultation such as Uliza! Clinicians’ HIV Hotline)
t3FGFSSBMUPBIJHIFSMFWFMGBDJMJUZXIFOGFBTJCMFJGDPOTVMUBUJPOJTOPUBEFRVBUFUP
stabilize the patient

Focus of Treatment
Preparation
Counselling

t"35JTSFRVJSFEUPQSFWFOUGVSUIFSEBNBHFUPUIFJNNVOFTZTUFN
t4UBSUJOH"35TPPOXJMMEFDSFBTFSJTLPGEJTFBTFQSPHSFTTJPO JODMVEJOHXBTUJOHBOE
OIs
t"35JTUIFNPTUJNQPSUBOUUSFBUNFOUUPSFTUPSFIFBMUI

Frequency of
Follow-up

t8FFLMZGPMMPXVQVOUJM"35JOJUJBUJPO BOEUIFOBUXFFLBOEBęFS"35
initiation, and then monthly for the first 6 months of ART
t.PSFGSFRVFOUWJTJUTPSIPTQJUBMJ[BUJPONBZCFSFRVJSFEUPTUBCJMJ[FBDVUFNFEJDBM
conditions and address psychosocial and other concerns

Patients who Present Well: WHO Stage 1 or 2, and CD4 count > 200 cell/µL (or > 25% for
children ≤ 5 years old)
Package of Care

t4UBOEBSE1BDLBHFPG$BSF 4FDUJPO JODMVEJOH0*TDSFFOJOH QSFWFOUJPOBOE
treatment

Location of Services

t.BOBHFNFOUBUBOZ"35TFSWJDFEFMJWFSZQPJOUBMMGBDJMJUZMFWFMT
t*OJUJBMNBOBHFNFOUBOE"35JOJUJBUJPOCZUSBJOFEBOEFYQFSJFODFE)$8

Focus of Treatment
Preparation
Counselling

t"35JTUIFNPTUJNQPSUBOUUSFBUNFOUUPNBJOUBJOHPPEIFBMUIBOEBOBDUJWFMJGF
t4UBSUJOH"35TPPOXJMMEFDSFBTFSJTLPGEFWFMPQJOHXBTUJOHBOEPUIFSJOGFDUJPOT

Frequency of
Follow-up

t8FFLMZGPMMPXVQVOUJM"35JOJUJBUJPO BOEUIFOBUXFFLBOEBęFS"35
initiation, and then monthly for the first 6 months of ART
t"EEJUJPOBMWJTJUTBTSFRVJSFEUPBEESFTTBOZNFEJDBMPSQTZDIPTPDJBMDPODFSOT
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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 to initiate 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 adverse drug
events, identify and address barriers to adherence, and development of IRIS (particularly for
those who initiate ART with advanced immune suppression). 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 VL is detectable at 6 months they will need additional assessments for
and management of the reason/s for treatment failure, with close follow-up until viral suppression
is achieved (Section 6). Patients with confirmed viral suppression can be followed-up every 1-3
months based on patient preference and clinician judgement, with additional unscheduled visits
any time the patient has a concern. Clinical follow-up can be spaced further apart once the patient
has been on ART for a year or more and meets the criteria as “stable” (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 during the first 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).
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Table 3.4: Summary of Clinical and Laboratory Monitoring for PLHIV1
Initial
Visit

Pre-ART visits

Appointment2

0

Every week3

History and physical
exam5

+

Adherence assessment
and support6

+

TB Screening

+

CD4 count

+

+

Week (after
ART)

Months (after ART)

2

4

2

3

4

5

6

Every 1-3
months, Every 3-6 months
depending
if stable4
on stability

+

+

+

+

+

+

+

At each visit

Every 3-6 months
(every 1-3 months
for children and
adolescents)4

+

+

+

+

+

+

+

At each visit

At each visit

Every visit, using ICF screening tool
t#BTFMJOF BOEUIFOPOMZJGEFWFMPQTUSFBUNFOUGBJMVSF UPBTTFTTGPSSJTLPG0*T
t'PSQBUJFOUTPOTFDPOEBSZQSPQIZMBYJTGPSDSZQUPDPDDBMNFOJOHJUJT $. SFQFBU$%
every 6 months until CD4 >100 cells/µL for two consecutive measures 6 months apart,
after which CM prophylaxis and CD4 monitoring can be discontinued
For PCR positive HEIs: at the time of ART initiation and as per the general
recommendations
For all: at month 6 and month 12 then annually thereafter if VL<1,000 c/mL

HIV Viral Load7

t*GPO"35GPSBUMFBTUNPOUIT 7-EPOFBUDPOĕSNBUJPOPGQSFHOBODZ SFHBSEMFTTPG
when previously done), then every 6 months until end of breastfeeding if VL is <1,000 c/
mL

HIV Viral Load
(pregnant/
breastfeeding)

t*GTUBSUJOH"35EVSJOHQSFHOBODZ 7-BUNPOUITBęFSJOJUJBUJPO BOEUIFOFWFSZ
months until end of breastfeeding if VL is <1,000 c/mLs

CrAg

+

Baseline for adults with CD4 ≤ 100 cells/µL (as reflex testing by laboratory), then only if
clinical suspicion of CM

Hb

+

Baseline then symptom directed; if on AZT, baseline then weeks 2, 4, and 12

Pregnancy Status

+

At every visit for women of reproductive age (by history +/- urine pregnancy test)

Urinalysis (protein &
glucose)

+

Baseline, then annually if on TDF

Creatinine

+

Baseline, then annually if on TDF

Glucose

+

Baseline, then annually

Plasma lipid profile

+

Baseline, then annually

HBsAg

+

Baseline, followed by immunization for all patients who screen negative (after viral
suppression is confirmed)

RPR

+

Baseline, then annually in those at risk

Drug Resistance
Testing

-

Not recommended at baseline; DRT recommended once treatment failure confirmed on a
PI-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

Cervical Cancer

All women age 18-65 years who have ever been sexually active: at baseline, 6 months, then annually (see
Section 4.4.4)

HCV

Baseline for PWIDs or with a history of injection drug use
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1. Recommended investigations should not delay ART initiation
2. This is the minimum recommended appointment schedule. Clinicians and patients should be
encouraged to schedule additional appointments as needed. Patients should be encouraged
to return to the HIV clinic for unscheduled appointment whenever an acute issue arises,
instead of seeking care at another facility. Early after initiation of ART, every appointment
should include:
t $POUJOVFEBEIFSFODFDPVOTFMMJOHBOETVQQPSU TUBSUFEBUUIFJOJUJBMWJTJU
t "TTFTTNFOUPGBEIFSFODFBOEDPSSFDUTUPSBHFPGNFEJDBUJPO
t "TTFTTNFOUGPSBOENBOBHFNFOUPGFBSMZTJEFFČFDUTPGUIFESVHT BOEQBUJFOUDPVOTFMMJOH
on the same
3. All PLHIV qualify for ART and should be initiated within 2 weeks, as soon as they meet ART
readiness criteria. Patients should be followed every week until ART initiation for ongoing
management of acute medical issues and for treatment preparation and ART readiness
assessment. ART initiation is especially urgent for infants and young children
4. See section 3.5 for appointment spacing for patients who are stable on ART
5. In children and adolescents, weight and height should be measured and recorded at every
visit, with weight-based dosing of ARVs confirmed 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. The first 2- 4 visits are critical for assessing and supporting adherence to ART, managing
adverse drug reactions and treating any acute illnesses including IRIS. Adherence should be
assessed at every contact with the clinic. See Section 5 for specific adherence preparation,
monitoring and support procedures for each visit
7. Indications for Viral load (VL) testing
t 1SFGFSSFEBQQSPBDIGPSNPOJUPSJOH"35JOBMMQBUJFOUTPO"35 QFSGPSNFEBUNPOUIT 
12 months and annually thereafter if <1000 copies/ml
t "TBCBTFMJOFUFTUGPS)&*TXIPTFĕSTU1$3UFTUJTQPTJUJWF
t 5PSVMFPVUUSFBUNFOUGBJMVSFCFGPSFTJOHMFESVHTVCTUJUVUJPOT TFF'JHVSFJO4FDUJPO
3FGFSUPUIF7-BMHPSJUIN 'JHVSFJO4FDUJPO GPSNBOBHFNFOUPGQBUJFOUTXJUI7-ȴ 
copies/ml

Laboratory tests, though desirable, are not a pre-requisite for initiation and routine
monitoring of ART in clinically stable patients. Targeted laboratory tests may be
necessary to identify and manage inter-current disease 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 “stable patients” require less intensive follow-up
and monitoring than other patients, allowing facility resources to be focussed on patients who
have not achieved these milestones as well as those newly enrolling into HIV care (Table 3.5).
Less intense follow-up for stable patients may also decongest health facilities, reduce patient costs
and inconvenience, and improve quality of care by allowing more time for sick and/or unstable
patients.
Table 3.5: Differentiated Follow-up of Patients beyond the First Year of ART
Unstable Patients
Unstable Patients (any of the following):
t0OUIFJSDVSSFOU"35SFHJNFOGPSNPOUIT
t"OZBDUJWF0*T JODMVEJOH5# JOUIFQBTUNPOUIT
t1PPSPSRVFTUJPOBCMFBEIFSFODFUPTDIFEVMFEDMJOJDWJTJUTJOUIFQBTUNPOUIT
t.PTUSFDFOU7-ȴ DPQJFTNt)BTOPUDPNQMFUFENPOUITPG*15
t1SFHOBOUPSCSFBTUGFFEJOH
t#.*
t"HFZFBST
t)FBMUIDBSFUFBNIBTDPODFSOTBCPVUQSPWJEJOHMPOHFSGPMMPXVQJOUFSWBMTGPSUIFQBUJFOU
Note: children and adolescents may be clinically stable, however they are not eligible for longer follow-up
periods because of the need for weight-based dose adjustments and close monitoring of support systems.
*However, older adolescents who do not require dose adjustments maybe considered for longer follow-up
appointments if deemed stable

Package of Care

Location of
Services

Focus of
Counselling
Frequency of
Follow-up
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t4UBOEBSE1BDLBHFPG$BSF 4FDUJPO
t$BTFNBOBHFNFOUUPBEESFTTSFBTPOTGPSOPUNFFUJOHTUBCMFFMJHJCJMJUZDSJUFSJB
t Management at any ART service delivery point; all facility levels
t$POTVMUBUJPOXJUI.%5 $4$ NFOUPST BOETFOJPSDMJOJDJBOTBTOFFEFE JODMVEJOH
telephone consultation with Uliza! Clinicians’ HIV Hotline
t3FGFSSBMUPBIJHIFSMFWFMGBDJMJUZXIFOGFBTJCMFJGDPOTVMUBUJPOJTOPUBEFRVBUFUPTUBCJMJ[F
the patient
t"35JTUIFNPTUJNQPSUBOUUSFBUNFOUUPJNQSPWFIFBMUIBOESFUVSOUPBOBDUJWFMJGF
t5BSHFUFEDPVOTFMMJOHUPBEESFTTSFBTPOTUIFZIBWFOPUNFFUTUBCMFFMJHJCJMJUZDSJUFSJB
t&WFSZNPOUIT CBTFEPODMJOJDBMKVEHFNFOUBOEUIFTQFDJĕDSFBTPOTUIFZIBWFOPUNFU
stable eligibility criteria
t"EEJUJPOBMWJTJUTBTSFRVJSFEUPBEESFTTBOZNFEJDBMPSQTZDIPTPDJBMDPODFSOT
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Stable Patients

Stable Patients (must have achieved ALL of the following):
t0OUIFJSDVSSFOU"35SFHJNFOGPSȴNPOUIT
t/PBDUJWF0*T JODMVEJOH5# JOUIFQBTUNPOUIT
t"EIFSFOUUPTDIFEVMFEDMJOJDWJTJUTGPSUIFQBTUNPOUIT
t.PTUSFDFOU7- DPQJFTNt)BTDPNQMFUFENPOUITPG*15
t/POQSFHOBOUOPUCSFBTUGFFEJOH
t#.*ȴ
t"HFȴZFBST
t)FBMUIDBSFUFBNEPFTOPUIBWFDPODFSOTBCPVUQSPWJEJOHMPOHFSGPMMPXVQJOUFSWBMTGPSUIFQBUJFOU
Note: some patients may not meet all eligibility criteria but could benefit from specific aspects of the stablepatient package of care, such as community-based ART delivery (e.g. patients with disabilities)

Package of Care

Location of
Services
Focus of
Counselling

Frequency of
Follow-up

t4UBOEBSE1BDLBHFPG$BSF 4FDUJPO
t7JSBMMPBENPOJUPSJOH BOEBOZPUIFSSPVUJOFJOWFTUJHBUJPOT UJNFEUPDPJODJEFXJUI
patient appointments (e.g. the annual VL can be drawn 2-4 weeks before the patient’s
clinical follow-up visit so that the results are ready for discussion and decision-making
during the visit)
t3FBTTFTTNFOUPGDSJUFSJBBTBTUBCMFQBUJFOUBUFWFSZWJTJU BOENPWFUPiVOTUBCMFwDBUFHPSZ
if any criteria not met)
t$MJOJDBMSFWJFXBOE"35QSFTDSJQUJPOGSPNBOZ"35TFSWJDFEFMJWFSZQPJOUBMMGBDJMJUZ
levels
t'BTUUSBDLEJTUSJCVUJPOPG"35CFUXFFODMJOJDBMBQQPJOUNFOUT XIJDIDBOCFGBDJMJUZCBTFE
or community-based
t&ODPVSBHFQBUJFOUUPDPOUJOVFXJUIXIBUJTXPSLJOHUIFZBSFEPJOHXFMM
t3FNJOEFSTUIBUBOZTJHOJĕDBOUMJGFFWFOUPSNBKPSDIBOHFJOEBJMZSPVUJOFDPVMEJOUFSGFSF
with adherence
t.BYJNVNPGNPOUIJOUFSWBMTCFUXFFOGBDJMJUZCBTFEDMJOJDBMSFWJFX
t"35DBOCFEJTUSJCVUFEGPSVQUPNPOUIT UISPVHIGBTUUSBDLQJDLVQBUGBDJMJUZPS
through community-based distribution) between clinical review appointments
t1BUJFOUTPOJOKFDUBCMFDPOUSBDFQUJPOTIPVMECFQSPWJEFE'1UISPVHIBGBTUUSBDLFEQSPDFTT
between clinical follow-up visits; oral contraceptives and condoms should be distributed
with ART
t"EEJUJPOBMWJTJUTBTSFRVJSFEUPBEESFTTBOZNFEJDBMPSQTZDIPTPDJBMDPODFSOT
t$MPTFSGPMMPXVQCBTFEPOQBUJFOUQSFGFSFODF

**The healthcare team can consider other criteria such as mental illness, alcohol or substance abuse, unstable comorbid conditions, inadequate support systems, etc., if they feel the patient requires closer follow-up, despite
meeting the other criteria listed

3.5.2 ART Prescription, Dispensing, and Distribution for Stable Patients
ART should only be dispensed for up to 3 months at a time, to control for national and facility
supply chains, safe drug storage and conditions that may reduce expiration period, and to
minimize loss or diversion of ARVs.
ART Refill Prescriptions for Stable Patients
For stable patients returning for clinical assessments more than 3 months apart, ART, CPT and
condoms (and any other medications, such as oral contraceptive pills) should be prescribed and
dispensed for 3 months; for stable patients an additional prescription should be provided to last
until the next clinic visit (ART refill prescription).
To dispense/distribute ART refills outside of clinical follow-up appointments the health facility must
have a system in place to track ART refills, and identify patients who default from the ART refill or
receive the ART refill late (e.g. ART refill diary, similar to an appointment diary).
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ART Refill Dispensing For Stable Patients
t"35DBOPOMZCFEJTQFOTFECZBMJDFODFEIFBMUIDBSFQSPGFTTJPOBM
t"35 DBO CF EJTQFOTFE JO RVBOUJUJFT PG VQ UP  NPOUIT CBTFE PO B WBMJE QSFTDSJQUJPO  BOE
documented using the Pharmacy Dispensing Tool
t%JTQFOTJOHPG"35SFĕMMT QSFTDSJQUJPOTPVUTJEFPGUIFDMJOJDBMGPMMPXVQBQQPJOUNFOUT NVTU
be accompanied by completion of the ART Distribution Form (Table 3.6)
ART Refill Distribution for Stable Patients
t"35GPSEJTUSJCVUJPONVTUCFdispensed (pre-packaged for individual patients) by a healthcare
professional, as described above, and documented in the Pharmacy Dispensing Tool, with
additional documentation of the person distributing the refill
t"35SFĕMMTDBOCFEJTUSJCVUFECZIFBMUIDBSFQSPGFTTJPOBMTPSUSBJOFEMBZIFBMUIXPSLFST QFFS
educators, community health volunteers, treatment supporters, etc.)
t"35DBOCFEJTUSJCVUFEJORVBOUJUJFTPGVQUPNPOUIT
t%JTUSJCVUJPOPG"35SFĕMMT XIFUIFSGBDJMJUZCBTFEPSDPNNVOJUZCBTFE NVTUCFBDDPNQBOJFE
by completion of the ART Distribution Form
Table 3.6: ART Distribution Form for Stable Patients
ART Distribution Form for Stable Patients
Patient CCC No:

Patient Phone No:

Name of Person Distributing the ART:

Distribution Date:

ARVs being distributed:

Quantity (days):

Other drugs/supplies being distributed and quantity
☐ CPT, quantity (days):
☐ Other:

☐ Oral Contraception, quantity (days):
, quantity (days):

☐ Other:

☐ Condoms, quantity (days):
, quantity (days):

☐No; If yes, how many missed doses:

Any current/worsening symptoms:
Fatigue: ☐Yes ☐No
Cough: ☐Yes ☐No

Fever: ☐Yes ☐No
Rash: ☐Yes ☐No

Nausea/vomiting:
☐Yes ☐No
Genital sore/discharge: ☐Yes ☐No

Diarrhoea: ☐Yes ☐No
Other:

Any new medications prescribed from outside of the HIV clinic: ☐Yes ☐No; if yes, specify:
Family planning method used:

Pregnancy status: ☐Pregnant ☐Not Pregnant ☐Not
Sure

Completed at time of distribution

Patient review checklist (if yes to any of the questions below, dispense ART and refer back to clinic for
further evaluation; book appointment and notify clinic)
Any missed doses of ARVs since last clinic visit: ☐Yes

Completed at time of
dispensing

Patient Name:

Signature of patient upon receipt of the ARVs:

ART Refill Distribution Points for Stable Patients
The health facility is responsible for ART prescription, dispensing, and distribution for all patients
enrolled into care. ART distribution for stable patients can take place at the health facility or
through a community distribution system, depending on patient preference and health facility
systems and resources. No patient should be pressured into receiving ART at a community-based
distribution point or through a fast-track process.
Models of ART refill distribution for stable patients are summarized in Tables 3.7 and 3.8.
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Table 3.7: Facility-based ART Refill Distribution for Stable Patients
Facility-based ART Refill Distribution for Stable Patients
t 'acility-based ART refill distribution for stable patients should involve a fast-tracked process to minimize
patient waiting times, preferably with medications pre-packed and patient labelled
t &BDIGBDJMJUZNVTUDMFBSMZEFĕOFJUTGBTUUSBDLQSPDFTTBOEDPNNVOJDBUFUIJTUPTUBČBOEQBUJFOUTUIFQSPDFTT
should be reviewed quarterly for quality (waiting times, patient satisfaction, compliance to criteria (followup intervals; unstable patients are not fast-tracked), etc.)
t ćFGBTUUSBDLSFĕMMQJDLVQNBZPQFSBUFEVSJOHOPSNBMIPVSTBTXFMMBTPOEFTJHOBUFEPVUPGIPVSTUJNFT
days (e.g. early mornings, weekends)
t *GUIFQBUJFOUIBTBOZDPODFSOTUIFZTIPVMECFFODPVSBHFEUPDBMMUIFGBDJMJUZPSDPNFGPSBOVOTDIFEVMFEWJTJU
t *GUIFQBUJFOUIBTBOZSFEĘBHTSBJTFEPOUIF"35%JTUSJCVUJPO'PSNUIFZTIPVMECFSFGFSSFEUPUIFDMJOJDJBO
for review
t ćF 1IBSNBDZ %JTQFOTJOH 5PPM  "35 %JTUSJCVUJPO 'PSN BOE "35 3FĕMM %JBSZ BSF UIF NJOJNVN
documentation that must be completed during the refill. The Pharmacy Dispensing Tool must be updated by
a healthcare profession; the ART Distribution Form and ART Refill Diary can be completed by a healthcare
professional or a trained lay health worker at the facility
Examples
t 1BUJFOUHPFTEJSFDUMZUPUIFQIBSNBDZXJOEPXUPQJDLVQ"35SFĕMM XJUIPVUTUPQQJOHBUSFDFQUJPO USJBHF FUD
ART Distribution Form and ART Refill Diary completed at the pharmacy window
t 1BUJFOUHPFTUPSFDFQUJPO USJBHF BOEUIFOQIBSNBDZEJTQFOTJOHXJOEPX XJUIPVUDMJOJDJBOSFWJFX
t 'BDJMJUZCBTFE QFFS FEVDBUPS PS $)7 PQFSBUFT B GBTUUSBDL EJTQFOTJOH SPPN BU UIF GBDJMJUZ QIBSNBDZ
dispenses and pre-packs ART for patients who are scheduled for refills for the day; peer educator/CHV takes
all the patient packs for the day to a distribution room; peer educator/CHV distributes ART as patients arrive
for refills, with completion of the ART Distribution Form and updating of the ART Refill Diary

Table 3.8: Community-based ART Refill Distribution for Stable Patients
Community-based ART Refill Distribution for Stable Patients
t $PNNVOJUZCBTFE "35 EJTUSJCVUJPO GPS QBUJFOUT DBO UBLF WBSJPVT GPSNT EFQFOEJOH PO UIF IFBMUI GBDJMJUZ
resources and systems, community-based support structures, and patient preferences
t 1BUJFOUNVTUWPMVOUBSJMZFOSPMJOUPBOZDPNNVOJUZCBTFESFĕMMEJTUSJCVUJPOQSPHSBN
t &BDIQBUJFOUNVTUTQFDJGZXIPJTBMMPXFEUPEJTUSJCVUFUIF"35UPUIFN PSXIPDBOQJDLVQUIF"35SFĕMM
on their behalf; if someone is picking up the ART on their behalf, that person must bring the patient card and
prescription to the facility at time of refill pick-up)
t *GQBUJFOUIBTBOZDPODFSOTUIFZTIPVMECFFODPVSBHFEUPDBMMUIFGBDJMJUZPSDPNFGPSBOVOTDIFEVMFEWJTJU
t *GUIFQBUJFOUIBTBOZSFEĘBHTSBJTFEPOUIF"35%JTUSJCVUJPO'PSNUIFZTIPVMECFSFGFSSFEUPUIFDMJOJDJBO
for review
t "TZTUFNGPSDPNNVOJDBUJPOCFUXFFOUIFEJTUSJCVUPSBOEGBDJMJUZNVTUCFDMFBSMZEFĕOFE FHSFQPSUJOHBOZ
problems identified during distribution, failure to deliver the ART, etc.)
t ćF 1IBSNBDZ %JTQFOTJOH 5PPM  "35 %JTUSJCVUJPO 'PSN BOE "35 3FĕMM %JBSZ BSF UIF NJOJNVN
documentation that must be completed each time a patient receives their ART refill. The Pharmacy
Dispensing Tool must be updated by a healthcare professional; the ART Distribution Form and ART Refill
Diary can be completed by a healthcare professional or a trained lay health worker
Examples
t $)7TBSFBTTJHOFETQFDJĕDQBUJFOUT$)7TEJTUSJCVUF"35BOEDPNQMFUFUIF"35%JTUSJCVUJPO'PSNEVSJOH
home visits; home visit/refill schedule is coordinated by the pharmacy team; CHVs maintain ART Refill
Diary; Pharmacy Dispensing Tool updated at the facility
t $PNNVOJUZ "35 (SPVQT $"(T  BSF GPSNFE QSFGFSBCMZ TFMGGPSNFE CZ QBUJFOUT  FBDI $"( DPOTJTUT PG
around 6 patients; every month a different member picks up pre-packed ART for all other group members
(patient packs that are dispensed from pharmacy); facility visit for ART pick-up coincides with that patient’s
6-monthly clinical follow-up visit; person picking/distributing ART for the month completes the ART
Distribution Form with each CAG member; ART Refill Diary and Pharmacy Dispensing Tool updated at the
facility
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Before implementing a community-based ART distribution program, a health facility must work
with the CHMT to design a program that meets the criteria listed in Table 3.9, and the plan must
be approved by the County HIV Technical Working Group before implementation.
Table 3.9: Criteria for a Health Facility to Implement a Community-Based ART Distribution
Program
Health facilities must meet ALL of the following criteria before implementing a community-based ART
distribution program:
Leadership
t $PNNVOJUZCBTFE"35EJTUSJCVUJPOQMBOSFWJFXFEBOEBQQSPWFECZUIF$).5$PVOUZ)*758(
t 'PDBMQFSTPOBUGBDJMJUZJEFOUJĕFEUPPWFSTFFDPNNVOJUZCBTFE"35EJTUSJCVUJPO
Finance
t )BTTVďDJFOUĕOBODJBMSFTPVSDFTUPJNQMFNFOUBOENPOJUPSDPNNVOJUZCBTFE"35EJTUSJCVUJPO
Human Resources
t )BTJEFOUJĕFEBQQSPQSJBUFQFSTPOOFMGPSEJTUSJCVUJOH"35 XIJDIDPVMEJODMVEF
- Healthcare professionals
- Lay health workers/peers
t )BTDBQBDJUZUPUSBJOBOETVQFSWJTF"35EJTUSJCVUPSTPOUIFGPMMPXJOHNJOJNVNDPNQFUFODJFT
- Modes of transmission of HIV
- Basics of how ART works
- Adherence requirements and support systems
- Common and serious side effects of ART
- Completion of the ART Distribution Form
Service Delivery
t 6QUBLFPGSPVUJOF7-NPOJUPSJOHJTȴ
t )BTGVODUJPOBMTZTUFNJOQMBDFGPSGBTUUSBDLFEGBDJMJUZCBTFE"35EJTUSJCVUJPOGPSTUBCMFQBUJFOUT
Commodity Management
t $VSSFOUMZIBTȴNPOUITTUPDLPG"37POTJUF
t )BT DBQBDJUZ JODMVEJOH QFSTPOOFM BOE TVQQMJFT  UP QSFQBDL BOE MBCFM JOEJWJEVBM QBUJFOU NFEJDBUJPOT
(including ART, CPT, condoms, and any other medications) for all patients who will receive communitybased ART
Health Information Systems
t )BTBGVODUJPOJOHTZTUFNJOQMBDFUPNPOJUPSBOESFQPSUQBUJFOUMFWFMPVUDPNFT JODMVEJOHSFUFOUJPO WJSBM
suppression, and mortality)
t )BTDBQBDJUZUPNPOJUPSBOESFQPSUPODPNNVOJUZCBTFE"35EJTUSJCVUJPOPVUDPNFT JODMVEJOHDPMMFDUJOH
and compiling ART Distribution Forms for monthly summary reports
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4. Standard Package of Care for PLHIV
All PLHIV should receive a package of services that are known to promote health, improve
the quality of life, prevent further HIV transmission, and prevent HIV disease progression and
mortality.
The standard package of care for PLHIV includes antiretroviral therapy, psychosocial support,
screening and prevention of specific opportunistic infections, reproductive health services,
screening for and management of non-communicable diseases, mental health screening and
management, nutritional services, and prevention of other infections (Table 4.1).
Table 4.1: Components of the Standard Package of Care for PLHIV
Component of Standard Package of
Care
Antiretroviral therapy (ART)

Subcomponents
t1BUJFOUQSFQBSBUJPO
t"35
t.POJUPSJOH DMJOJDBMBOEMBCPSBUPSZ

Positive health, dignity and prevention

t1PTJUJWFIFBMUI EJHOJUZBOEQSFWFOUJPODPNQPOFOUT
- Disclosure
- Partner/family testing
- Condom use
- Family planning
- STI screening, prevention, and treatment
- Adherence counselling and support
t(FOEFSCBTFEWJPMFODFTDSFFOJOHBOETVQQPSU
t)*7FEVDBUJPODPVOTFMMJOH

Specific opportunistic infection
screening and prevention

t$PUSJNPYB[PMFQSPQIZMBDUJDUIFSBQZ
t5VCFSDVMPTJT 5#
- Intensified case finding
- Isoniazid preventive therapy
- ART for TB/HIV co-infected patients
t$SZQUPDPDDBMNFOJOHJUJT

Reproductive health services

t4FYVBMMZUSBOTNJUUFEJOGFDUJPOTTDSFFOJOHBOENBOBHFNFOU
t'BNJMZQMBOOJOHBOEQSFDPODFQUJPOTFSWJDFT
t.BUFSOBMIFBMUIDBSF
t$FSWJDBMDBODFSTDSFFOJOH

Non-communicable diseases
screening and management

t)ZQFSUFOTJPO
t%JBCFUFTNFMMJUVT
t%ZTMJQJEBFNJB
t$ISPOJDLJEOFZEJTFBTF
t0UIFS/$%T

Mental health screening and
management

t%FQSFTTJPO
t"MDPIPMBOEESVHVTFBEEJDUJPO

Nutritional services

t"TTFTTNFOU
t$PVOTFMMJOHBOEFEVDBUJPO
t.BOBHFNFOUBOETVQQPSU

Prevention of other infections

t*NNVOJ[BUJPOT
t.BMBSJB
t4BGFXBUFS TBOJUBUJPOBOEIZHJFOF
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Table 4.1 (continued): Components of the Standard Package of Care for PLHIV
Standard Package of Care for HIV-Exposed and HIV-Infected Infants
t%FUFSNJOF)*7TUBUVTBUĕSTUDPOUBDUUISPVHI)54&*%BOEMJOLUP)*7DBSF
t1SPWJEF"37QSPQIZMBYJTGPSBMM)&*TBOE"35GPSBMM)*7JOGFDUFEDIJMESFO confirming correct weightbased dosing of ARVs at every visit); perform baseline clinical and laboratory assessment
t1SPWJEFOVUSJUJPOBMBTTFTTNFOU DPVOTFMMJOHBOETVQQPSU /"$4 4FDUJPO BOENPOJUPSHSPXUIBOE
development of the child (Annex 3)
t&OTVSFUIBUBMMJNNVOJ[BUJPOTBSFQSPWJEFEGPMMPXJOHUIFOBUJPOBMTDIFEVMF 4FDUJPO
t"TTFTTDMJOJDBMMZBUFWFSZWJTJU USFBUJOGFDUJPOTFBSMZ JEFOUJGZBOENBOBHFBEWFSTFESVHSFBDUJPOTBHHSFTTJWFMZ
and refer appropriately where specialized care is required
t4DSFFOGPSPQQPSUVOJTUJDJOGFDUJPOTBOEQSPWJEFQSPQIZMBYJT DPUSJNPYB[PMF JTPOJB[JE EFXPSNFWFSZ
months (starting at age 1 year) and provide supplemental Vitamin A every 6 months (starting at age 6 months)
t&EVDBUFUIFDBSFHJWFSPOBMMBTQFDUTPGDBSFGPSUIFDIJMEJODMVEJOHJOGBOUGFFEJOH JNNVOJ[BUJPOT QFSTPOBM
hygiene, adherence, child disclosure, and follow-up requirements
t1SPWJEFBHFBQQSPQSJBUFQTZDIPTPDJBMTVQQPSUGPSUIFGBNJMZBOEDIJMEBOESFGFSUPDPNNVOJUZCBTFETVQQPSU
programmes as appropriate
t&OTVSFUIBUUIFNPUIFSDBSFHJWFSBOEGBNJMZNFNCFSTBSFSFDFJWJOHBQQSPQSJBUFDBSF TVQQPSUBOEUSFBUNFOU
t1SPWJEFJOUFOTJWFDBTFNBOBHFNFOUGPSNPUIFSJOGBOUQBJSVOUJMZFBSTQPTUQBSUVNJEFOUJGZEFGBVMUFSTBOE
prioritize this population for tracking
Refer to the “A Healthcare Worker Toolkit 2016” (A Guide for Caring for Children and Adolescents Living
with HIV in Kenya) which has detailed job aids for every step of the continuum of care for HIV-exposed and
HIV-infected children.
Standard Package of Care of Adolescents Living with HIV
Clinical care
t1SPWJEF)*7DPVOTFMMJOHBOEUFTUJOHTFSWJDFTBUBMMTFSWJDFEFMJWFSZQPJOUTBOEMJOLBHFUP)*7DBSF
t1SPWJEF"35UPBMM)*7JOGFDUFEBEPMFTDFOUT
t1FSGPSNCBTFMJOFDMJOJDBMBOEMBCPSBUPSZBTTFTTNFOU
t"TTFTTDMJOJDBMMZBUFWFSZWJTJU USFBUJOGFDUJPOTFBSMZBOESFGFSBQQSPQSJBUFMZXIFSFTQFDJBMJ[FEDBSFJTSFRVJSFE
t4DSFFOGPSPQQPSUVOJTUJDJOGFDUJPOTBOEQSPWJEFQSPQIZMBYJT DPUSJNPYB[PMF JTPOJB[JE
t1SPWJEF/"$4BOENPOJUPSHSPXUIBOEEFWFMPQNFOU
t1SPWJEFSFGFSGPS)17WBDDJOF
Adherence and psychosocial support
t1FSGPSNBCBTFMJOFQTZDIPTPDJBMBTTFTTNFOU
t"TTFTTGPSBOETVQQPSUEJTDMPTVSFPG)*7TUBUVTUPUIFBEPMFTDFOU "OOFY
t&OSPMJOBHFBQQSPQSJBUFQTZDIPTPDJBMTVQQPSUHSPVQT
t1SPWJEFUSFBUNFOUMJUFSBDZBOEMJGFTLJMMTDPVOTFMMJOH
t1SPWJEFBEIFSFODFDPVOTFMMJOH
t4VQQPSUBQQSPQSJBUFUSBOTJUJPOJOUPBEVMU)*7DBSFBOEUSFBUNFOU
Prevention of HIV transmission
t&ODPVSBHFQBSUOFSGBNJMZUFTUJOHBOETVQQPSUGPSEJTDMPTVSF
t"TTFTTGPSBOENBOBHFESVHBOEBMDPIPMVTF
t1FSGPSNBTFYVBMSJTLBTTFTTNFOUBOE45*TDSFFOJOHBOEUSFBUNFOU BOEMJOLBHFPGTFYVBMQBSUOFSUP1S&1
where applicable
t"TTFTTGPSBOENBOBHFHFOEFSCBTFEWJPMFODF
t1SPWJEFSFQSPEVDUJWFIFBMUITFSWJDFT JODMVEJOHQSFHOBODZTDSFFOJOH QSFHOBODZJOUFOUJPOBTTFTTNFOU GBNJMZ
planning and linkage to PMTCT for pregnant adolescents
Referrals, linkages and support for continuum of care
t1SPWJEFJOUSBGBDJMJUZJOUFSGBDJMJUZSFGFSSBMTBTOFFEFEFHGPSTQFDJBMJ[FEDBSF
t-JOLXJUIZPVUIDPNNVOJUZHSPVQT UBSHFUJOHZPVUIPVUBOEJOTDIPPM
t-JOLUPPUIFSTFSWJDFTMFHBMDFOUSFT QBSBMFHBMTFSWJDFT HFOEFSCBTFEWJPMFODFSFDPWFSZDFOUSFT FEVDBUJPOBM
institutions, bursary/scholarship programs, income generating activities, constituency development funds,
vocational training centres for skills development, etc.
The Adolescent Package of Care in Kenya 2014 has detailed job aids for every step of the continuum of care of
adolescents living with HIV.
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4.1 Antiretroviral Therapy

ART is now recommended for all PLHIV, regardless of WHO stage, CD4 count, age, pregnancy
status, or comorbidities/co-infections. Once a diagnosis of HIV infection is confirmed, ART
should be initiated within the shortest time possible (preferably within 2 weeks), once patient
readiness has been determined. Other sections of these guidelines deal with initial evaluation
and monitoring (Section 3), patient preparation and adherence support (Section 5), and specific
recommended ART regimens (Section 6).

4.2 Positive Health, Dignity and Prevention (PHDP)

PHDP is a framework that emphasizes the health and rights of PLHIV, including reducing risk of
onward transmission of HIV. Within PHDP are 6 core domains of counselling and education that
should be provided at the health facility to PLHIV and caregivers (Table 4.2). Complementary
community-based PHDP should also be implemented.
Table 4.2: Domains and Components for PHDP Counselling
PHDP Domain

Disclosure of HIV status

Partner/family testing and
engagement

Condom use

Family planning

Sexually transmitted infections

Treatment adherence

Components
t"TTFTTNFOUPGEJTDMPTVSFTUBUVT QBSUJDVMBSMZUPTFYVBMQBSUOFST
t"TTJTUFEEJTDMPTVSF
t/PUFGPSDIJMESFOBOEBEPMFTDFOUT JUJTBMTPOFDFTTBSZUPFWBMVBUFGPSBOE
support age-appropriate HIV disclosure to the child/adolescent
t)*7UFTUJOHPGTFYVBMQBSUOFST
t)*7UFTUJOHPGPUIFSGBNJMZNFNCFSTBUSJTL
t&OSPMNFOUPGQPTJUJWFQBSUOFSTGBNJMZNFNCFSTJOUP)*7DBSF
t&OHBHFNFOUPGOFHBUJWFQBSUOFSTBOEGBNJMZNFNCFSTJODBSFBOETVQQPSUGPS
index patient
t$PSSFDUBOEDPOTJTUFOUDPOEPNVTF
t1SPWJTJPOPGDPOEPNTBUFWFSZWJTJU
t"TTFTTNFOUPGQSFHOBODZJOUFOUJPO
t1SFDPODFQUJPODPVOTFMMJOH
t%VBMDPOUSBDFQUJPOVOUJMSFBEZGPSQSFHOBODZ
(see Section 4.4.2, Reproductive Health Services for specific clinical guidelines)
t4DSFFOJOHGPSTZNQUPNTPG45*T
t1SFWFOUJPOPG45*T
(see Section 4.4.1, Reproductive Health Services for specific clinical guidelines)
t#FOFĕUTJNQPSUBODFPG
- Adherence to clinical care
- Adherence to ART
(see Section 5, Adherence Preparation, Monitoring and Support for specific
tools and protocols)
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Additional services that should be offered to PLHIV beyond the above components include;
4.2.1. Screening for Gender-Based Violence (GBV)
National data shows that almost 50% of women aged 15-49 years have experienced physical or
sexual violence in their lifetime. Resources for supporting patients who have experienced GBV
are increasing in Kenya, but the first step is to identify patients who require this support. Basic
screening questions for GBV have been found to be acceptable to patients and healthcare workers
in Kenya, if the provider shows a respectful attitude and when confidentiality is assured.
All females aged 15-49 years and emancipated minors accessing HIV care services should be
screened for GBV as part of the standard package of care for PLHIV.
The following script can be used for screening:
“Many people do not realize that violence can lead to all kinds of health problems. Because violence
is so common in many women’s lives, and because there is help available for women being abused, we
now ask all female patients about their experiences with violence.
1. Within the past year, have you been hit, slapped, kicked, or physically hurt by someone in any
way?
2. Are you in a relationship with a person who physically hurts you?
3. Are you in a relationship with a person who threatens, frightens, or insults you, or treats you
badly?
4. Are you in a relationship with a person who forces you to participate in sexual activities that
make you feel uncomfortable?
5. Have you ever experienced any of the above with someone you do not have a relationship
with?”
If a patient answers yes to any of these questions: provide them with some immediate counselling
support (supportive messages such as “what happened to you is not your fault; many women are in
the same situation as you; there are resources available to help you deal with the current difficulty;
if you feel like you are in immediate danger we can involve the police or local administration“ and
support with problem-solving if they are currently in an abusive relationship), and refer to the
nearest Gender-Based Violence Recovery Centre or mental health team for further assessment
and counselling.
Men, elderly, and children may also suffer gender-based or domestic abuse and should be assessed
if there is any clinical suspicion. For children, screening is best done by observing the child
playing, drawing, telling stories, etc.
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4.2.2 HIV Education/Counselling
All PLHIV and caregivers should receive focused education about HIV and its treatment to
empower them to succeed in management of the infection. Self-management is critical to the
successful treatment of any chronic illness, including HIV. Key messages for HIV education and
adherence counselling are described in Section 5 of these guidelines.
In addition to PHDP and HIV education, psychosocial counselling and support for PLHIV and
caregivers should include:
t.JUJHBUJPOPGGFBS BOHFS TFMGTUJHNBBOEEJTDSJNJOBUJPO
t"MMFWJBUJPOPGHSJFG CFXJMEFSNFOUBOETUSFTTBNPOHQBSUOFSTBOEGBNJMZNFNCFST
t#FIBWJPVSDIBOHFJOTVQQPSUPGIFBMUIZMJWJOHBOEQSFWFOUJPOPGGVSUIFS)*7USBOTNJTTJPO
t4LJMMTCVJMEJOHPOIPXUPMJWFBIFBMUIZBOEQSPEVDUJWFMJGF
t*EFOUJĕDBUJPOBOEUSFBUNFOUPGEFQSFTTJPOBOETVCTUBODFBCVTF
HIV education and counselling can be offered in multiple settings, including: facility-based
individual, couples, family, and/or group counselling, and through community-based counselling
and peer support groups.

4.3 Specific Opportunistic Infection Screening and Prevention

4.3.1 Cotrimoxazole Prophylactic Therapy (CPT)
All PLHIV should receive lifelong CPT (Table 4.3) unless they have an allergy to sulfa drugs or
develop toxicity from CPT. CPT is effective in preventing specific OIs for patients with low CD4
counts (PCP and toxoplasmosis), as well as reducing risk for common bacterial infections, sepsis,
diarrhoeal illness and malaria.
Table 4.3: Daily Dose of Cotrimoxazole Preventive Therapy
Weight (kg)

If using oral suspension
(240mg per 5ml)

If using single strength
tablet 480 mg (SS)

If using double strength
tablet 960 mg (DS)

1–4

2.5 ml

¼ SS tab

--

5–8

5 ml

½ SS tab

¼ DS tab

9 – 16

10 ml

1 SS tab

½ DS tab

17 – 30

15 ml

2 SS tabs

1 DS tab

> 30

20 ml

2 SS tabs

1 DS tab

2 SS tabs

1 DS tab

Adult (any weight)

During pregnancy, CPT should be initiated irrespective of the gestational age and should continue throughout
pregnancy, breastfeeding, and thereafter for life. Additional intermittent preventive therapy (sulfadoxinepyrimethamine (SP)) for malaria is not required in women already on CPT.

Cotrimoxazole can cause anaemia and neutropenia in some patients, as well as a skin rash.
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Management of Patients with Cotrimoxazole Allergy
t"SBTINBZPDDBTJPOBMMZEFWFMPQ VTVBMMZBCPVUEBZTGPMMPXJOHJOJUJBUJPOPG$15*UJT
often a relatively mild maculopapular rash with or without pruritus. Infrequently, a more
severe rash may develop with severe exfoliation of the skin and Stevens-Johnson syndrome.
Rash severity should be assessed, with management based on severity (Table 4.4)
t%FTFOTJUJ[BUJPOJTFČFDUJWFJOUIFNBKPSJUZPGQBUJFOUTXJUINPEFSBUFSBTI 5BCMF ćF
rapid desensitization regimen (Table 4.6) can be used in situations where treatment for PCP
is needed
Table 4.4: Management of Cotrimoxazole-Associated Allergy
Severity

Characteristics

Action

Mild

Dry; erythema +/- fine papules;
Continue CTX; close monitoring; symptomatic treatment with
pruritus; affecting < 50% of body
antihistamines +/- topical steroids (NOT oral steroids)
surface area

Moderate

Dry; erythema +/- fine papules; Stop CTX; symptomatic treatment with antihistamines +/QSVSJUVTBČFDUJOHȴPGCPEZ topical steroids (NOT oral steroids); trial of desensitization after
surface area
symptoms completely resolved

Severe

Stop CTX; admission to hospital for supportive management (IV
Mucosal involvement; blistering;
fluids, wound care, pain control, infection control, monitoring
associated fever; any % of body
for superinfection); patient should NEVER be re-challenged
surface area
with CTX or other sulfa-containing drugs

Cotrimoxazole Desensitization Protocols (for patients who have fully recovered from
moderate reaction)
Table 4.5: Standard Cotrimoxazole
Desensitization Regimen (8 days)
Day

Dose of TMP/SMX Suspension
(40/200 mg per 5ml)

Day 1
Day 2
Day 3
Day 4
Day 5
Day 6
Day 7
Day 8

0.5 ml
1 ml
2 ml
3 ml
4 ml
5 ml
1 SS tablet
2 SS tablets/1 DS tablet per day
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Table 4.6: Rapid Cotrimoxazole
Desensitization Regimen (6 hours)
Hour

Dose of TMP/SMX Suspension
(40/200 mg per 5ml)

Hour 0
Hour 1
Hour 2
Hour 3
Hour 4
Hour 5
Hour 6

0.5 ml
1 ml
2 ml
3 ml
4 ml
5 ml
1 SS tablet
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Dapsone as a Substitute for CPT
In situations of severe allergy to cotrimoxazole or when desensitization is not successful, dapsone
can be used instead of CTX. It is primarily effective as prophylaxis against PCP but does not have
the other prophylactic benefits of cotrimoxazole.
Dapsone will contribute to anaemia in most patients, and causes haemolytic anaemia in some
patients, so patients should have a baseline Hb before starting dapsone and Hb monitored every
1-2 weeks for the first couple of months.
When dapsone (as a substitute for CPT) is being used as PCP prophylaxis, it is only recommended for
patients in WHO Stage 4 and/or absolute CD4 count < 200 cells/µL (or % CD4 count < 14%), and
should be discontinued once a patient achieves a CD4 count of > 200 cells/µL for at least 6 months.
Dose of Dapsone
t"WBJMBCMFBTNHBOENHUBCT
t$IJMESFONHLHPODFEBJMZ NBYJNVNEPTFNH 03NHLHPODFXFFLMZ NBYJNVN
dose: 200 mg)
t"EVMUTNHPODFEBJMZ
4.3.2 Tuberculosis (TB) Prevention and Management for PLHIV
All PLHIV should be screened for TB at every visit using the Intensified Case Finding (ICF) tool.
All PLHIV older than 12 months of age who screen negative for TB should be provided with 6 months
of Isoniazid Preventive Therapy (IPT) unless they have a specific contraindication. All patients who
receive a full course of IPT should have this clearly documented in their file.
For PLHIV who have presumptive TB, Xpert MTB/Rif is the preferred testing platform to confirm the
diagnosis. All PLHIV qualify for ART, including patients with HIV/TB co-infection.
Section 8 provides specific guidelines for ICF, IPT, use of Xpert MTB/Rif, and ART for patients
with TB/HIV co-infection.
4.3.3 Cryptococcal Meningitis (CM) Screening and Treatment
All adult PLHIV with a baseline CD4 count of ≤ 100 cells/ml should be screened for CM (Figure 4.1).
This should preferably be a reflex test performed by the laboratory as soon as the low CD4 count
is noted, rather than requiring the clinician to order a special test for screening. PLHIV, including
children and adolescents, should receive CM screening if clinically suspected. For patients who are
symptomatic for cryptococcal meningitis but screen serum CrAg negative, alternative diagnoses
for sub-acute meningitis should be explored, such as TB meningitis.
Annex 7 provides detailed guidance on the use of amphotericin, fluconazole, and therapeutic
lumbar punctures for the treatment of symptomatic cryptococcal meningitis.
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Figure 4.1: Routine Screening for Cryptococcal Meningitis for HIV-infected Adults

*Patients with cryptococcal meningitis are at high risk of developing life-threatening IRIS; deferring
ART has been shown to improve survival for these specific patients
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4.4 Reproductive Health Services

4.4.1 Sexually Transmitted Infections
Screening for syphilis using RPR should be performed as a baseline investigation for all PLHIV.
All PLHIV should be assessed for symptoms of STIs using the National Algorithms for Treating
Common STI Syndromes 2015. Sexual partners should be treated as well (refer to corresponding
guidelines).
Risk reduction counselling and provision of condoms is an integral part of STI treatment.
Patients who have persistent signs and symptoms of STIs after syndromic treatment should
undergo diagnostic evaluation for definitive diagnosis and treatment.
At initial diagnosis of HIV, all sex workers should be treated for presumptive gonorrhoea and
chlamydia (following treatment recommendations of vaginal/urethral discharge syndrome as per
national guidelines), with on-going assessment for STIs at least quarterly
4.4.2 Family Planning and Pre-Conception Counselling
Pregnancy status should be determined for all women of reproductive age at every visit by asking
about last menstrual period and, if indicated, performing a urine pregnancy test.
Pregnancy intention should be determined for all women of reproductive age and their partners
so that appropriate family planning or pre-conception counselling can be provided.
For patients who do not have an immediate desire to become pregnant, dual contraception should
be provided immediately, with follow-up appointments schedule to ensure no interruption in
contraception provision. Table 4.7 outlines contraception options for PLHIV based on the ARVs
they are using. Depo-Provera is efficacious, convenient for many women (as an injection every 3
months, which can be timed with clinic visits), and has no interactions with any ARVs. It should
be used in combination with condoms to prevent STI/HIV transmission.
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Table 4.7: Contraceptive Methods for PLHIV According to WHO 2015 Medical Eligibility Criteria
ARVs Being Used
Contraceptive Method

NRTIs
(any)

NNRTIs

INSTIs

PIs (any)

EFV or
NVP

ETR

RAL

DTG*

IM medroxyprogesterone (DMPA; Depo Provera)

1

1

1

1

1

-

Norethisterone enanthate (NET-EN; norethindrone)

1

2#

1

2

1

-

Implants

1

2#

1

2

1

-

Combined oral contraceptive (pill)

1

2#

1

2#

1

-

Initiation
Intrauterine device (IUD)
Continuation

t$BUFHPSZGPSBTZNQUPNBUJDPSNJME)*7EJTFBTF
(WHO Stage 1 or 2, or any WHO Stage once they are
stable on ART)
t$BUFHPSZGPSXPNFOXJUIBEWBODFEBOE
symptomatic HIV disease UNTIL they are stable on
ART and asymptomatic
Category 2 for all women regardless of symptomatic HIV
(do not require IUD to be removed)

Condoms

No restrictions; use encouraged in combination with a
hormonal contraception method or IUD as part of dual FP
to prevent STI/HIV transmission

Emergency contraceptive pill (ECP)

No restrictions; can be started up to 5 days after intercourse

Sterilization

No reason to deny; delay in case of acute HIV-related
infection

Fertility awareness-based (FAB) methods

Can use if menstrual cycle is regular, although reliability is
not as good as hormonal contraceptive methods or IUD.
Encourage to use in combination with condoms to prevent
STI/HIV transmission

Lactational amenorrhoea method (LAM)

Effective for women who are less than 6 months postpartum, are exclusively breastfeeding, and have not
resumed menses. Encourage to use in combination with
condoms to prevent STI/HIV transmission

Spermicides and diaphragm

Use is not recommended; may increase risk of HIV
transmission

Category 1: No restriction for the use of the contraceptive method
Category 2: Advantages of using the method generally outweigh the theoretical or proven risks
Category 3: The theoretical or proven risks usually outweigh the advantages of using the method
*DTG was not included in the WHO 2015 MEC Guidelines, however there are no known or anticipated drug
interactions between DTG and hormonal contraception
#Contraceptive effectiveness might be significantly compromised (EFV>NVP>PIs); DMPA recommended as
an alternative contraceptive method. Method does not present other health risks

For patients who intend to become pregnant, the key messages for preconception counselling are
presented in Table 4.8.
42

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

Table 4.8: Pre-Conception Care Counselling Messages and Services for PLHIV
Scenario

All women/couples with
intention to conceive

Additional messages for
discordant couples: male
partner HIV positive

Additional messages for
discordant couples: female
partner HIV positive

Key Counselling Messages
t"MM1-)*7RVBMJGZGPS"35 XJUI
initiation preferably within 2 weeks
of HIV diagnosis
t%FGFSSJOHQSFHOBODZVOUJM
confirmed viral suppression
reduces risk of vertical transmission
to the baby, improves infant
outcomes, and reduces risk of
cross-transmission to the sexual
partner
t6OQSPUFDUFETFYTIPVMECFMJNJUFE
to days when ovulation is expected
(based on basal temperature
monitoring, fertility calendar based
on menstrual cycles, and/or on-line
fertility calendar)
t3PVUJOF"/$BOEEFMJWFSZCZB
skilled birth attendant improves
outcomes for mother and baby

Pre-conception Services (in addition
to the Standard Package of Care for
PLHIV)
t"35GPSBMM1-)*7 JODMVEJOHUIPTF
intending to become pregnant
t#BTFMJOFJOWFTUJHBUJPOT
- Hb (with management of
anaemia)
- RPR
- Cervical cancer screening
t45*TZNQUPNTDSFFOJOH
t/VUSJUJPOBMBTTFTTNFOU DPVOTFMMJOH 
and support
t'PMJDBDJETVQQMFNFOUBUJPO
t4UBOEBSE7-BęFSNPOUITPO
ART to confirm viral suppression

t%FGFSVOQSPUFDUFETFYVOUJMDPOĕSNFEWJSBMTVQQSFTTJPOJOUIF)*7QPTJUJWF
partner
t%JTDVTTVTFPG1S&1GPSUIF)*7OFHBUJWFQBSUOFS TFF4FDUJPO 1SF
Exposure Prophylaxis)
t$POTJEFSTQFDJBMJTUSFGFSSBMGPSBEEJUJPOBMPQUJPOTTVDIBTTQFSNXBTIJOHBOE
artificial insemination, particularly in situations where viral suppression is
challenging
t%FGFSVOQSPUFDUFETFYVOUJMDPOĕSNFEWJSBMTVQQSFTTJPOJOUIF)*7QPTJUJWF
partner
t%JTDVTTVTFPG1S&1GPSUIF)*7OFHBUJWFQBSUOFS TFF4FDUJPO 1SF
Exposure Prophylaxis)
t%JTDVTTTFMGJOTFNJOBUJPOEVSJOHUIFQFSJPWVMBUPSZQFSJPE XIFSF
appropriate/as preferred
t$POTJEFSTQFDJBMJTUSFGFSSBMGPSBEEJUJPOBMPQUJPOTTVDIBTBSUJĕDJBM
insemination, particularly in situations where viral suppression is challenging

4.4.3 Maternal Healthcare
Maternal healthcare begins with preconception counselling (Table 4.8), and continues throughout
pregnancy and breastfeeding. The standard package of antenatal and postnatal services in the
context of HIV is described in Section 7 of these guidelines.
4.4.4 Cervical Cancer Screening
Cervical cancer is the leading cause of cancer death for women in Kenya. The risk of developing
cervical cancer is greatly reduced with the use of HPV vaccination (see Section 4.8 on
Immunizations). Even without the HPV vaccine, morbidity and mortality from cervical cancer
can be prevented through early detection with routine screening.
tAll HIV positive women between the ages of 18 - 65 years who have ever been sexually active
should be screened for cervical cancer
t4DSFFOJOHTIPVMECFFWFSZNPOUITJOUIFĕSTUZFBSPGTDSFFOJOH BOEUIFOBOOVBMMZ
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Figure 4.2 shows the screening algorithm using Visual Inspection with Acetic Acid (VIA) or
Visual Inspection with Lugol’s Iodine (VILI)
Figure 4.2: Cervical Cancer Screening for HIV-Positive Women using VIA/VILI

VIA/VILI Test

POSITIVE

Suspicious for Cancer

NEGATIVE

Suitable for
Cryotherapy

Treatment with
Cryotherapy

Not suitable
for Cryotherapy

Refer for Colposcopy and biopsy

Normal
Pre-cancer

Treat with
LEEP or cold
knife conisation

Cancer

Treat for
invasive cancer

Rescreen Annually

4.5 Non-communicable Diseases Screening and Management

4.4.1 Sexually Transmitted Infections
Screening, prevention and management of specific non-communicable diseases are included in
the standard package of care for PLHIV because of their associated high morbidity and mortality.
PLHIV are at higher risk for cardiovascular, liver and kidney disease because of the chronic
inflammatory state associated with HIV infection itself, and also as a side-effect of some of the
ARVs used to treat HIV.
Risk factors for cardiovascular disease include: smoking, hypertension, dyslipidaemia, diabetes,
obesity, sedentary lifestyle, family history of cardiovascular disease, age older than 45 years for
men and 55 years for women.
Patients at higher risk for renal disease and for developing TDF-associated renal toxicity include:
pre-existing renal disease, hypertension, diabetes, severe wasting (weight below 60 kg in adults),
age > 45 years, WHO stage 3 or 4, and concomitant nephrotoxic agents.HIV and other chronic
diseases require health systems that support chronic care and adherence; consideration should be
given for integrating their management in the health facility.
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HIV and other chronic diseases require health systems that support chronic care and adherence;
consideration should be given for integrating their management in the health facility.
Lifestyle modifications are always the first line of prevention and management for hypertension,
diabetes mellitus, and dyslipidaemia (Table 4.9). These are recommended for all patients to
prevent cardiovascular disease and should be integrated into routine HIV care and treatment.
Recommendations for screening, diagnosis, and initial management of hypertension, type 2
diabetes mellitus, dyslipidaemia, and chronic kidney disease are provided in Tables 4.10-4.13.
Table 4.9: Lifestyle Modifications to Prevent and Manage Cardiovascular Disease in PLHIV
Smoking Cessation
t4NPLJOHDFTTBUJPOIBTNVMUJQMFTIPSUUFSNBOEMPOHUFSNCFOFĕUT JODMVEJOH
- Skin does not age/wrinkle as quickly
- Improved fitness and quicker recovery from common infections
- Reduced risk of respiratory infections and chronic lung disease
- Reduced risk of high blood pressure, diabetes, kidney disease, heart disease, and stroke
- Improved infant outcomes (for pregnant women who smoke)
- Reduced risk of cancers: lung, bladder, breast, mouth, throat, esophagus
- Evidence of better response to ART (better viral suppression)
Dietary Changes and Weight Loss (refer to the National Nutritional and HIV Toolkit 2015 for more detailed
recommendations)
t8FJHIUMPTTUPNBJOUBJOBIFBMUIZ#.* OVUSJUJPOJTUTUPCFFOHBHFEJOQBUJFOUDBSF
t%SJOLHMBTTFTPGXBUFSQFSEBZ
t3FEVDFBCTUBJOGSPNBMDPIPM
t$VUEPXOTVHBSJOUBLF
t$VUEPXOSFENFBUJOUBLF
t$VUEPXODPOTVNQUJPOPGGBUUZGPPET GBUGPSĘBWPVSJOH BOEPGGSJFEGPPET
t*ODSFBTFJOUBLFPGXIPMFHSBJOT WFHFUBCMFT GSVJU BOECFBOT
t*ODSFBTFJOUBLFPGĕTI
t$VUEPXOTBMUJOUBLFUPHEBZ GPSQBUJFOUTXJUIIZQFSUFOTJPOPOMZ
Physical Activity
t"DUJWFMJGFTUZMFXJUINPEFSBUFJOUFOTJUZQIZTJDBMBDUJWJUZ
tNJOVUFTPGBFSPCJDBDUJWJUZTVDIBTCSJTLXBMLJOH BUMFBTUEBZTQFSXFFL

Table 4.10: Hypertension Screening, Diagnosis, and Initial Management for Adult PLHIV
Screening
t#1TIPVMECFNFBTVSFEBOESFDPSEFEGPSFWFSZBEVMUBUFWFSZWJTJU
Diagnosis
t)ZQFSUFOTJPOSFRVJSJOHJOUFSWFOUJPOJTEFĕOFEBT#1ȴNN)HPOBUMFBTUEJČFSFOUPDDBTJPOT
Management (treatment target is BP < 140/90 mmHg)
If baseline BP is 140-159/90-99:
t-JGFTUZMFNPEJĕDBUJPOTGPSBUMFBTUNPOUIT BMPOHXJUINPOUIMZ#1NPOJUPSJOH
t*GEPFTOPUNFFUUSFBUNFOUUBSHFUXJUIMJGFTUZMFNPEJĕDBUJPOTUIFOBEEESVHT
- Introduce 1 drug at a time, and allow 2-3 weeks to achieve maximal effect before titrating up dosage; titrate
to maximum dosage before adding an additional drug
- In PLHIV without kidney disease or diabetes, first-line antihypertensive therapy is a thiazide diuretic
such as hydrochlorothiazide starting at 12.5 mg OD (maximum dose 25 mg OD) OR a calcium channel
antagonist such as amlodipine starting at 2.5 mg OD (maximum 10 mg OD)
- In PLHIV with kidney disease or diabetes the first antihypertensive should be an ACE-I or ARB such as
Enalapril 2.5-10 mg OD (maximum dose is 20 mg BD); Losartan 50 mg OD (maximum dose is 100 mg
OD)
- If inadequate response once dose has been titrated, an additional agent may be required e.g.
hydrochlorothiazide starting at 12.5 mg OD (maximum dose 25 mg OD)
- If inadequate response to two agents, consider consultation with or referral to a clinician experienced
in the management of refractory hypertension. Note: Calcium-channel blockers have known drug
interactions with PIs and NNRTIs and should be used with caution
If baseline BP ≥ 160/100 mmHg: initiate lifestyle modifications and introduce anti-hypertensive medications
concurrently
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Table 4.11: Type 2 Diabetes Mellitus Screening, Diagnosis, and Initial Management for PLHIV
Screening
t#MPPEHMVDPTF GBTUJOHPSSBOEPN TIPVMECFFWBMVBUFEBUCBTFMJOFGPSBMM1-)*7 UIFOBOOVBMMZJGCBTFMJOF
screening is normal; urine dipstick for protein and glucose can be used if blood glucose testing is not
available
Diagnosis
t%JBCFUFT.FMMJUVTJTEFĕOFEBTGBTUJOHCMPPETVHBSȴNNPM- PSSBOEPNCMPPETVHBSȴNNPM- 
or HbA1C > 6.5%
t"COPSNBMSFTVMUTTIPVMECFSFQFBUFEUPDPOĕSNUIFEJBHOPTJT
Management (treatment target is HgA1C ≤ 7.0% or FBS 4-7 mmol/L)
tMonitor HgA1c (or FBS if HgA1c not available) every 3 months for patients with confirmed diagnosis of
diabetes mellitus
t-JGFTUZMFNPEJĕDBUJPOT XFJHIUMPTT OVUSJUJPOBMTVQQPSUUPNBOBHFQPSUJPOTJ[FTBOEDBMDVMBUFHMZDBFNJD
index of various foods to help with control of blood sugar) for 3-6 months
t*GEPFTOPUNFFUUSFBUNFOUUBSHFUXJUIMJGFTUZMFNPEJĕDBUJPOTUIFOBEEESVHT
- Metformin
- Obtain baseline Creatinine; do NOT use metformin if creatinine clearance < 45 mL/min
- Start with low dose (500 mg OD or BD) and titrate up every 1-2 weeks until reaches 1 g BD (or
maximum tolerated dose if less than 1 g BD)
- If does not meet treatment targets with metformin for 3-6 months at maximum tolerated dose then
consider adding drug from another class (such as glyberide) and/or specialist consultation. Some
patients may require insulin
tAt every visit: A thorough history (to elicit features of hypoglycaemia, other cardiovascular disease risk
factors, neuropathy, diabetic foot ulcers) and a physical exam (for BP, neuropathy, foot ulcers)
t"EEJUJPOBMSPVUJOFTDSFFOJOHGPSQBUJFOUTXJUIEJBCFUFT
- Annual ophthalmology examination for diabetic retinopathy
- Annual urinalysis: start on an ACE-I/ARB if proteinuria develops (even if BP normal)

Table 4.12: Dyslipidaemia Screening, Diagnosis, and Initial Management for PLHIV
Screening
t'BTUJOHMJQJEQSPĕMFTIPVMECFFWBMVBUFEBUCBTFMJOFGPSBMM1-)*7 UIFOBOOVBMMZJGCBTFMJOFTDSFFOJOHJT
normal
Diagnosis
t%ZTMJQJEBFNJBJTEFĕOFEBTIJHIGBTUJOHUPUBMDIPMFTUFSPM NNPM- -%- NNPM- PS
triglycerides (>2.2 mmol/L)
Management
t-JGFTUZMFNPEJĕDBUJPOTGPSNPOUIT
t*GUIFQBUJFOUJTPOBO"37LOPXOUPDBVTFPSFYBDFSCBUFEZTMJQJEBFNJB QSJNBSJMZ-17S UIFODPOTJEFS
a single-drug substitution to a more lipid-friendly drug (such as from LPV/r to ATV/r) as the treatment
of choice before adding a lipid-lowering drug. Rule out treatment failure before making single-drug
substitutions (Figure 6.2 in Section 6)
t*GEPFTOPUNFFUUSFBUNFOUUBSHFUXJUIMJGFTUZMFNPEJĕDBUJPOTUIFOBEEESVHT
- Atorvastatin: starting dose of 10 mg OD (maximum dose 20 mg if patient is on a PI/r; maximum dose
80 mg once daily if not on a PI/r)
- Allow at least 3 months before repeating fasting lipids and titrating dose
t0ODFUBSHFUTBDIJFWFEDBONPOJUPSMJQJETFWFSZNPOUIT
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Table 4.13: Chronic Kidney Disease Screening, Diagnosis, and Initial Management for PLHIV
Screening
t6SJOBMZTJT GPSQSPUFJO BOETFSVNDSFBUJOJOFTIPVMECFFWBMVBUFEBUCBTFMJOFGPSBMM1-)*7
Diagnosis
t*NQBJSFESFOBMGVODUJPOJTEFĕOFEBTDSFBUJOJOFDMFBSBODFNMNJO PSEJQTUJDLQSPUFJOVSJBȴ
t"COPSNBMSFTVMUTTIPVMECFSFQFBUFEUPDPOĕSNEJBHOPTJT
Management
t.BOBHFNFOUEFQFOETPOUIFDBVTFPGUIFSFOBMJNQBJSNFOUBEEJUJPOBMJOWFTUJHBUJPOTBOEPSTQFDJBMJTU
consultation may be required
t5SFBUEFIZESBUJPOQSPNQUMZBOEBHHSFTTJWFMZ
t*GPO5%'DPOUBJOJOHSFHJNFO TVCTUJUVUFXJUIBOPUIFS"37 TFF4FDUJPO XJUIUIFFYDFQUJPOPG
patients with HBV/HIV co-infection (see Section 9)
t"WPJEOFQISPUPYJDESVHT
t&WBMVBUFGPSBOEUSFBUIZQFSUFOTJPO
t"MM/35*TFYDFQU"#$SFRVJSFEPTFBEKVTUNFOUTGPSSFOBMJNQBJSNFOU EFQFOEJOHPOUIFTFWFSJUZ TFF
Figure 6.5 in Section 6 for specific dose adjustments). NNRTIs, PIs, and INSTIs do not require dose
adjustments for impaired renal function

Other Non-communicable Diseases
PLHIV are at risk for a number of other non-communicable diseases, with increased risk compared
to the general population for some of these. PLHIV are at increased risk for lymphoma compared
to the general population, and females with HIV are also at increased risk for cervical cancer.
Cervical cancer is the most frequent cancer in women in Africa (see Section 4.4.4), followed by
breast cancer, then liver cancer. Prostate cancer is the most frequent cancer experienced by men
in Africa, followed by liver and oesophageal cancers. For screening, diagnosis, and management
recommendations refer to the National Guidelines for Prevention and Management of Cervical,
Breast and Prostate Cancers, 2012, and the National Guidelines for Cancer Management in Kenya,
2013. For individual patient management, referral to regional and national hospitals with capacity
for comprehensive oncology services may be warranted.
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4.6 Mental Health Screening and Management

PLHIV are susceptible to psychological disturbances due to HIV itself and perceptions regarding
HIV in their environment. Some of the most common psychological disturbances include
depression and suicide, anxiety, internalized stigma, post-traumatic stress disorder, cognitive
difficulties such as dementia, and perceived lack of social support. Any of these can significantly
interfere with a patient’s sense of well-being and their adherence; however depression and alcohol/
drug addiction are the most significant.
4.6.1 Depression
Depression is one of the most common psychiatric illnesses in the world, and chronic illness
(including HIV) is a strong risk factor for depression. PLHIV are 3-6 times more likely to suffer
from depression than the general population, with significant disability and poorer treatment
outcomes if it is not identified and managed. Depression can be a significant contributing factor to
poor adherence and HIV treatment failure.
All PLHIV should receive basic screening for depression before initiating ART and thereafter
annually using the following two questions:
t%VSJOH UIF QBTU UXP XFFLT IBWF ZPV PęFO CFFO CPUIFSFE CZ GFFMJOH EPXO  EFQSFTTFE  PS
hopeless?
t%VSJOHUIFQBTUUXPXFFLTIBWFZPVPęFOCFFOCPUIFSFECZMJUUMFJOUFSFTUPSQMFBTVSFJOEPJOH
things?
For all patients who answer yes to either of the questions above, and for all patients with a detectable
viral load after 6 or more months on ART (whether or not they had achieved viral suppression in
the past), should undergo a more thorough screening for depression using the PHQ-9 screening
tool, with management guided by the PHQ-9 score (Table 4.14).
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Table 4.14: Patient Health Questionnaire-9 (PHQ-9) for Depression Screening
PHQ-9 Depression Screening

Name: _________________________

Date: _____________

Ask the patient the questions below for each of the 9 symptoms and circle the response for each question. After asking all questions,
add the points for each column at the bottom. The total score is the sum of the column totals. Interpretation and management
recommendations are provided at the bottom of the table.
Question: “Over the last 2 weeks, how often have you
been bothered by any of the following problems?”

More than half the
Nearly every day
days

Not at all

Several days

1. Little interest or pleasure in doing things

0

1

2

3

2. Feeling down, depressed, or hopeless

0

1

2

3

3. Trouble falling or staying asleep, or sleeping too
much

0

1

2

3

4. Feeling tired or having little energy

0

1

2

3

5. Poor appetite or overeating

0

1

2

3

6. Feeling bad about yourself, or that you are a failure,
or that you have let yourself or your family down

0

1

2

3

7. Trouble concentrating on things (linked with
patient’s usual activities, such as reading the
newspaper or listening to a radio programme)

0

1

2

3

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

0

1

2

3

9. Thoughts that you would be better off dead or of
hurting yourself in some way

0

1

2

3

0

+___

+___

+___

Total ____ = (add the points from each column)

Interpretation of PHQ-9 Score and Recommended Management
Total Score

Provisional Diagnosis

Recommended Management

0-4

Depression unlikely

Repeat screening in future if new concerns that depression has developed

5-9

Mild depression

10-14

Moderate depression*

15-19

Moderate-severe depression*

20-27

Severe depression*

t1SPWJEFDPVOTFMMJOHTVQQPSUBOEDPOUJOVFUPNPOJUPSSFGFSUP
mental health team if available
t*GQBUJFOUJTPO&'7 TVCTUJUVUFXJUIBEJČFSFOU"37BęFSSVMJOHPVU
treatment failure (Figure 6.2 in Section 6)
t1SPWJEFTVQQPSUJWFDPVOTFMMJOH SFGFSUPBQTZDIPMPHJTUJGBWBJMBCMF
t*GQBUJFOUJTPO&'7 TVCTUJUVUFXJUIBEJČFSFOU"37BęFSSVMJOHPVU
treatment failure (Figure 6.2 in Section 6)
and
t#FHJOBOUJEFQSFTTBOUNFEJDBUJPO PS JGVOGBNJMJBSXJUIVTFPG
antidepressants then refer to an experienced clinician)
and
t3FGFSUPBNFEJDBMPďDFS QTZDIJBUSJTU PSNFOUBMIFBMUIUFBNJG
available

*Symptoms should ideally be present for at least 2 weeks for a diagnosis of depression and before considering treatment with
antidepressant medication. Severe depression may require patients to start on anti-depressants immediately
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Depression is a known adverse drug reaction with EFV although it is often mild and transitory.
Patients on EFV who develop any persistent symptoms of depression should be switched to
another ARV after ruling out treatment failure (Figure 6.2 in Section 6).
Supportive Counselling for Depression
Patients with mild depression should receive support counselling, which includes:
t1TZDIPFEVDBUJPOPOUIFGPMMPXJOHLFZNFTTBHFT
- Depression is common and can happen to anyone
- Depressed people often have exaggerated negative opinions about themselves, their life
and their future
- Effective treatment is possible
- Self-management includes:
. Continue ART as prescribed
. Continuing activities that they used to find interesting/pleasurable
. Maintaining a regular sleep cycle
. Keep physically active
. Participate in community/social events
. Return if any thoughts of self-harm
t"EESFTTJOHQTZDIPTPDJBMTUSFTTPST
- Explore potential stressors in the patient’s life
- Assist in problem-solving to reduce stressors
- Assess for and manage gender-based violence
t3FBDUJWBUJPOPGPSSFGFSSBMUPTPDJBMOFUXPSLT JODMVEJOHQFFSTVQQPSUHSPVQT
t3FHVMBSGPMMPXVQVOUJMTZNQUPNTJNQSPWFEBOETUBCMF

Supportive Counselling for DepressionPharmacological Management of Depression
Patients with moderate depression or worse should be treated with supportive counselling plus an
anti-depressant medication.
Fluoxetine is an antidepressant on the Kenya Essential Drug List. It does not have significant
interactions with ARVs. Starting dose for an adult is usually 20 mg once daily taken in the morning
(can start with a lower dose for patients who frequently have side-effects from medications. Dose
can be titrated up by 20 mg every 2-4 weeks as needed, up to a maximum of 80 mg per day.
Common side-effects include GI upset, headaches, insomnia, and disturbances of the menstrual
cycle. These usually resolve after 1-2 weeks of continued use. As with all antidepressants, full effect
is not achieved until around 4 weeks of continued use. Once symptoms of depression resolve,
antidepressants should be continued for at least another 6 months and then slowly tapered, with
close monitoring for recurrence of symptoms.
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4.6.2 Alcohol and Drug Use/Addiction
Patients with mild depression should receive support counselling, which includes:
Alcohol and other drug use are common among the general population and among PLHIV. Alcohol
and drug use can be a significant contributing factor to poor adherence and HIV treatment failure.
All adults and adolescents should be screened for alcohol and drug use before initiating ART and
every 1-2 years using the following three questions:
t%VSJOHUIFQBTUNPOUIT EJEZPVESJOLBOZBMDPIPM NPSFUIBOBGFXTJQT
t%VSJOHUIFQBTUNPOUIT EJEZPVTNPLFBOZNBSJKVBOB
t%VSJOHUIFQBTUNPOUIT EJEZPVVTFBOZUIJOHFMTFUPHFUIJHI
Patients who answer yes to any of the questions above, and all patients with a detectable viral load
after 6 or more months on ART (whether or not they had achieved viral suppression in the past),
should undergo a more thorough screening. For adolescents, use the CRAFFT Part B screening
tool (Table 4.15). For adults, use the CAGE-AID screening tool (Table 4.16). Anyone who screens
positive on these tools should have further assessment and management by clinical staff, ideally
with some experience managing alcohol and drug use disorders.
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Table 4.15: CRAFFT Screening Interview Part B for Adolescents
CRAFFT Screening for Alcohol and Drug Use Disorders for Adolescents (Part B)
Ask the patient the six questions below. Each question requires a yes/no response. Answering Yes to two or more
questions indicates an alcohol or drug use problem and requires further assessment and management.
“I’m going to ask you a few questions that I ask all my patients. Please be honest. I will keep your answers
confidential”
Question

No

Yes

1. Have you ever ridden in a car driven by someone (including yourself) who was “high”
or had been using alcohol or drugs?
2. Do you ever use alcohol or drugs to relax, feel better about yourself, or fit in?
3. Do you ever use alcohol or drugs while you are by yourself, or alone?
4. Do you ever forget things you did while using alcohol or drugs?
5. Do your family or friends ever tell you that you should cut down on your drinking or
drug use?
6. Have you ever gotten into trouble while you were using alcohol or drugs?

Table 4.16: CAGE-AID Screening Questions for Adults
CAGE-AID Screening for Alcohol and Drug Use Disorders for Adults
Ask the patient the four questions below. Each question requires a yes/no response. Answering Yes to two or more
questions indicates an alcohol use problem and requires further assessment and management.
“I’m going to ask you a few questions that I ask all my patients. Please be honest. I will keep your answers
confidential”
Question

No

Yes

1. Have you felt you should cut down on your drinking or drug use?
2. Have people ever annoyed you by criticizing your drinking or drug use?
3. Have you ever felt bad or guilty about your drinking or drug use?
4. Have you ever had a drink or used drugs first thing in the morning to steady your
nerves or to get rid of a hangover?

If referral to the mental health team is not immediately possible for those who screen positive, or
as a starting point in supporting a patient while referral is being made, an assessment of whether
the patient wants to quit and targeted messages/support based on their stage of quitting may
be beneficial (Table 4.17). The WHO Alcohol, Smoking and Substance Involvement Screening
Toolkit (ASSIST) provide additional resources for assessment, brief intervention guidance for
clinicians, and self-help patient resources.
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Table 4.17: Addiction Support Based on Stages of Change
Stage of Change

Pre-contemplation: not currently
considering quitting; no immediate
desire to quit

Contemplation: not sure if he/she
wants to quit, or thinking about
quitting but with no immediate
plan to quit

Preparation: would like to quit
within the next month

Counselling Approach
t"DLOPXMFEHFUIBUOPUFWFSZPOFJTSFBEZUPUIJOLBCPVURVJUUJOH
t$MBSJGZUIBUJUJTUIFJSEFDJTJPO
t-JTUFOUPUIFNEFTDSJCFUIFCFOFĕUTUIFZHFUGSPNUIFJSBMDPIPMPSESVHVTF
(their motivation for continuing to use)
t&YQMPSFXIZPUIFSQFPQMFNJHIUUIJOLJUJTBHPPEJEFBUPRVJU
t%JTDVTTUIFSJTLTPGDPOUJOVFEBMDPIPMPSESVHVTF
t Acknowledge that not everyone is ready to quite immediately
t$MBSJGZUIBUJUJTUIFJSEFDJTJPO
t-JTUFOUPUIFNEFTDSJCFUIFCFOFĕUTUIFZHFUGSPNUIFBMDPIPMPSESVHVTF
(their motivation for continuing to use)
t-JTUFOUPUIFNEFTDSJCFUIFOFHBUJWFFČFDUTPGUIFJSBMDPIPMPSESVHVTF
(their motivation for considering quitting)
t%JTDVTTBOZJEFBTUIFZIBWFPOIPXUIFZDPVMEHPBCPVURVJUUJOH
t Congratulate them on their decision to quit
t-JTUFOUPUIFNEFTDSJCFUIFCFOFĕUTUIFZFYQFDUUPHFUGSPNRVJUUJOH
t%JTDVTTBOZQMBOUIFZIBWFUPUSZRVJUUJOH
t%JTDVTTUIFDIBMMFOHFTUIFZNBZGBDFXJUIRVJUUJOH
t1SPCMFNTPMWFXJUIUIFNPOPWFSDPNJOHDIBMMFOHFT JODMVEJOHJEFOUJGZJOH
support systems
t&ODPVSBHFTNBMMTUFQTUPXBSETRVJUUJOH FHBWPJEJOHTJUVBUJPOTUIBUUSJHHFS
use)
t"DLOPXMFEHFUIBUUIFZIBWFUIFTUSFOHUIUPTVDDFFE

Action: actively trying to quit, or
has recently quit (within past 6
months)

tListen to their experience with quitting
t$POHSBUVMBUFUIFNPOUIFTUFQTUIFZIBWFUBLFOTPGBS
t1SPCMFNTPMWFXJUIUIFNPOPWFSDPNJOHDIBMMFOHFT JODMVEJOHJEFOUJGZJOH
support systems
t3FWJFXUIFMPOHUFSNCFOFĕUTPGRVJUUJOH

Maintenance: has quit (more than
6 months ago) and wants to remain
abstinent

tCongratulate them on their success so far
t%JTDVTTQPUFOUJBMGPSSFMBQTFBOEIPXUPEFBMXJUIJU
t3FWJFXUIFMPOHUFSNCFOFĕUTPGNBJOUBJOJOHBCTUJOFODFGSPNESVHPS
alcohol use

Relapse:

tAcknowledge that relapse is common
t&WBMVBUFXIBUUSJHHFSFEUIFSFMBQTF
t3FBTTFTTNPUJWBUJPOUPRVJUBOECBSSJFSTUPRVJUUJOH
t1SPCMFNTPMWFXJUIUIFNPOPWFSDPNJOHDIBMMFOHFTBOEXIBUBEEJUJPOBM
support systems and strategies can be used
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4.7 Nutritional Services

Good nutrition is a critical component of management of HIV because it contributes to: reducing
risk and frequency of other infections; delaying progression from HIV infection to AIDS; a healthy
appearance and weight; gaining strength, maintaining and building muscle, and having energy to
remain active, and; reducing side effects of ART.
4.7.1 Nutritional Assessment, Counselling and Support (NACS)
All PLHIV should receive nutritional assessment, counselling, and support
All PLHIV should receive nutritional assessment, counselling, and support tailored to the
individual needs of the patients, including:
t/VUSJUJPOBTTFTTNFOUBOEEJBHOPTJT
- Anthropometric (Tables 4.18, 4.19 and 4.20 provide interpretation and required actions
for anthropometric results for children and adults)
- Biochemical (investigations as listed in Section 3, Table 3.2 for baseline and follow-up
investigations)
- Clinical (physical examination as described in Section 3, Table 3.1 for initial evaluation)
- Dietary (24 hr recall for food type/frequency and household food security)
- Environmental and psychosocial
- Functional (ability to care for self, bedridden, etc.)
t$PVOTFMMJOHBOEFEVDBUJPO
- Benefits of maintaining good nutritional status for a person living with HIV
- Mother infant and young child nutrition (MIYCN)
- Reassuring the client that it is possible to
. Attain/maintain good nutritional status
. Look well and live a healthy life
- Identifying locally available foods they can access given their own context, food safety and
food preparation
- Helping the client to plan meals and snacks with a variety of foods in order to meet their
energy and nutrient needs and treatment plans
- Identifying any constraints the client may face and find ways to minimize them
- Helping the client to understand the potential side effects and food interactions of the
medicines they are taking, and help the client identify ways to manage these side effects
- Exploring with the client the cause(s) of poor appetite and appropriate responses (type of
food, disease, pain, depression, anxiety, or side effects of medications)
- Counselling on high levels of sanitation and food hygiene
t4VQQPSU
- Therapeutic and supplementary foods to treat clinical malnutrition (food by prescription,
therapeutic feeds, fortified blended flour): Figures 4.3 and 4.4 provide malnutrition
management recommendations for adults and children; Section 4.5 provides specific
nutritional recommendations for patients with non-communicable diseases
- Complementary foods for children aged 6 - 23 months to prevent malnutrition (Table
4.21 provides complementary feeding recommendations)
- Micronutrient supplements to prevent vitamin and mineral deficiencies
- Point-of-use water purification to prevent water-borne disease
- Food security and linkage to community, such as household food support, home-based
care, agricultural extension services, and economic strengthening and livelihood support
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Some aspects of nutrition support (such as prescription of therapeutic and supplementary foods)
should be provided by a trained healthcare professional, however all aspects should be promoted
and supported at the community level.
Table 4.18: Interpretation of MUAC Results for Children and Pregnant/Lactating Women
MUAC Level by Age (cm)
6-59 mo

5-9 yrs.

10-17 yrs.

< 11.5

< 13.5

< 14.5 cm

11.5–12.5

13.5-14.5

14.5-18.5

12.6–13.5
> 13.5

Classification
Severe acute
malnutrition
Moderate acute
malnutrition
Mild acute
malnutrition

Action to Take
Irrespective of clinical signs, admission
(referral) for stabilization/therapeutic
rehabilitation
Admission for supplementary feeding is
recommended
Nutritional education and counselling

Normal

Education and counselling of caregivers

≤ 23

Malnourished

Provide nutritional support (Figure 4.4)

> 23

Normal

Education and counselling

Pregnant and Breastfeeding Women

Table 4.19: Interpretation of Z-scores for Children
Ratio

Z-score

Indicator

Weight/Age

Underweight

Height/Age

Stunting

Weight/Height

Wasting*

<-3
- 3 to - 2
> - 2 to - 1

Severity
Severe
Moderate
Mild

>-1

Normal

Table 4.20: Interpretation of BMI Results for Adults
BMI Level

Classification

Action to Take

< 16

Severe malnutrition

Refer for facility-based therapeutic intervention; rehabilitation with
therapeutic foods; counselling on intake issues and possible metabolic
issues

16.0–18.4

Mild/moderate
malnutrition

Nutritional counselling and supplementary feeding

18.5–25.0

Normal/
recommended

Nutritional counselling, consistent exercises to build muscles

25.1–30

Overweight

Nutritional counselling to reduce energy intake; aerobic physical
activity to reduce weight

>30

Obese

Counselling to change lifestyle and reduce energy intake; aerobic
physical activity to reduce weight
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4.7.1 Nutritional Assessment, Counselling and Support (NACS)
Figure 4.3: Management of Severe Acute Malnutrition in Children
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Figure 4.3: Management of Severe Acute Malnutrition in Children
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4.21: Complementary Foods for Children 6-23 Months Old
Amount of Foods to Offer
Texture

6-8

tNFBMTper day, plus
t4UBSUXJUIUIJDLQPSSJEHF 
tStart with 2-3
frequent breastfeeds
well mashed foods
t%FQFOEJOHPOUIFDIJMET tablespoons per feed,
t$POUJOVFXJUINBTIFE
appetite, 1-2 snacks may
increasing gradually to ½
family foods
be offered
of a 250mL cup

9-11

12-23

Frequency

Amount of food an
average child will usually
eat at each meal1

Age (months)

tNFBMTQFSEBZ QMVT
breastfeeds
tFinely chopped or
t%FQFOEJOHPOUIFDIJMET
mashed foods, and foods
appetite, 1-2 snacks may t½ of a 250mL cup/bowl
that baby can pick up
be offered
tNFBMTQFSEBZ QMVT
breastfeeds
tFamily foods, chopped or t%FQFOEJOHPOUIFDIJMET t¾ to one 250mL cup/
appetite, 1-2 snacks may
mashed if necessary
bowl
be offered

If baby is not breastfed, give an additional: 1-2 cups of milk per day, and 1-2 extra meals per day

1

Note: HIV-positive mothers should be supported to exclusively breast feed for 6 months, with
introduction of appropriate, adequate and safe complementary feeding from 6 months with
continued breast-feeding until at least 12 months of age. Most infants will benefit from breastfeeding
up to 23 months of age or beyond, irrespective of the mother’s HIV status; infants should only be
weaned from breast-feeding when adequate and safe foods are available. Risk of HIV transmission
through breastfeeding is extremely low when the mother’s viral load is undetectable.
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4.8 Prevention of Other Infections
4.8.1 Immunizations
Childhood immunization

All children, regardless of HIV status, should be immunized following the full KEPI schedule
(Table 4.22). For children with HIV, they should receive an earlier dose of measles vaccines at 6
months of age.
Table 4.22: Kenya Expanded Program on Immunizations 2016 Schedule
Age

Vaccines

Birth

OPV, BCG

6 weeks

OPV, Pentavalent (DPT-HepB-HiB), Pneumococcal, Rotavirus

10 weeks

OPV, Pentavalent (DPT-HepB-HiB), Pneumococcal, Rotavirus

14 weeks

IPV, Pentavalent (DPT-HepB-HiB), Pneumococcal

6 months

Measles (for PLHIV) and Vitamin A

9 months

Measles and Rubella

18 months

Measles and Rubella

11-12 years

Tdap (tetanus, diphtheria and pertussis)

PLHIV may have an inadequate response to immunizations, particularly before they achieve full
viral suppression. The ideal timing, dose, and frequency of re-immunizations for children on ART
are not well known. Providers will receive specific guidance or revaccination from the National
Vaccines and Immunizations Programme and NASCOP.
Additional immunization recommendations for PLHIV include:
General considerations for immunization in adolescents and adults
t(FOFSBMHVJEBODFPOWBDDJOBUJPOJOUIFHFOFSBMQPQVMBUJPOBQQMJFT
t"WPJEMJWF SFQMJDBUJOH WBDDJOFTJGUIF$%DFMMTM
t4VQQSFTTFE7- DPQJFTNM BOEIJHI$%DFMMDPVOU BUMFBTUBCPWFDFMMTMCVU
best if >350 cells/µl) are associated with improved efficacy of vaccines and reduced risk of
vaccine associated adverse reactions. Consider revaccination once the patient achieves CD4
> 200 cells/µl and/or suppressed VL < 1000 copies/ml
t3FDPNNFOEFEWBDDJOBUJPOTBSFMJTUFEJO5BCMF
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Table 4.23: Vaccinations in Adolescents and Adults Living with HIV
Infection

Vaccine

Live
(Y/N)

Hepatitis B

Subunit

N

Pneumococcus

Conjugate

N

Polysaccharide

N

1 dose

HPV

VLP

N

3 doses

Influenza

Inactivated

N

1 dose

Annually

Yellow fever

Live attenuated

Y

1 dose

In those <60 yrs. of age and CD4 > 200 cells/µl

Typhoid

Polysaccharide

N

1 dose

Give the ViCPS parenteral. Repeat every 3 years

Cholera

Subunit

N

2 doses

As indicated (usually in epidemics). 2 oral doses of
the non-replicating vaccine given 1-6 weeks apart
with a single booster dose at 2 years from primary
vaccination

2 - 3 doses

3 doses if CD4 count < 350 cells/µl at 0, 1 and 6
months. If CD4 count > 350 cells/µl, give 2 doses
at 0 and 6 months. For those at continued risk, one
booster dose every 10 years

Hepatitis A

Inactivated

N

Course
4 doses (at
0, 1, 2 and 6
months)
1 dose (PCV
13)

Comments
Engerix B/HBvaxPRO 40µg; Fendrix 20µg
Preferable to polysaccharide
Use if >65 years and with co-morbidity other than
HIV
Given over 6 months in girls 9 to 15 years (prior to
sexual debut)

4.8.2 Malaria

Children and adults living with HIV suffer heavier parasitaemia and more malaria morbidity with
advanced HIV disease. Further, people with advanced immunosuppression are at risk of failure of
anti-malarial treatment. In pregnancy, there is increased risk of placental malaria, severe anaemia,
premature delivery and perinatal mortality. Drug interactions between ARVs and antimalarial
drugs may further complicate management.
Recommendations for malaria prevention for PLHIV include:
t0ČFSDPUSJNPYB[PMFQSFWFOUJWFUIFSBQZUPBMM1-)*7GPSQSPUFDUJPOBHBJOTUNBMBSJBJOGFDUJPO
(Section 4.3.1)
t*O BSFBT PG TUBCMF NBMBSJB USBOTNJTTJPO  1-)*7 TIPVME IBWF BDDFTT UP JOTFDUJDJEF USFBUFE
mosquito nets (ITNs) or indoor residual spraying to reduce exposure to mosquito bites and
therefore malaria transmission
t1-)*7USBWFMMJOHGSPNOPONBMBSJPVT[POFTUPNBMBSJBFOEFNJDBSFBTTIPVMETMFFQVOEFS
ITNs, and use effective anti-malarial prophylaxis according to the national guidelines
(National Guidelines for the Diagnosis, Treatment and Prevention of Malaria in Kenya,
Fourth Edition, 2014)
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t1SFHOBOUXPNFOXJUI)*7MJWJOHJOBSFBTPGTUBCMFNBMBSJBUSBOTNJTTJPOXIPBSFOPUBCMFUP
take CPT should be given at least three doses of sulfadoxine-pyrimethamine (SP) intermittent
preventive treatment for malaria as part of routine antenatal care; SP should not be given to
women who are taking CPT
t1-)*7 PO $15 XIP EFWFMPQ GFWFS TIPVME OPU CF USFBUFE GPS B QSFTVNQUJWF EJBHOPTJT PG
malaria. As far as possible, laboratory confirmation of malaria should be obtained prior to
initiation of anti-malarial therapy
t1-)*7 XJUI NBMBSJB TIPVME SFDFJWF TUBOEBSE BOUJNBMBSJBM UIFSBQZ BDDPSEJOH UP OBUJPOBM
guidelines. However, those on CPT should not be given sulfa-containing anti-malarial drugs.
Patients on ART receiving anti-malarial therapy should be monitored closely for adverse
drug reactions

4.8.3 Safe Water, Sanitation and Hygiene

Diarrhoeal illnesses are common causes of morbidity and mortality among PLHIV. These diseases
are often due to lack of access to safe drinking water, improper disposal of human and animal
waste, and poor personal hygiene, leading to contamination of food and water.
Recommendations for prevention of faecal-orally spread illnesses include:
t0ČFS$15UPBMM1-)*7GPSQSPUFDUJPOBHBJOTUTPNF(*JOGFDUJPOT 4FDUJPO
t1-)*7TIPVMECFDPVOTFMMFEUPXBTIUIFJSIBOETXJUITPBQBOEXBUFSBęFSIBOEMJOHIVNBO
or animal faeces, after using the toilet, and before food preparation or eating
t'BDJMJUJFT GPS QSPQFS EJTQPTBM PG IVNBO XBTUF TIPVME CF BWBJMBCMF UP 1-)*7 BOE UIFJS
households
t1-)*7TIPVMECFUSBJOFEPO BOEQSPWJEFEXJUIIPVTFIPMECBTFEXBUFSUSFBUNFOUNFUIPET
and water storage containers that prevent direct hand contact with drinking water
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5. Adherence Preparation, Monitoring and
Support
The individual benefits of ART (restoration and maintenance of health) and the population
level impact (prevention of HIV transmission) are dependent on high levels of adherence to the
prescribed medication, the accompanying medical advice and the follow-up plans. Adherence
enhancing strategies should be implemented beginning at the point of HIV diagnosis (as part of
post-test counselling and linkage), and continued during initial evaluation and follow-up for ART.
To avoid treatment failure and the need to switch patients to 2nd or 3rd line ART, it is key to have
an adherence support strategy in place before ART initiation, anticipating common and individual
barriers to good adherence. Prevention of treatment failure starts before ART initiation. This
is particularly important with the new recommendation that all PLHIV qualify for ART, and ART
should be initiated within 2 weeks of diagnosis. Adherence preparation must begin at time of HIV
testing, and close follow-up is required after ART initiation.
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 that they are at (Figure 5.1).
Whenever possible, follow-up 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 during the first
6 months in care.
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Figure 5.1: Adherence Preparation, Monitoring and Support until Viral Load after 6 Months on
ART
HTS post-test Counselling: Key treatment preparation messages for all patients who test positive
.Treatment is available and recommended for everyone with HIV
.'%ting treatment early reduces your chance of becoming ill or infecting
your sexual partner (s)
.With good adherence you can live a long and productive life

Enrolment Visit:
.ducation and adherence preparation for all patients/caregivers (Table 5.1)
. "&& &sessment for all patients/caregivers (Table 5.3), along with
individualized adherence support plan

ady to star' 
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Adherence is most difficult during the first few months of treatment: the patient is not yet in the
habit of taking their medications every day, they are not familiar with common side-effects, and
they have more challenges with disclosure and stigma, all of which can interfere with adherence.
Poor adherence within the first few months of therapy is also the most risky period for development
of resistant mutations, when the viral load is still high.
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For these reasons, adherence preparation, monitoring and support must be emphasized during the
first six months of ART, until the patient achieves full virological suppression.
Patient preparation and counselling should be a collaborative process between the provider and
the patient or caregiver, to enable the patient to initiate and continue lifelong treatment. This
is best done when the same adherence counsellor follows an individual patient throughout the
preparation, initiation, and early ART period.
In some situations ART can be initiated concurrently with the first adherence counselling
session, even during the enrolment visit, such as for neonates, infants, and for pregnant women.
This may also apply to patients who enrol into care with a pre-existing good understanding of
HIV and ART and strong motivation for immediate ART initiation. In these scenarios, even
closer counselling and support must be continued during the early follow-up visits.
Every member in multidisciplinary team should provide treatment education and offer appropriate
support to address potential barriers to adherence. Treatment preparation and support can be
offered at triage, consultation, pharmacy or any other clinic station where confidentiality and
privacy is assured and providers are adequately trained. It should also be incorporated into health
talks, peer support group activities, and group counselling sessions.
Operational Guidance: Meaningful Involvement of People Living with HIV
For best patient outcomes, PLHIV themselves should be engaged to lead facility-based and community-based
HIV education and support systems. They are often referred to as “peer educators”, “mentor mothers”, and “lay
health workers” in these roles. PLHIV have successfully and significantly contributed to: improving identification
of people at risk for HIV or infected with HIV; increasing linkage from testing to treatment; reducing onward
transmission of HIV; providing psychosocial support, and; improving adherence and retention to care and ART.
Identifying PLHIV to engage in patient support systems:
t1-)*7PO"35GPSȴZFBS
t(PPEBEIFSFODFBOEVOEFUFDUBCMF7t1PTJUJWFBUUJUVEFBOEJOUFSFTUJOTVQQPSUJOHQFFST
Preparing and supporting PLHIV to play a role in patient support systems:
t.VTUCFUSBJOFEGPSUIFSPMFUIFZBSFFYQFDUFEUPQSPWJEF
t.VTUIBWFKPCBJETBOE*&$NBUFSJBMBQQSPQSJBUFGPSUIFJSSPMF
t.VTUCFTVQFSWJTFECZIFBMUIDBSFQSPGFTTJPOBMT
Potential roles for PLHIV include:
t1SPWJEJOH)*7UFTUJOHTFSWJDFT
t"DUJOHBTQFFSMJOLBHFPďDFST
t-FBEJOHPSDPOUSJCVUJOHUPGBDJMJUZCBTFEPSDPNNVOJUZCBTFETVQQPSUHSPVQT
t1SPWJEJOHJOEJWJEVBMPSHSPVQ)*7FEVDBUJPO
t1SPWJEJOHJOEJWJEVBMPSHSPVQBEIFSFODFDPVOTFMMJOH
t%JTUSJCVUJPOPG"35SFĕMMTGPSTUBCMFQBUJFOUT
Compensation for PLHIV who contribute to patient support systems:
t3FDPHOJUJPO FH*%CBEHFTDFSUJĕDBUFTPGTFSWJDFBDLOPXMFEHFNFOUBUDPNNVOJUZGPSVNT
t5SBJOJOHPQQPSUVOJUJFTXJUIDFSUJĕDBUJPO
t'JOBODJBMDPNQFOTBUJPO FHTUJQFOETUSBOTQPSUBUJPOBMMPXBODFTTBMBSJFT
t'JSTUDPOTJEFSBUJPOGPSFNQMPZNFOUPQQPSUVOJUJFT
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5.1 ART Adherence Preparation

Preparation for ART begins at the time of HIV diagnosis and continues until initiation of ART.

5.1.1 Treatment Preparation as Part of HIV Testing Services

With the new treatment guidelines recommendation that all PLHIV qualify for ART, post-test
counselling by the HTS provider should now include three key messages that begin the ART
treatment preparation process for all PLHIV:
t5SFBUNFOU DBMMFEBOUJSFUSPWJSBMUIFSBQZ "35 JTBWBJMBCMFBOEJTSFDPNNFOEFEGPSFWFSZPOF
with HIV
t4UBSUJOH USFBUNFOU BT TPPO BT QPTTJCMF QSFGFSBCMZ XJUIJO UXP XFFLT PG UFTUJOH QPTJUJWF GPS
HIV) reduces the chance of your illness getting worse or of passing HIV to others
t*G ZPV UBLF ZPVS "35 QSPQFSMZ BOE EP OPU NJTT QJMMT ZPV DBO FYQFDU UP MJWF B MPOH BOE
productive life

5.1.2 ART Treatment Preparation

ART treatment preparation involves HIV education and counselling, including a discussion of
support systems to overcome possible barriers to adherence.

HIV Education and Counselling

HIV education and adherence preparation should be a standard component of the enrolment
visit. Prior to ART initiation, all patients/caregivers must be provided with enough information to
make an informed choice about ART initiation and adherence (Table 5.1), including for patients
who initiate ART during the enrolment visit. A detailed content guide for HIV education and
adherence counselling is provided in Annex 8. This information can be provided through group
or individual counselling. The ART Readiness Assessment and the management plan should be
completed individually.
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Table 5.1: Components of HIV Education and Adherence Counselling (see Annex 8 for detailed
content guide)
Component
HIV

Viral load

Questions to be Covered
tWhat is HIV
t)PXJT)*7USBOTNJUUFE
t8IZTIPVMEGBNJMZNFNCFSTCFUFTUFEGPS)*7
tWhat is viral load
t)PXPęFOJTWJSBMMPBENFBTVSFE
t8IBUEPWJSBMMPBENFBTVSFNFOUTNFBO

CD4 cells

tWhat are CD4 cells
t)PXBSF$%DFMMTBČFDUFECZ)*7
t8IBUIBQQFOTXIFO$%DFMMTEFDSFBTF
t)PXPęFOJT$%DFMMDPVOUNFBTVSFE

Antiretroviral therapy (ART)

tWhat is ART
t8IBUBSFUIFCFOFĕUTPG"35
t8IFOJT"35TUBSUFE
t%PFT"35DVSF)*7
t$BOZPVTUJMMHJWF)*7UPPUIFSTXIJMFUBLJOH"35
t)PXMPOHJT"35UBLFO

Treatment failure

tWhat happens if you stop taking ART
t8IBUIBQQFOTJGZPVEPOPUUBLF"35SFHVMBSMZ
t8IBUIBQQFOTJGUIFWJSBMMPBEJODSFBTFT
t8IBUIBQQFOTJOUSFBUNFOUGBJMVSF

ART side effects

tWhat are the side-effects of ART
t8IBUTIPVMEZPVEPJGZPVOPUJDFBOZTJEFFČFDUT

Adherence

tWhat is adherence
t)PXTIPVME"35CFUBLFO
t8IBUVTVBMMZJOUFSGFSFTXJUIHPPEBEIFSFODF
t8IBUNJHIUNBLFJUEJďDVMUGPSZPVJOEJWJEVBMMZUPUBLFZPVS"35BT
prescribed
t8IBUDBOIFMQZPVUBLF"35BTQSFTDSJCFE
t8IBUIBQQFOTJGZPVNJTTBOBQQPJOUNFOU

Other medications

tWhat other medications will you take, in addition to ART (e.g. CPT, IPT)

Nutrition

tWhy is nutrition important
t8IBUDBOZPVEPUPJNQSPWFZPVSOVUSJUJPO

Follow-up

t How often will you need to come to clinic
t8IBUXJMMXFCFDIFDLJOHGPSEVSJOHZPVSDMJOJDWJTJUT

ART readiness assessment

t Are you ready to start ART today

Management plan

tWhich investigations will you have today
t8IJDINFEJDBUJPOTXJMMZPVTUBSUUPEBZ
t8IBUFMTFJTSFRVJSFEBTZPVTUBSUPSBTZPVQSFQBSFUPTUBSU"35
t8IFOTIPVMEZPVSFUVSOUPUIFDMJOJD

HIV education and counselling should be provided by a trained counsellor. This can be a peer
educator, social worker, nurse, clinician, community health volunteer or any other healthcare
worker who has completed training and mentorship on counselling for PLHIV. Completion of
professional counsellor training is preferred.
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Treatment preparation must be customized to the patient’s needs and clinical status: for patients
who present with advanced/symptomatic disease, the focus is on getting better; for patients who
present clinically well, the focus is on staying healthy.
The ART HIV education and counselling session should be repeated at every visit (preferably with
the same counsellor, peer educator, and/or clinician) until the patient is ready and willing to start
ART, as determined using the ART Readiness Assessment Form (Table 5.3). Each repeat session
should begin with a review of what the patient remembers from the previous session as well as
any key issues the counsellor documented in the patient’s chart, so the session can be customized
to meet their needs. The ART preparation should not take more than 1-2 weeks except for special
circumstances such as with uncontrolled mental health issues or untreated drug addictions.

Adherence Support

Psychosocial support for PLHIV and their families is essential for their well-being and good
health outcomes. HIV affects virtually every aspect of one’s life, as well as the lives of those close to
them. PLHIV need psychological and social support to deal with various issues that are common
to chronic illness as well as those that are unique to HIV. These include stigma, bereavement,
self-image, loss of earning capacity, life skills, and chronic illness, among others. Providing
psychosocial support entails identifying any needs that they may have and addressing them. In
some cases, some of these needs can be anticipated and addressed even before they come to play
in the individual’s life.
The individualized patient management plan should include establishing appropriate adherence
support interventions (Table 5.2).
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Table 5.2: Adherence Support and Retention Interventions
Standard Adherence Support Interventions
Structural interventions

HIV education and counselling

t$POEVDUBCBTFMJOFQTZDIPTPDJBMBTTFTTNFOUUPFYQMPSFUIFWBSJPVTBTQFDUT
of the client’s life that may influence their adherence to care and treatment,
and their general well-being and tease out issues that need to be explored in
detail during the counselling session e.g. disclosure, family planning, living
circumstances
t6TFBNVMUJEJTDJQMJOBSZUFBNBQQSPBDIUPEFWFMPQBOEJNQMFNFOUUSFBUNFOU
plans for each patient
t&OHBHFQFFSFEVDBUPSTUPMFBE)*7FEVDBUJPOBOETVQQPSUTFSWJDFT
t"EFRVBUFMZQSFQBSFBOEBTTFTTUIFQBUJFOUTSFBEJOFTTUPJOJUJBUFBOEDPOUJOVF
with ART
t*NQMFNFOUBTZTUFNGPSJEFOUJGZJOHBOEUBLJOHBDUJPOXIFOQBUJFOUTNJTTBO
appointment
t'PSNBMJ[FBTZTUFNGPSQSPWJEJOHIFBMUIUBMLTBOEUSFBUNFOUMJUFSBDZDMBTTFT
for patients
t'PSNBMJ[FBTZTUFNGPSMJOLJOHQBUJFOUTUPDPNNVOJUZCBTFESFTPVSDFT 
including: community support groups, religious groups, CBOs, groups
supporting income-generating activities, organizations providing food
support, NEPHAK, child welfare societies, community health volunteers/
units, schools, children’s homes
t3FNJOEUIFQBUJFOUBCPVU)*7EJTFBTF IPX"35XPSLT UIFJNQPSUBODFPG
high level adherence and the consequences of non-adherence
- Risk of ill health caused by HIV
- Role of ART in restoring and maintaining good health
- Link between adherence and viral load, CD4 and health
- Side effects of medications and how to avoid, recognize and manage them.
Manage side effects aggressively
- Address misconceptions and beliefs about HIV and ART
t%JTDVTTBOEBHSFFPOBUSFBUNFOUQMBOXJUIUIFQBUJFOU(BJODPNNJUNFOU
from the patient to follow through
t%JTDVTTVTFPGBMDPIPMBOEESVHTBOEIPXUPQSFWFOUUIFTFGSPNBČFDUJOHUIF
treatment plan
t'PSDIJMESFOJUJTJNQPSUBOUUPNBJOUBJOBOPOKVEHFNFOUBMBUUJUVEF FTUBCMJTI
trust with parents/caregivers, and involve the child as they mature

Disclosure and stigma

t3FTQFDUQBUJFOUQSJWBDZBOEDPOĕEFOUJBMJUZ
t%JTDVTTXJUIUIFQBUJFOUUIFSPMFPGEJTDMPTVSFUPDMPTFGBNJMZNFNCFST
trusted friend in promoting adherence
t0ČFSUPGBDJMJUBUFEJTDMPTVSF
t'PSDIJMESFOBEPMFTDFOUT EJTDVTTBHFBQQSPQSJBUFEJTDMPTVSFXJUIUIF
caregiver and offer to support the process (Annex 5)
t$POEVDUTUJHNBBTTFTTNFOUBOETVQQPSUBQQSPQSJBUFMZ

Treatment supporter

t&ODPVSBHFUIFQBUJFOUUPJEFOUJGZBUSFBUNFOUTVQQPSUFSCVEEZXIPXJMM
provide the patient with encouragement and social support and even remind
the patient to take medication
t*OWJUFUIFUSFBUNFOUTVQQPSUFSUPBUMFBTUPOFPGUIFBEIFSFODFDPVOTFMMJOH
sessions
t0CUBJODPOTFOUGSPNUIFQBUJFOUUPDPOUBDUUIFUSFBUNFOUTVQQPSUFSJGOFFEFE
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Support group

t-JOLUIFQBUJFOUUPQTZDIPTPDJBMTVQQPSUHSPVQTBOEPUIFSDPNNVOJUZCBTFE
support mechanisms (preferably through direct introduction)
- Support groups give confidence and encouragement and promote positive
attitude towards HIV status and may promote disclosure
- Support groups offer opportunities for additional counselling and experience
sharing, and are an avenue for developing/strengthening life skills
- Some support groups engage in economic empowerment activities
t%FWFMPQQPQVMBUJPOTQFDJĕDTVQQPSUHSPVQTXIFOQPTTJCMF FHZPVUIHSPVQT
with peer educators for adolescents; children’s clubs; caregiver support
groups)
t.%5NFNCFSTTIPVMECFQBUSPOTUPUIFTVQQPSUHSPVQT UPHVJEFBDUJWJUJFTJO
line with intended objectives
For more information, refer to the National Guidelines for the Formation and
Management of Support Groups, 2013

SMS reminder system

t&OSPMQBUJFOUTJOUPBOBVUPNBUFE4.4SFNJOEFSTZTUFNXJUIUIFJSDPOTFOU
t3FWJFXUIFUZQFPGNFTTBHFTUIFQBUJFOUNBZSFDFJWF UIFGSFRVFODZPG
messages, and any actions the patient should take when receiving the message
t&OTVSFUIFTZTUFNBOENFTTBHFTNBJOUBJOQBUJFOUQSJWBDZBOEDPOĕEFOUJBMJUZ

Other reminder strategies

t&ODPVSBHFQBUJFOUDBSFHJWFSUPTFUBTQFDJĕDUJNFPGEBZUPUBLF"35 BOEUP
associate ART time with a specific event/s in their daily schedule
t&ODPVSBHFQBUJFOUDBSFHJWFSUPTFUBOBMBSNPOUIFJSQIPOF
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5.1.3 ART Readiness Assessment
Table 5.3: ART Readiness Assessment Form
Criteria

Y/N*

A. Psychosocial/Knowledge Criteria (applies to patients and caregivers)
1. Understands the nature of HIV infection and benefits of ART?
2. Has screened negative for alcohol or other drug use disorder, or is stable on treatment (see Section
4.6)
3. Has screened negative for depression or other psychiatric illness, or is stable on treatment (see
Section 4.6)
4. Is willing to disclose/has disclosed HIV status, ideally to a family member or close friend?
5. Has received demonstration of how to take/administer ART and other prescribed medication?
6. Has received information on predictable side effects of ART and understands what steps to take in
case of these side effects?
7. For patients dependent on a caregiver: caregiver is committed to long-term support of the patient,
daily administration of ART, and meets the criteria above?
8. Other likely barriers to adherence have been identified and there is a plan in place to address them
(e.g. frequent travel for work, plan to deal with unexpected travel, distance from clinic, etc)?
9. Patient/caregiver has provided accurate locator information and contact details?
10. Patient/caregiver feels ready to start ART today?
B. Support Systems Criteria (applies to patients and caregivers)
1. Has identified convenient time/s of day for taking ART, and/or associated dose/s with daily
event/s?
2. Treatment supporter has been identified and engaged in HIV education, or will attend next
counselling session?
3. Is aware of support group meeting time/s?
4. If facility has SMS reminder system: Has enrolled into SMS reminder system?
5. Other support systems are in place or planned (e.g. setting phone alarm, pill box)?
C. Medical Criteria (applies to patients)
1. Newly diagnosed TB: defer ART until patient tolerating anti-TB medications; initiate ART as
soon as possible within the first 8 weeks of TB treatment (preferably within 2 weeks); monitor
closely for IRIS
2. Newly diagnosed cryptococcal meningitis (CM), or symptoms consistent with CM (progressive
headache, fever, malaise, neck pain, confusion): defer ART until completed 4 weeks of CM
treatment (if amphotericin plus fluconazole) or 4-6 weeks of CM treatment (if fluconazole
alone) and symptoms resolved, or until ruling out CM as the cause of symptoms; monitor
closely for IRIS

*If the response to any of the psychosocial criteria or support systems criteria is “No”: develop a strategy
to address the issue as quickly as possible, and consider assigning a case manager. ART may be initiated
with adequate adherence support while the criteria is being addressed, or ART may be deferred until the
criteria is met, on a case-by-case basis
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At each visit up until ART initiation, every patient should be assessed for his or her readiness to
start ART (Table 5.3); with each patient/caregiver allowed to make the final decision on whether
and when to start ART.

5.1.4 Additional Considerations for Caregivers, Children and Adolescents

Children and adolescents depend on caregivers to support their adherence so there are special
considerations for adherence preparation and support. All topics covered in the HIV Education
and Adherence Counselling sessions (Table 5.1 and Annex 8) should be covered with the caregiver,
with involvement of the child/adolescent as appropriate based on the stage of disclosure and their
developmental stage (Table 5.4).
Table 5.4: Age-appropriate Involvement of Child/Adolescent in HIV Education and Adherence
Counselling
Age

Counselling Approach

< 6 years old

The counselling sessions will focus on engaging all of the child’s caregivers

6-12 years old

Both the caregiver and the child will be involved. The counselling will focus on
the caregiver; younger children can be given a paper and pen and asked to draw
their family, school, etc, and talk about their experiences. Disclosure of HIV
status to the child should commence by 5 years of age and be completed by 1012 years of age (Annex 5)

> 12 years old with caregiver
present

Most of the counselling can focus on the adolescent, who is often fully
responsible for medication administration. However, it is necessary to keep the
caregiver coming and involved in supporting the adolescent. A recommended
approach is to start with the caregiver alone, then see the caregiver and
adolescent together, and then see the adolescent alone. Use the HEADSSS tool*
to facilitate discussion

> 12 years old without the
caregiver present

Use the HEADSSS tool* to facilitate discussion. Negotiate involvement of a
treatment supporter

*HEADSSS assesses: Home; Education/Employment; Activities; Drugs; Sexuality; Suicide/depression/selfimage; Safety. The HEADSSS tool is the in Paediatric Toolkit 2016 (A Guide for Caring for Children and
Adolescents Living with HIV in Kenya)

In addition to the standard HIV Education and Adherence Counselling topics, unique issues need
to be addressed for caregivers, children and adolescents (Table 5.5).
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Table 5.5: Unique Considerations for Caregivers, Children and Adolescents
Caregiver Barriers to Adherence
t'SFRVFOUMZDIBOHJOHPSNVMUJQMFTJNVMUBOFPVTDBSFHJWFST
t"CTFOUPSTJDLDBSFHJWFS
t1PPSVOEFSTUBOEJOHPG)*7NBOBHFNFOUEVFUPJOBEFRVBUFDPVOTFMMJOH FMEFSMZ PSJMMJUFSBUFDBSFHJWFS
t%FQSFTTJPO BMDPIPMBOEPUIFSESVHVTF
t-JWJOHGBSGSPNUIFIFBMUIGBDJMJUZ
t&DPOPNJDBMMZVOTUBCMF
t-BDLPGBČFDUJPOCFUXFFODBSFHJWFSBOEDIJME
t-BDLPGTVQQPSUTZTUFNTGPSUIFDBSFHJWFS
Child/Adolescent Barriers to Adherence
t-FWFMPGEJTDMPTVSF JTUIFDIJMEBEPMFTDFOUBXBSFPGUIFJS)*7TUBUVT
t-BDLPGVOEFSTUBOEJOHPGEJTFBTFUSFBUNFOU
t%FWFMPQNFOUBMTUBHFTBOEFNPUJPOBMTUBUF
t$IJMESFGVTBMUPTXBMMPXNFEJDJOF OFWFSBMMPXEPTJOHSFGVTBMBMMBDUJWJUJFTTIPVMETUPQGPSUIFDIJMEVOUJMUIF
dose is swallowed)
t4UJHNBUJ[BUJPOBOEEJTDSJNJOBUJPO
t-PXTFMGFTUFFN
t%FQSFTTJPO
t%FĕBODFSFMBUFEUPBUSPVCMFTPNFDBSFHJWFSDIJMESFMBUJPOTIJQ
t*OBEFRVBUFTUSVDUVSFTBUTDIPPM EBZPSCPBSEJOH UPTVQQPSUBEIFSFODF
t-BDLPGTVQQPSUTZTUFNTGPSUIFDIJMEBEPMFTDFOU
Treatment Barriers to Adherence
t-BSHFWPMVNFTPGTZSVQT
t#BEUBTUFPGTZSVQT
t1JMMCVSEFO
t$POGVTJOHSFHJNFOTDPNCJOJOHTZSVQTBOEUBCMFUT
t4JEFFČFDUT
t%PTFBEKVTUNFOUSFRVJSFNFOUTBTUIFDIJMEHSPXT

For all children/adolescents, the level of disclosure should be assessed at first visit and the management plan
should include a plan for age-appropriate disclosure (Annex 5).
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5.2 Adherence Monitoring, Counselling and Support During the First 6 Months of
ART

Once ART has been initiated, adherence should be assessed non-judgementally by a trained
provider during each visit (Table 5.6). The objectives of this assessment are to evaluate and
reinforce the patient’s adherence to ART, to elicit any barriers to the same, and to develop a plan
with the patient/caregiver to address any of the barriers identified. These may include incorrect
knowledge of HIV infection and ART, unsupportive psychosocial factors, difficult home or school
environment, substance use and poor motivation for taking medication. Patients/caregivers
need to be counselled on the importance of being honest about their adherence in order for the
healthcare team to serve them better.
Table 5.6: Adherence Monitoring Strategies
Adherence
Monitoring
Strategy

Technique

Frequency

Subjective (self-reported adherence)
Morisky
Medication
Adherence
Scale-4

Use Table 5.7 to assess adherence using a standardized
questionnaire, and take action as required

Every patient, every visit

Morisky
Medication
Adherence
Scale-8

Use Table 5.8 to assess adherence using a standardized
questionnaire, and take action as required

Any time a healthcare worker
suspects adherence problems (e.g.
patients with suspected or confirmed
treatment failure; patient who misses
an appointment)

Ask the patient to bring all their pills with them to follow-up
visits. Calculate how many pills should be remaining based
on the previous prescription date and amount prescribed,
and compare to how many pills are actually remaining.
Excess pills are assumed to be missed doses. Use Table 5.9 to
calculate adherence rate and take action as required

t"UFWFSZWJTJUVOUJMDPOĕSNFEWJSBM
suppression
t"OZUJNFBIFBMUIDBSFXPSLFS
suspects adherence problems

Compare drug pick-up date with expected date of pick-up
(based on number of pills dispensed at last visit). If drug
pick-up date is later than expected, it is assumed the patient
is missing doses equivalent to the number of days late

t"UFWFSZESVHQJDLVQ
t"OZUJNFBIFBMUIDBSFXPSLFS
suspects adherence problems

Objective

Pill counts

Pharmacy refill
records

Viral load

Home visit
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Follow the VL monitoring algorithm (Figure 6.3 in Section
6). VL < 1,000 copies/mL is the best available confirmation
of adequate adherence
Observe where and how a patient stores and takes their
medications, and assess if they have extra medications
because of missed doses. Home visits may also provide
a better understanding of a patient’s living situation and
specific barriers to adherence. Unscheduled home visits
may be more revealing, but should only be conducted if the
patient consented to home visits previously (preferably at
the time of enrolment or initiation)

t"ęFSTUBSUJOH"35BUNPOUIT  
and then annually
t'PSQSFHOBOUBOECSFBTUGFFEJOH
women: every 6 months (and at 1st
ANC visit if already on ART)

For patients with suspected or
confirmed treatment failure, patients
who default from care, or any time the
MDT feels a home visit will contribute
to patient management
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Accurately assessing adherence requires clinicians to develop a collaborative and non-judgmental
relationship with patients. This is best done when one provider follows an individual patient
longitudinally. The key to asking patients about their adherence is not in the specifics of the tool
used but in taking the time to ask about adherence regularly, and doing so in an open and truly
inquisitive manner. Otherwise, many patients will simply state what they believe the clinician
wants to hear: perfectly adherent.
Every provider in each ART service delivery point should receive training and gain confidence
in assessing adherence and providing adherence support and counselling to the majority of
patients who do not have significant barriers to adherence. However, patients with significant
adherence challenges and multiple barriers to adherence should be referred to providers with
additional training and time to offer dedicated and enhanced adherence support and counselling.
Involving experienced colleagues at the same health facility should be done as soon as a concern
is identified, and the patient should be discussed by the MDT to generate as many solutions as
possible. Consultation with Mental Health Teams or regional or national mentors may be required
for complex situations.
Table 5.7: Morisky Medication Adherence Scale (MMAS-4)
MMAS-4: Ask the patient each question below. Circle the corresponding score for each response. After
completion of all questions, add up all the points that you have circled for the total score.
Question

Yes

No

1. Do you ever forget to take your medicine?

1

0

2. Are you careless at times about taking your medicine?

1

0

3. Sometimes if you feel worse when you take the medicine, do you stop taking it?

1

0

4. When you feel better do you sometimes stop taking your medicine?

1

0

Total Score (sum of all items)
Interpretation of MMAS-4 Score
MMAS-4 Score
0

1-2

3-4

Adherence Rating
Good

Inadequate

Poor

Action Required
Continue with routine monitoring, counselling and support
t%JTDVTTBTBO.%5
t"TTJHOBDBTFNBOBHFS
t"TTFTTGPSBOEBEESFTTCBSSJFSTUPBEIFSFODF 5BCMF
t&OHBHFUSFBUNFOUTVQQPSUFSJOBEIFSFODFDPVOTFMMJOHTFTTJPOT
t'PMMPXVQJOXFFLT
t%JTDVTTBTBO.%5
t"TTJHOBDBTFNBOBHFS
t"TTFTTGPSBOEBEESFTTCBSSJFSTUPBEIFSFODF 5BCMF
t&OHBHFUSFBUNFOUTVQQPSUFSJOBEIFSFODFDPVOTFMMJOHTFTTJPOT
t*NQMFNFOU%05T
t'PMMPXVQJOXFFLT
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Table 5.8: Morisky Medication Adherence Scale (MMAS-8)
MMAS-8: Ask the patient each question below. Circle the corresponding score for each response. After
completion of all questions, add up all the points that you have circled for the total score.
Question

Yes

No

1. Do you ever forget to take your medicine?

1

0

2. Are you careless at times about taking your medicine?

1

0

3. Sometimes if you feel worse when you take the medicine, do you stop taking it?

1

0

4. When you feel better do you sometimes stop taking your medicine?

1

0

5. Did you take your medicine yesterday?

0

1

6. When you feel like your symptoms are under control, do you sometimes stop taking
your medicine?

1

0

1

0

7. Taking medication every day is a real inconvenience for some people. Do you ever
feel under pressure about sticking to your treatment plan?
8. How often do you have difficulty remembering to take all your medications? (Please
circle the correct number)
___A. Never/Rarely
___B. Once in a while
___C. Sometimes
___D. Usually
___E. All the time

Points:
A. 0
B. ¼
C. ½
D. ¾
E. 1

Total Score (sum of all items)
Interpretation of MMAS-8 Score
MMAS-8 Score
0

1-2

3-8
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Adherence Rating
Good

Inadequate

Poor

Action Required
Continue with routine monitoring, counselling and support
t%JTDVTTBTBO.%5
t"TTJHOBDBTFNBOBHFS
t"TTFTTGPSBOEBEESFTTCBSSJFSTUPBEIFSFODF 5BCMF
t&OHBHFUSFBUNFOUTVQQPSUFSJOBEIFSFODFDPVOTFMMJOHTFTTJPOT
t'PMMPXVQJOXFFLT
t%JTDVTTBTBO.%5
t"TTJHOBDBTFNBOBHFS
t"TTFTTGPSBOEBEESFTTCBSSJFSTUPBEIFSFODF 5BCMF
t&OHBHFUSFBUNFOUTVQQPSUFSJOBEIFSFODFDPVOTFMMJOHTFTTJPOT
t*NQMFNFOU%05T
t'PMMPXVQJOXFFLT
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Table 5.9: Adherence Rate Based on Pill Counts
Missed Doses per Month
For once-daily
regimen

For BD
regimen

% of
Medications
Taken

1 dose

1-3 doses

ȴ

2-4 doses

ȴEPTFT

4-8 doses

ȴEPTFT

85-94%

< 85%

Adherence
Rating

Good

Inadequate

Poor

Action Required (see Table 5.10 for more
details)

t$POUJOVFXJUISPVUJOFNPOJUPSJOH 
counselling and support
t%JTDVTTBTBO.%5
t"TTJHOBDBTFNBOBHFS
t"TTFTTGPSBOEBEESFTTCBSSJFSTUP
adherence (Table 5.11)
t&OHBHFUSFBUNFOUTVQQPSUFSJOBEIFSFODF
counselling sessions
t'PMMPXVQJOXFFLT
t%JTDVTTBTBO.%5
t"TTJHOBDBTFNBOBHFS
t"TTFTTGPSBOEBEESFTTCBSSJFSTUP
adherence (Table 5.11)
t&OHBHFUSFBUNFOUTVQQPSUFSJOBEIFSFODF
counselling sessions
t*NQMFNFOU%05T
t'PMMPXVQJOXFFLT

5.2.2 Adherence Counselling and Support During the First 6 Months of ART

All patients recently initiated on ART need careful adherence monitoring and support to ensure
they achieve virological suppression. This is particularly important given the brief pre-initiation
preparation phase. The intensity of counselling and support are dependent on the patients’ level of
adherence as assessed by the methods described in section 5.2.1.
Table 5.10 summarizes adherence counselling and support for patients from the time of ART
initiation until the 6-month viral load results are available. For patients who have inadequate or
poor adherence, Table 5.11 describes the assessment for barriers to adherence.
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Table 5.10: Adherence Counselling and Support During the First 6 Months of ART
No adherence concerns (based on adherence assessment and healthcare team opinion)

Counselling: Group or Individual, at every
visit (can be done by any member of the
healthcare team, including the clinician)

Support

t3FWJFXQBUJFOUDBSFHJWFS)*7LOPXMFEHF 5BCMF "OOFY BOE
address any gaps
t3FWJFXQBUJFOUDBSFHJWFSVOEFSTUBOEJOHPG"35BENJOJTUSBUJPO
(dosing, timing, frequency) and address any gaps
t&MJDJUBOZDPODFSOTUIFQBUJFOUDBSFHJWFSIBTBCPVU"35 PUIFS
medications, visit schedule, or health. Address any concerns or
engage another care team member who can address them
t&YQMPSFBOZNBKPSSFDFOUPSFYQFDUFEDIBOHFTJOUIFQBUJFOUT
caregiver’s life or daily routine that could disrupt adherence
t6QEBUFQBUJFOUMPDBUPSBOEDPOUBDUJOGPSNBUJPO
t&ODPVSBHFUIFQBUJFOUDBSFHJWFSUPDPOUJOVFXJUIUIFTVQQPSU
systems discussed and implemented pre-ART
t&ODPVSBHFJOUSPEVDUJPOPGBEEJUJPOBMTUBOEBSETVQQPSUTZTUFNT
(Table 5.2), including supporting disclosure as needed

Inadequate or poor adherence (based on adherence assessment or healthcare team opinion)

Counselling: Individual, at every visit until
adherence is good (preferably by someone
trained on adherence counselling)

Support
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tAssess for and address potential barriers to adherence (Table
5.11)
t3FWJFXQBUJFOUDBSFHJWFS)*7LOPXMFEHF 5BCMF "OOFY BOE
address any gaps
t3FWJFXQBUJFOUDBSFHJWFSVOEFSTUBOEJOHPG"35BENJOJTUSBUJPO
(dosing, timing, frequency) and address any gaps
t&MJDJUBOZDPODFSOTUIFQBUJFOUDBSFHJWFSIBTBCPVU"35 PUIFS
medications, visit schedule, or health. Address any concerns or
engage another care team member who can address them
t&YQMPSFBOZNBKPSSFDFOUPSFYQFDUFEDIBOHFTJOUIFQBUJFOUT
caregiver’s life or daily routine that could disrupt adherence
t6QEBUFQBUJFOUMPDBUPSBOEDPOUBDUJOGPSNBUJPO
t3FWJFXFČFDUJWFOFTTPGTVQQPSUTZTUFNTUIFZBMSFBEZIBWFJOQMBDF
t&ODPVSBHFJOUSPEVDUJPOPGBEEJUJPOBMTUBOEBSEBOEFOIBODFE
support systems (Table 5.2), including supporting disclosure as
needed, assigning a case manager and considering DOTs
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Table 5.11: Assessing Barriers to Adherence
Theme
Awareness of
HIV status

Understanding
of HIV infection
and ART?

Daily routine

Psychosocial
circumstances

Assessment
t)BTUIFQBUJFOUDBSFHJWFSBDDFQUFE)*7TUBUVT
t'PSDIJMESFOBEPMFTDFOUTJTBHFBQQSPQSJBUFEJTDMPTVSFVOEFSXBZDPNQMFUF
t)PX)*7BČFDUTUIFCPEZBOESJTLPGUSBOTNJTTJPOUPTFYVBMQBSUOFSTBOEDIJMESFO
t"35BOEIPXJUXPSLT
t6OEFSTUBOEJOHPGTJEFFČFDUTBOEXIBUUPEPJODBTFPGTJEFFČFDUT
- “Have you experienced any side effect since your last visit? Has this affected the way you
take your medicine?”
t#FOFĕUTPGBEIFSFODF
t$POTFRVFODFTPGOPOBEIFSFODFJODMVEJOHESVHSFTJTUBODFBOEUSFBUNFOUGBJMVSF
t3FWJFXUIFQBUJFOUTDBSFHJWFSTEBJMZSPVUJOFi5FMMNFBCPVUZPVSUZQJDBMEBZw
t3FWJFXIPXUIFQBUJFOUUBLFTNFEJDJOFPSIPXUIFDBSFHJWFSBENJOJTUFSTJU
- “Please tell me how you take each of your medicines?”
- “How does taking your medicine fit into your daily routine?”
t*GUIFQBUJFOUTDBSFHJWFSTEBJMZSPVUJOFDPOĘJDUTXJUINFEJDBUJPOTDIFEVMF XPSLXJUIUIFNUP
find a new medication schedule that will be more appropriate
t3FNJOEUIFQBUJFOUDBSFHJWFSUPUBLFHJWFNJTTFEPSEFMBZFEEPTFTBTTPPOBTIFTIF
remembers (up to 12 hours late if on a once-daily regimen, or up to 6 hours late if on a twicedaily regimen). The next dose should be taken at the usual time
ti8IBUEPZPVEPJODBTFPGWJTJUT BOEUSBWFM w
t3FNJOEUIFQBUJFOUDBSFHJWFSUPQMBOUSBWFMXFMM QBDLTVďDJFOUNFEJDJOFCVUTIPVMEUIFJS
medication get finished before they return, advise them to visit the closest ART centre and
show their appointment card to get a refill
t'PSPSQIBOTJUJTDSJUJDBMUPBTTFTTXIPUIFQSJNBSZDBSFHJWFSJTBOEUIFJSDPNNJUNFOU
Home environment:
ti8IPEPZPVMJWFXJUI w
ti8IPJTBXBSFPGZPVS)*7TUBUVT "SFUIFSFQFPQMFJOZPVSMJGFXJUIXIPNZPVWFEJTDVTTFE
your HIV status and ART use?”
- Discuss the usefulness of enlisting the support of family members, friends or a treatment
supporter/buddy in reminding them to take medication (for children/adolescents, this
includes teachers and/or supportive peers at school); offer assisted disclosure
- Encourage the patient to identify and bring a treatment supporter during the next visit
t4VQQPSUTZTUFN USFBUNFOUCVEEZ QTZDIPTPDJBMTVQQPSUHSPVQT FUD
t$IBOHFTJOSFMBUJPOTIJQTXJUIGBNJMZNFNCFSTGSJFOET
t4DSFFOUIFQBUJFOUDBSFHJWFSGPSBMDPIPMBOETVCTUBODFBCVTF 5BCMFTBOEJO4FDUJPO
4)
- Discuss impact on ability to remember to take medication
- Explore motivation to stop and offer support/referral
- Encourage limiting use and planning ahead so as not to forget to take medication
t4DSFFOGPSHFOEFSCBTFEWJPMFODF 4FDUJPO
t4UJHNBBOEEJTDSJNJOBUJPO
- “Does it bother you people might find out about your HIV status?”
- “Do you feel that people treat you differently when they know your HIV status?”
t%JTDVTTJGTUJHNBJTJOUFSGFSJOHXJUIUBLJOHNFEJDBUJPOPOUJNF PSXJUILFFQJOHDMJOJD
appointments
t#FMJFGTIBTUIFQBUJFOUUSJFEGBJUIIFBMJOH )BTUIFQBUJFOUFWFSTUPQQFEVTJOHNFEJDBUJPO
because of religious beliefs?

Mental Health
Screening

t4DSFFOQBUJFOUDBSFHJWFSGPSEFQSFTTJPOVTJOHUIF1)2 5BCMFJO4FDUJPO BOE
manage/refer as required

Referrals

t&TUBCMJTIJGUIFQBUJFOUIBTCFFOSFGFSSFEUPPUIFSTFSWJDFT JODMVEJOHOVUSJUJPO QTZDIPTPDJBM
support services, other medical clinics, substance use treatment, etc)
t%JEIFTIFBUUFOEUIFBQQPJOUNFOUT 8IBUXBTIJTIFSFYQFSJFODF %PUIFSFGFSSBMTOFFEUP
be re-organized?
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5.3 Adherence Monitoring, Counselling and Support for Patients with Viral Load <
1,000 copies/mL
Once a patient has confirmed viral suppression (with VL < 1,000) this is confirmation of adequate
adherence to ART. The patient can be reassured that they will do well if they continue to adhere.
However, all patients are at risk of new or worsening barriers to adherence, so adherence monitoring,
counselling and support should continue despite viral suppression, but at a lower intensity and
frequency unless concerns are identified (Table 5.12).
Table 5.12: Adherence Counselling and Support for Patients with Viral Load < 1,000 copies/mL
No adherence concerns (based on adherence assessment and healthcare team opinion)

Counselling: Group or
Individual, every visit

Support

t&MJDJUBOZDPODFSOTUIFQBUJFOUDBSFHJWFSIBTBCPVU"35 PUIFSNFEJDBUJPOT 
visit schedule, or health. Address any concerns or engage another care team
member who can address them
t&YQMPSFBOZNBKPSSFDFOUPSFYQFDUFEDIBOHFTJOUIFQBUJFOUTDBSFHJWFSTMJGFPS
daily routine that could disrupt adherence
t6QEBUFQBUJFOUMPDBUPSBOEDPOUBDUJOGPSNBUJPO
t&ODPVSBHFUIFQBUJFOUDBSFHJWFSUPDPOUJOVFXJUIUIFTVQQPSUTZTUFNTUIBUBSF
in place already

Inadequate or poor adherence (based on adherence assessment or healthcare team opinion)

Counselling: Individual, at
every visit until adherence
is good

Support
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tAssess for and address potential barriers to adherence (Table 5.11)
t3FWJFXQBUJFOUDBSFHJWFS)*7LOPXMFEHF 5BCMF "OOFY BOEBEESFTTBOZ
gaps
t3FWJFXQBUJFOUDBSFHJWFSVOEFSTUBOEJOHPG"35BENJOJTUSBUJPO EPTJOH 
timing, frequency) and address any gaps
t&MJDJUBOZDPODFSOTUIFQBUJFOUDBSFHJWFSIBTBCPVU"35 PUIFSNFEJDBUJPOT 
visit schedule, or health. Address any concerns or engage another care team
member who can address them
t&YQMPSFBOZNBKPSSFDFOUPSFYQFDUFEDIBOHFTJOUIFQBUJFOUTDBSFHJWFSTMJGFPS
daily routine that could disrupt adherence
t6QEBUFQBUJFOUMPDBUPSBOEDPOUBDUJOGPSNBUJPO
t3FWJFXFČFDUJWFOFTTPGTVQQPSUTZTUFNTUIFQBUJFOUBMSFBEZIBTJOQMBDF
t&ODPVSBHFJOUSPEVDUJPOPGBEEJUJPOBMTUBOEBSEBOEFOIBODFETVQQPSUTZTUFNT
(Table 5.2), including supporting disclosure as needed, assigning a case
manager and considering DOTs

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

5.4 Enhanced Adherence Assessment and Interventions for Patients with Suspected
or Confirmed Treatment Failure

Treatment failure should be suspected whenever a patient has been on ART for at least 6 months
and has: a detectable viral load; a decline in CD4 count, or; any new or worsening clinical condition.
Treatment failure is confirmed as per the viral load monitoring algorithm (Figure 6.3 in Section 6).
Poor adherence is often the most important factor in developing treatment failure, through there
can be other causes. Adherence must be thoroughly assessed and all issues must be addressed
before switching patients to the next line of ART. Do not change regimens until the reason/s for
treatment failure have been identified and addressed, and a repeat VL is still >1,000 copies/mL
after 3 months of good adherence.

5.4.1 Enhanced Adherence Assessments

As soon as treatment failure is suspected the patient/caregiver should be discussed by the
facility multi-disciplinary team to develop a plan for assessing barriers to adherence (including
scheduling a home visit), and assessing other potential causes of treatment failure (e.g. inadequate
dosing/dose adjustments, drug-drug interactions, drug-food interactions, impaired absorption
(e.g. chronic severe diarrhoea)).
Patients with suspected or confirmed treatment failure should undergo adherence assessments as
described in Table 5.7, including the MMAS-8 and the home visit. If the patient has a caregiver,
treatment buddy, and/or spouse/partner who is enrolled in HIV care, that person’s file should also
be reviewed to confirm their most recent viral load results and adherence.
All patients with suspected or confirmed treatment failure should have a thorough assessment of
potential barriers to adherence (Table 5.11).

5.4.2. Enhanced Adherence Counselling

The goal of Enhanced Adherence Counselling is to assess possible barriers to adherence in a nonjudgmental way and to help the patient construct an adherence plan with concrete objectives. It
is important not to focus solely on knowledge of HIV and ART but also to review psychological,
emotional, and socio-economic factors that may contribute to poor adherence. In addition,
exploring the patient’s motivation for taking medication often highlights reasons for poor
adherence.
Three sessions of Enhanced Adherence Counselling are recommended as the minimum number
of sessions, but additional sessions can be added as needed (Table 5.13). If the adherence is
evaluated as adequate, a repeat viral load is done after three months of good adherence, and
another Enhanced Adherence Counselling session is conducted to discuss the viral load results. A
detailed content guide for Enhanced Adherence Counselling is provided in Annex 9.
It is preferable to have the patient go through all adherence counselling sessions with the same
counsellor in order to provide continuity, and that the session is documented to ensure follow-up
of all issues identified.
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Table 5.13: Components of Enhanced Adherence Counselling Sessions (Annex 9 for detailed
content guide)
Enhanced Adherence Counselling Sessions: Overview
t3FWJFXVOEFSTUBOEJOHPGWJSBMMPBE 7- BOEEJTDVTTXIZUIFQBUJFOUT7-JTIJHI
t3FWJFXDPHOJUJWF CFIBWJPVSBM FNPUJPOBMBOETPDJPFDPOPNJDCBSSJFSTUPBEIFSFODF
- Treatment literacy
- Medications: dosage, timing, storage
- Side effects
- Discuss risk reduction (e.g. for substance abuse)
Session 1
- Motivation
- Mental health screening (screen for depression using PHQ-9, Table 4.14)
- Discuss patient’s support systems
t3FGFSSBMTBOEOFUXPSLJOH
t"TTJTUQBUJFOUUPEFWFMPQBEIFSFODFQMBOUPBEESFTTUIFJEFOUJĕFEJTTVFT

Session 2

Session 3

Session to
Discuss
Repeat Viral
Load Results

t3FWJFXBEIFSFODFQMBOGSPNUIFĕSTUTFTTJPOBOEEJTDVTTBOZDIBMMFOHFT
t*EFOUJGZPUIFSQPTTJCMFHBQTBOEJTTVFTFNFSHJOH
t3FGFSSBMTBOEOFUXPSLJOH
t"TTJTUQBUJFOUUPNPEJGZUIFBEIFSFODFQMBOUPBEESFTTUIFJEFOUJĕFEJTTVFT
t3FWJFXBEIFSFODFQMBOGSPNUIFĕSTUBOETFDPOETFTTJPOBOEEJTDVTTBOZDIBMMFOHFT
t*EFOUJGZPUIFSQPTTJCMFHBQTBOEJTTVFTFNFSHJOH
t"TTJTUQBUJFOUUPNPEJGZUIFBEIFSFODFQMBOUPBEESFTTUIFJEFOUJĕFEJTTVFT
t%FDJTJPOPOSFQFBU7-CBTFEPODVSSFOUBEIFSFODF
- If the adherence is good: plan repeat VL testing after three months of good adherence
and explain possible ways forward, emphasizing role of the patient and the health facility
t*GBEIFSFODFDIBMMFOHFTQFSTJTUQMBOGVSUIFS&OIBODFE"EIFSFODF$PVOTFMMJOHTFTTJPOTCFGPSF
repeating the VL
t%JTDVTTSFTVMUPGUIFTFDPOE7-UFTU
t1MBOUIFXBZGPSXBSE
- If VL now < 1,000: continue current regimen with enhanced adherence, repeat VL after
6 months
- *G7-ȴ QSFQBSFQBUJFOUGPSDIBOHFPGSFHJNFO 'JHVSF

Enhanced Adherence Support Interventions (for patients failing or at high-risk of failing treatment)

Case
management

Directly
observed
therapy
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t"TTJHOBDBTFNBOBHFSUPBMMDIJMESFOBOEBEPMFTDFOUT UIPTFOPUBDIJFWJOHPQUJNVNUSFBUNFOU
outcomes); pregnant women, orphans, patients with alcohol and substance abuse, patients
with mental illness, patients with suspected or confirmed treatment failure, and any patients
who the healthcare team feels has poor adherence or is at high risk of defaulting from care
tćFDBTFNBOBHFSJTUIFMJOLCFUXFFOUIFQBUJFOUBOEUIF.%5
t3PMFTPGUIFDBTFNBOBHFSTJODMVEF
- Coordinating multidisciplinary management for patients under case management
- Following up on appointment-keeping for their patients
- Organizing patient reminders (SMS, calling the day before) and other support systems
- Ensuring appropriate defaulter tracing
- Coordinating home visits to their patients
t1BUJFOUTXJUITVTQFDUFEUSFBUNFOUGBJMVSFTIPVMEIBWF%05TUPFOTVSFHPPEBEIFSFODFCFGPSFB
viral load is repeated to confirm treatment failure
t%05TJOWPMWFTBIFBMUIDBSFQSPWJEFS GBNJMZNFNCFS USFBUNFOUTVQQPSUFSPSBOZUSBJOFEQFFS
observing the patient ingesting their prescribed ART on a daily basis
t%05TDBOCFUBQFSFEPČPODFUIFQBUJFOUBEPQUTDPOTJTUFOUBEIFSFODFFOIBODJOHCFIBWJPVST
and barriers to adherence are overcome
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5.4.3 Enhanced Adherence Support Systems

Adherence support systems will need to be adapted to patients’ specific needs and the context
(Table 5.13). Special attention needs to be given to children, adolescents, patients with mental
health disorders and substance users.
Case Manager
All patients with suspected or confirmed treatment failure should be assigned a case manager. The
case manager is the link between the patient and the MDT, and can coordinate other adherence
support systems that may best serve the patient (Table 5.13).
Directly Observed Therapy/ Daily Witnessed Ingestion
'PS QBUJFOUT XJUI BO JOJUJBM 7- ȴ   DPQJFTN-  UIF QBUJFOU TIPVME IBWF %05T TPNFCPEZ
watching the patient actually swallow their medicine every day) to confirm good adherence for 3
months before repeating the viral load. DOTs can be provided by: healthcare workers, CHVs, peer
educators, caregivers, or family members.
Support Groups
For health facilities with several patients who are failing treatment or who are on 2nd line ART,
special support groups can be established so these patients can work through their adherence
challenges together. Community support groups can also be engaged and linked to the facility for
supporting patients with adherence challenges.

5.5 Treatment Preparation for 2nd Line or 3rd Line ART

After confirming treatment failure and making the decision to start 2nd line or 3rd line ART
(based on discussion as an MDT, and in consultation with the Regional or National HIV Clinical
TWG), the patient requires targeted counselling and education to prepare them for the new
regimen and to support ongoing adherence (Figure 5.2). If the health facility has several patients
on 2nd or 3rd line ART then consideration should be given to having the patients booked on the
same day for a dedicated clinic with full MDT support.
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PATIENT EDUCATION AND COUNSELLING

Figure 5.2: Adherence Counselling and Education for Patients Preparing to Initiate 2nd Line or
3rd Line ART

Assess patient's
knowledge and
understanding

Strengthen key messages on HIV and viral load

Provide
patient education

Provide simple take-home IEC materials on 2nd or 3rd line
ART management

Construct
adherence plan

Ensure monthly
counselling
follow-up sessions
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Provide information on 2nd or 3rd line ART: more
complex to take (more pills, twice-a-day dosing), very
limited optons if this fails
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5.6 Identifying, Tracing, and Supporting Patients who Default from Care

Every service delivery point that is providing ARVs for patients (whether ART, PEP, or PrEP) must
have a functional system for identifying patients who miss appointments and for taking action
within 24 hours of a missed appointment (Figure 5.3).
Figure 5.3: Identifying, Tracing and Supporting Patients who Default from Care
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6. Antiretroviral Therapy in Infants,
Children, Adolescents, and Adults
Available ARVs, while very effective in managing HIV disease, cannot cure HIV infection. The goal
of ART is to suppress viral replication with the aim of reducing the patient’s VL to undetectable
levels. Uninterrupted ART with ongoing strict adherence will help maintain undetectable VL
levels thereby preventing damage to the body’s immune system and restoring and maintaining
healthy living, as well as reducing the risk of sexual and vertical transmission of HIV. Effective
ART consists of a minimum of 3 agents from at least 2 different classes of ARVs.

6.1 Eligibility for ART
All individuals with confirmed HIV infection are eligible for ART, irrespective of
CD4 cell levels, WHO clinical stage, age, pregnancy or breastfeeding status, coinfection status, risk group, or any other criteria.

6.2 Timing of ART Initiation

ART should be started in all patients as soon as possible (preferably within 2 weeks of confirmation
of HIV status).
ART can be initiated as soon as patients meet the ART Readiness Criteria (see Section 5), even if
it is the same day as enrolment into care. ART initiation on the same day as enrolment into care
has additional benefits for HIV prevention (e.g. for pregnant and breastfeeding women, and the
HIV positive partner in a discordant relationship), and may have additional mortality benefits for
infants less than 12 months of age. Special considerations for timing of ART initiation are listed
in Table 6.1.
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Table 6.1: Special Considerations for Timing of ART Initiation
Enhanced Adherence
Counselling Sessions:
Overview

Timing of ART Initiation

Pregnant and breastfeeding

Intensive adherence counselling and
Consider ART initiation on the same day as
close follow-up required because of
enrolment
limited time for patient preparation

Infants < 12 months

Intensive adherence counselling and
Consider ART initiation on the same day as
close follow-up required because of
enrolment
limited time for patient preparation

Patients with strong
motivation to start ART
immediately

Consider ART initiation as soon as they
meet ART Readiness Assessment criteria,
even if on the same day as enrolment

Intensive adherence counselling and
close follow-up required because of
limited time for patient preparation

Patients with newly
diagnosed TB

Defer ART until tolerating anti-TB
medication; initiate ART within 8 weeks of
starting TB treatment (preferably within 2
weeks)

Monitor closely for IRIS

Patients with cryptococcal
meningitis

If treating CM with amphotericin
and fluconazole: defer ART until after
completing 4 weeks of CM treatment and
symptoms have resolved
If treating CM with fluconazole alone: defer
ART until after completing 4-6 weeks of
CM treatment and symptoms have resolved

Comments

Monitor closely for IRIS

Patients for whom
adherence will be
particularly challenging

Start ART as soon as adequate support
systems are in place for adherence (e.g.
A case manager should be assigned to
enrolling a PWIDs into a methadone
all patients with complex adherence
program; psychiatric treatment for a patient
challenges
with mental illness; caregiver identified for
an orphan)

All other patients

Adequate ART preparation, and
Start ART within 2 weeks of HIV diagnosis,
continued adherence monitoring and
once they meet ART Readiness Assessment
support is recommended after ART
criteria
initiation for all patients
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6.3 First-Line ART for Infants, Children, Adolescents and Adults (including
Pregnant and Breastfeeding Women)

The recommendations below apply to patients who are starting ART for the first time. Preferred
and alternative first line regimens are shown in Tables 6.2 and 6.3. ARVs for infant prophylaxis
are presented in Tables 7.4 to 7.6. As additional drugs become available through the national
program, such as fixed-dose combinations with dolutegravir (DTG), wider access to raltegravir
(RAL), lower-dose EFV, LPV/r pellets, and paediatric formulations of TDF, ATV/r and rifabutin,
guidance on their use will be provided by NASCOP.
All patients must have weight taken and documented at every visit, and children and
adolescents must have correct weight-based dosing of ARV confirmed at every visit.
Infants and children depend on their caregivers for adherence to medication. Palatability can
also occasionally cause children to refuse medication. Caregivers should be adequately prepared
for the role of administering ARVs to infants and children, including anticipated challenges and
possible solutions.
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Table 6.2: Preferred First-line ART Regimens and Dosing for Children, Adolescent and Adults1
Age

Preferred Regimen

Dosing2 (correct weight-based dosing must be confirmed at
every visit)

< 2 weeks

AZT + 3TC + NVP

AZT 4 mg/kg BD, 3TC 3 mg/kg BD, NVP 4 mg/kg BD
AZT/3TC/NVP 60/30/50 mg: (0.25 tab BD)
This regimen should only be continued until 2 weeks of age, then
the infant should be switched to ABC+3TC+LPV/r

3

2-2.9kg: ABC/3TC (60/30mg): 0.5 tab BD, plus
LPV/r (80/20mg/ml): 1.0 ml BD
2 weeks - < 4 weeks

ABC + 3TC + LPV/r

3-5kg: ABC/3TC (60/30mg): 0.5 tab in AM, and 1.0 tab in PM, plus
LPV/r (80/20mg/ml): 1.0 ml BD
3-5.9kg: ABC/3TC (60/30mg): 1 tab BD, plus
LPV/r (80/20mg/ml): 1.5 ml BD
6-9.9kg: ABC/3TC (60/30mg): 1.5 tabs BD, plus
LPV/r (80/20mg/ml): 1.5 ml BD

4 weeks - < 3 years

ABC + 3TC + LPV/r4
10-13.9kg: ABC/3TC (60/30mg): 2 tabs BD, plus
LPV/r (80/20mg/ml): 2 ml BD
14-19.9kg: ABC/3TC (60/30mg): 2.5 tabs BD, plus
LPV/r (80/20mg/ml): 2.5 ml BD, or
LPV/r (200/50mg) 1 tab BID
10-13.9kg: ABC/3TC (60/30mg): 2 tabs BD, plus
EFV (200mg): 1 tab once daily

3 - 15 years (< 35 kg
body weight)

5

ABC + 3TC + EFV

14-19.9kg: ABC/3TC (60/30mg): 2.5 tabs BD, plus
EFV (200mg): 1.5 tabs once daily
20-24.9kg: ABC/3TC (60/30mg): 3 tabs BD, plus
EFV (200mg): 1.5 tabs once daily
25-34.9kg: ABC/3TC (300/150mg): 1 tab BD, plus
EFV (200mg): 2 tabs once daily

ZFBST ȴLH TDF + 3TC + EFV
body weight)

TDF/3TC/EFV (300/300/600mg): 1 tab once daily

> 15 years

TDF + 3TC + EFV6,7

TDF/3TC/EFV (300/300/600mg): 1 tab once daily

PWID > 15 years

TDF + 3TC + ATV/r

TDF/3TC (300/300mg): 1 tab once daily, plus
ATV/r (300/100mg): 1 tab once daily with food
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1. Patients currently on regimens that are not included in the indicated preferred (Table 6.2) or
alternative (Table 6.3) regimens should be continued on their current regimen together with
routine monitoring until guidance is provided to phase-out specific drugs or regimens, or
until the patient has a specific indication to change the regimen or a single agent
2. See Annex 10 for weight-based dosing of all single-drug and fixed-dose combination
formulations
3. Infants who initiate ART at less than 2 weeks of age should initiate on AZT+3TC+NVP
irrespective of previous NVP exposure; metabolism of other ARVs is not well known for this
age group. As soon as these infants become 2 weeks old, they should switch to ABC + 3TC
+ LPV/r
4. LPV/r pellets, which have better acceptability for children, may replace or be an alternative
to LPV/r suspension once available through the national program.
Weight-based dosing of LPV/r 40mg/10mg per capsule pellets:
Weight band (kg)

No of capsules of LPV40mg/r10mg oral pellets
AM

PM

3-5.9

2

2

6-9.9

3

3

10 - 13.9

4

4

14 - 19.9

5

5

20 - 24.9

6

6

25 - 29.9

7

7

30 - 34.9

8

8

ȴLH

10

10

Additional guidance will be provided as soon as the pellets become available.
5. Consider transitioning children/adolescents from ABC+3TC+EFV to TDF+3TC+EFV once
they reach a sustained weight above 35 kg (at least 2 readings 1 month apart) for decreased
pill burden. Confirm undetectable VL before making any single-drug substitution (Figure
6.2)
6. This is the recommended first line regimen for all adults including: pregnant women (at any
gestational age), breastfeeding women, patients with TB/HIV co-infection, and patients with
HBV/HIV co-infection. This regimen is recommended irrespective of previous exposure to
single-dose NVP
7. In adults not on anti-TB therapy, lower dose EFV (at 400 mg/day) is as effective as EFV at
600 mg/day but with fewer side effects. When EFV 400 FDCs becomes available, providers
will receive official guidance on when and how to transition patients on regular dose EFV to
the lower dose form
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Table 6.3: Special Circumstances to Use Alternative ARVs in First-Line Regimens1
Age

Scenario and ARV Affected

Alternative ARV to Use

< 2 weeks

AZT: Infant Hb < 9.5 g/dL

Defer ART until 2 weeks age, then start
ABC+3TC+LPV/r

ABC: Develops ABC hypersensitivity 6TF";5 JG)CȴHE- PS3"- JG)CH
reaction2
dL)

2 weeks - < 3 years

3 - 15 years (< 35 kg
body weight)

LPV/r: Unable to tolerate LPV/r
because of GI side-effects

Use NVP (if no previous NVP exposure from
PMTCT) or RAL (if previous exposure to NVP)

LPV/r: Currently on anti-TB
medications3

Use LPV/r+ RTV
If not able to tolerate super-boosted LPV/r+ RTV
then use AZT+ABC+3TC for duration of TB
treatment

Mother on PI-based regimen at time
of suspected transmission

Consult Regional or National Clinical HIV TWG
(ulizanascop@gmail.com)

ABC: Develops ABC hypersensitivity 6TF";5 JG)CȴHE- PS3"- JG)CH
reaction2
dL)
EFV: Unable to tolerate EFV (severe
CNS side effects or moderate-severe
rash)

Use LPV/r

TDF: Impaired renal function (CrCl ≤
Use ABC
50 mL/min)
ZFBST ȴLH
body weight)
EFV: Unable to tolerate EFV (severe
CNS side effects or moderate to
6TF"57S JGȴLH PS-17S JGLH
severe rash)

> 15 years

PWID > 15 years

TDF: Impaired renal function (CrCl ≤
Use ABC
50 mL/min)
EFV: Unable to tolerate EFV (severe
CNS side effects or moderate-severe
rash)

Use ATV/r

TDF: Impaired renal function (CrCl ≤
Use ABC
50 mL/min)
ATV/r: Unable to tolerate ATV/r

Use RAL

1. For other scenarios that are not covered in this table, discuss as an MDT and consult the Regional or
National Clinical HIV TWG (ulizanascop@gmail.com)
2. ABC hypersensitivity reaction (AHR) is rare in the Kenyan population. Table 6.9 provides the definition
and management of AHR
3. Use “super-boosted” LPV/r by adding additional ritonavir suspension to manage the drug interaction
between LPV/r and rifampicin (see Table 8.7 in Section 8 for dosing recommendations). As soon as TB
treatment is completed the child should go back to standard LPV/r dosing. For children who cannot
tolerate LPV/r + RTV (usually because of GI side-effects), the alternative regimen is AZT+ABC+3TC;
as soon as TB treatment is completed the child should go back to ABC+3TC+LPV/r, because of the
increased risk of developing treatment failure while on a triple-NRTI regimen
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6.4 Monitoring and Changing ART

The objectives of clinical and laboratory monitoring during ART are to identify and treat
inter-current illnesses, assess for and manage adverse drug reactions, and evaluate response to
treatment. Routine laboratory monitoring recommendations are described in Table 3.4 in Section
3, however, additional investigations should be ordered whenever there is clinical suspicion for
which a laboratory test result may alter patient management.
Indications for changing ART include adverse drug reactions or toxicity, drug-drug interactions,
co-morbidity and treatment failure.
6.4.1 Changing ARVs Due to Adverse Drug Reactions
Patients starting ART should be educated as to potential side effects of ART and all other prescribed
medication. Once patients have been on ART for several months, ADRs are unlikely.
ADRs can have a significant impact on patient adherence and must be identified early and
managed aggressively. All ADRs should be reported to the Pharmacy and Poisons Board using
existing pharmacovigilance tools.
The most common significant ADRs associated with ARVs that may require a drug substitution
are summarized in Table 6.4. General principles for managing ADRs are outlined in Figure 6.1.
Managing specific ADRs is described in Tables 6.6-6.9.
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Table 6.4: Common Significant Adverse Drug Reactions
ARV Agent

Adverse Drug Reaction

High Risk Situations/Comments

ABC hypersensitivity reaction

Do not re-challenge

Anaemia, neutropenia

CD4 count < 200 cells/mL; BMI < 18.5 (or body
weight < 50kg); anaemia at baseline

Lactic acidosis

Pregnancy; obesity

Lipoatrophy

Low CD4 count

Renal Dysfunction

Underlying renal disease; Age > 40 years;
BMI < 18.5 (or body weight < 50kg); diabetes;
hypertension; concomitant PI use or nephrotoxic
drug

Rash/hypersensitivity
(NVP>>EFV>ETR)

For NVP: women with CD4 count > 250 cells/mL;
men with CD4 count > 400 cells/mL

CNS side-effects

Pre-existing psychiatric disorder

Gynaecomastia

Consult

Hepatotoxicity

HBV or HCV co-infection; concomitant use of
hepatotoxic drugs; women with CD4 count > 250
cells/mL; men with CD4 count > 400 cells/mL

GI intolerance (LPV/r>DRV/
r>ATV/r

Consult

Dyslipidaemia (LPV/r>DRV/
r>ATV/r)

Obesity; sedentary lifestyle; diet high in saturated
fats and cholesterol

ATV/r

Hyperbilirubinemia

Note: this only requires drug substitution if
cosmetic effect of jaundice is likely to interfere with
patient adherence

DRV/r

Rash/hypersensitivity

Sulfa allergy

Rash/hypersensitivity

Consult

NRTIs
ABC

AZT

TDF

NNRTIs
All NNRTIs

EFV

NVP

PIs

All PIs boosted with
RTV

INSTIs
All INSTIs
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Figure 6.1: General Principles for Managing Adverse Drug Reactions

1. At every clinic visit the patient on ART should be monitored clinically for toxicities using appropriate
history (history of symptoms that suggest toxicity) and physical examination (relevant signs). Targeted
laboratory assessment may be used to confirm specific toxicities
2. Evaluate concurrent medications and establish whether the toxicity is attributable to an ARV drug (or
drugs), or to a non-ARV medication taken at the same time. Consider other disease processes (e.g.
concurrent infectious processes or IRIS)
3. All toxicities should be graded. Manage the adverse event according to severity
* Follow single-drug substitution algorithm (Figure 6.2)
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Figure 6.2: Managing Single Drug Substitutions for ART
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Table 6.5: ARV Dose Adjustments with Renal Impairement1
CrCl (mL/min)
Drug

Haemodialysis (dose
after dialysis)

Peritoneal dialysis

10-50

<10

TDF2

AVOID2

AVOID2

300 mg once weekly

Unknown

ABC

Unchanged

Unchanged

Unchanged

Unchanged

AZT

Unchanged

300 mg once daily 300 mg once daily

3TC

150 mg once daily 50 mg once daily

50 mg first dose, then 25 50 mg first dose, then 25
mg once daily
mg once daily

NNRTIs (all)

Unchanged

Unchanged

Unchanged

Unchanged

PIs (all)

Unchanged

Unchanged

Unchanged

Unchanged

INSTIs (all)

Unchanged

Unchanged

Unchanged

Unchanged

300 mg once daily

1. Patients with baseline CrCl of ≤ 50 mL/min should not be initiated on TDF; patients who develop renal
impairment (CrCL ≤ 50 mL/min) while on TDF should be switched to an alternate ARV (preferably
ABC) following the single drug substitution algorithm, (Figure 6.2)
2. For patients with HBV co-infection, the benefit of TDF for treating HBV often outweighs the renal
impairment, so more severe levels of renal impairment are tolerated. See Table 9.3 in Section 9 for TDF
dose adjustments for patients with HBV/HIV co-infection

Table 6.6: Management of AZT-Associated Bone Marrow Suppression
Test

Hb (g/dL)

Neutrophils (x
109/L)

Result

Action

> 8.5 (but decrease from pre-AZT
baseline)

300 mg once weekly

≤ 8.5

Switch from AZT to an alternative ARV

Retain AZT, repeat in 1 week (if accessing follow1.0 – 1.5 (and decrease from pre-AZT
up Hb is difficult then consider switching to an
baseline, if available)
alternative ARV immediately)
≤ 1.0

Switch from AZT to an alternative ARV

Note:
1. Patients with baseline Hb of < 9.5 g/dL should not be initiated on AZT; patients who develop anaemia
while on AZT should be managed as per this table
2. AZT-associated bone marrow suppression occurs early in the course of treatment, usually within 3
months of initiating ART
3. All patients with anaemia and/or neutropenia, whether on AZT or not, should be evaluated for other
likely causes of anaemia/neutropenia and managed appropriately
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Table 6.7: Management of Drug-Related Hepatotoxicity
ALT

<2.5 x Upper Limit of Normal
(ULN)

2.5 – 5 x ULN

> 5 x ULN

Action

Retain regimen,
repeat in 2 weeks

Discontinue offending
drug/s

Unknown

Retain regimen,
repeat in 1 week

Note: All patients with acute increase in liver enzymes should be evaluated for other likely causes of hepatitis/
hepatotoxicity and managed appropriately

Table 6.8: Management of Abacavir Hypersensitivity Reaction
Diagnosis
Within 8 weeks of initiating an ABC-containing regimen, patient develops any 2 of the following symptom
groups concurrently:
t'FWFS
t&SZUIFNBUPVTBOEPSQSVSJUJDSBTI
t3FTQJSBUPSZTZNQUPNT TIPSUOFTTPGCSFBUIBOEPSTPSFUISPBUBOEPSDPVHI
t(*TZNQUPNTOBVTFBBOEPSWPNJUJOHBOEPSEJBSSIPFB
t&YUSFNFGBUJHVFBOEPSCPEZQBJOQSFWFOUJOHOPSNBMBDUJWJUJFT
AND: there is no likely alternative explanation for the symptoms

Management
t4UPQ"#$JNNFEJBUFMZBOETVCTUJUVUFXJUIBOBMUFSOBUJWF"37
t1BUJFOUNVTU/&7&3CFSFDIBMMFOHFEXJUI"#$oBTJOHMFEPTFDPVMESFTVMUJOBGBUBMIZQFSTFOTJUJWJUZ
reaction
t$MFBSMZNBSLĕMFBOEFEVDBUFQBUJFOUBCPVUBWPJEJOH"#$JOGVUVSF

Note:
ABC hypersensitivity reaction is rare in our population: always consider other more likely possible diagnoses
Symptoms generally get worse within hours after each dose of ABC
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6.4.2 Changing ARVs Due to Drug-Drug Interactions
Patients must be asked about other medications (including non-prescription and herbal medicine)
they are taking at every visit. Some common drugs have specific drug-drug interactions that may
require dose adjustment or substitution of the ARV or the other interacting drugs. Common
medications that interact with specific ARVs include: rifampicin, rifabutin, several anti-fungals,
anti-convulsants, calcium-channel blockers, some anti-depressants, some statins, methadone, and
some anti-malarials. Annex 13 provides common drug-drug interactions and recommendations
of actions to take in case of co-administration.
6.4.3 Changing ARVs Due to Treatment Failure
Routine viral load is the test of choice for monitoring response to ART and identifying treatment
failure. It should be carried out at 6 and 12 months after initiating or changing ART and every 12
months thereafter if below 1000 copies/ml.
Defining Treatment Failure
Clinical
Treatment failure should be suspected when a new or recurrent HIV associated condition
indicating severe immunodeficiency (WHO stage III/IV condition) develops after at least 6
months on ART. Exclude IRIS occurring after initiation of ART. Treatment failure should always
be confirmed by a viral load test.
Virologic (recommended)
5SFBUNFOUGBJMVSFJTEFĕOFECZBQFSTJTUFOUMZIJHIWJSBMMPBEȴDPQJFTN- UXPWJSBMMPBET
measured within a 3-month interval with adherence support between measurements) after at least
6 months of using ART.
)PXFWFS  GPS QSFHOBOU BOE CSFBTUGFFEJOH XPNFO  QFSTJTUFOUMZ IJHI WJSBM MPBE ȴ  DPQJFT
mL (two viral load tests measured after 1-month interval with adherence support between
measurements) should be considered treatment failure.

Clinical and immunological criteria for identifying treatment failure have low
sensitivity and specificity for diagnosing treatment failure. Every effort should be
made to obtain a routine viral load test.
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Figure 6.3: Viral Load Monitoring of Patients on ART (1st Line or 2nd Line)

1. As part of treatment preparation, patients should be informed that viral load (VL) is the recommended
means of monitoring ART. VL results should always be discussed with patients, even when they are
undetectable. The goals of treatment and definition of success should be discussed and adherence
messaging reinforced.
2. Common causes of poor adherence include: stigma, non-disclosure, travel, toxicities, alcohol or drugs,
mental health disorder, religious beliefs, inadequate treatment preparation, chaotic lifestyle, lack of
support systems, and poor patient-provider relationship
3. Common causes of treatment failure include: inadequate dosing/dose adjustments, drug-drug
interactions, drug-food interactions, impaired absorption (e.g. chronic severe diarrhoea)
4. For pregnant or breastfeeding women, repeat VL after 1 month instead of waiting for 3 months of good
adherence
Non-adherence is the most frequent cause of treatment failure. As per the VL algorithm (Figure 6.3),
adherence issues must be addressed BEFORE confirming treatment failure. All adherence issues must be
resolved before switching to a new regimen otherwise the patient will quickly fail the new regimen as well,
and soon run out of viable ART options. Section 5 provides detailed guidelines on adherence preparation,
assessment, and support.
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Table 6.9: Recommended Second-line ART Regimens in infants, children, adolescents and
adults including pregnant and breastfeeding women1
Age/Scenario
2 weeks - < 3 years

3 - 15 years (< 35 kg body
weight)

ZFBST ȴLHCPEZ
weight)

> 15 years including adults

HIV/HBV co-infection

First-line ART

Second-line ART

ABC (or AZT) + 3TC + LPV/r

DRT-based 2nd line2

ABC + 3TC + NVP (or RAL)

AZT + 3TC + LPV/r

ABC + 3TC + EFV (or RAL)

AZT + 3TC + LPV/r

ABC (or AZT) + 3TC + LPV/r

DRT-based 2nd line2

AZT + 3TC + EFV (or RAL)

ABC + 3TC + LPV/r

TDF (or ABC) + 3TC + EFV (or
NVP)

AZT + 3TC + ATV/r (or LPV/r)3

TDF (or ABC or AZT) + 3TC +
LPV/r (or ATV/r)

DRT-based 2nd line2

AZT + 3TC + EFV (or NVP)

TDF + 3TC + ATV/r (or LPV/r)3

TDF (or ABC) + 3TC + EFV (or
NVP)

AZT + 3TC + ATV/r

AZT + 3TC + EFV (or NVP)

TDF + 3TC + ATV/r

TDF (or ABC or AZT) + 3TC +
ATV/r (or LPV/r)

DRT-based 2nd line2

Maintain both 3TC and TDF in second line (to treat the HBV), even if the
patient failed a TDF-containing first-line regime (i.e. follow the preferred
second-line as per the table above, but if it does not contain TDF then add TDF
as a fourth drug in the regimen)

1. If there were previous single-drug substitutions during 1st line ART, or any drug in the recommended
2nd line regimen is contraindicated or not tolerated, consult the Regional or National Clinical HIV TWG
(ulizanascop@gmail.com). Such patients may require DRT to select agents for the second-line ART.
Additional drugs may be available on a case-by-case basis, including RAL, DTG, ETR, or DRV/r
2. Patients failing PI-based first-line regimens should have a Drug Resistance Test (DRT) ordered as soon
as treatment failure is confirmed. The patient summary and DRT results should be sent to the Regional
or National Clinical HIV TWG to determine the most suitable second-line regimen for the patient
(ulizanascop@gmail.com). The DRT results will be used to determine if a PI will still be effective in 2nd
line
"57SDBOCFVTFEBTUIFQSFGFSSFE1*JOBEVMUT BOZXFJHIU BOEJOBEPMFTDFOUTXIPBSFȴLH XJUI
available formulations). For adolescents < 40 kg, LPV/r should be used until paediatric formulations of
ATV/r become available
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Important Considerations for First-line Treatment Failure in Children
t4FDPOEMJOF"35JOJOGBOUTBOEDIJMESFOJTNPSFDPNQMFYUPNBOBHFćFTFDIJMESFOTIPVME
undergo thorough clinical and psychosocial assessment to rule out inter-current illness or
non-adherence as the reason for a high viral load
t"MM DIJMESFO GBJMJOH ĕSTUMJOF TIPVME CF EJTDVTTFE JO UIF .%5 BOE QSFGFSBCMZ XJUI BO
experienced ART provider prior to change of ART to second-line. However, this should not
cause undue delay in switching a failing regimen.
t The choices for infants and children failing an alternative first-line regimen are limited and
may need to be discussed with a R/NHCSC. Some of these children will require HIV DRT to
determine the most suitable second-line regimen
Second-line ART Treatment Failure
Providers are encouraged to refer to the ‘Toolkit for Third Line Antiretroviral Therapy for Service
Providers in Kenya 2016’ for comprehensive information on managing patients failing secondline ART.
The following general rules apply:
t1BUJFOUTGBJMJOHTFDPOEMJOF"35IBWFMJNJUFEPQUJPOTMFę"HFOUTVTFEUPDPOTUSVDUBUIJSE
line regimen are often more expensive, will have increased pill burden and more side effects.
These factors will exacerbate pre-existing poor adherence.
t4FDPOEMJOF USFBUNFOU GBJMVSF TIPVME CF DPOĕSNFE CZ WJSBM MPBE UFTUJOH GPMMPXJOH UIF 7-
BMHPSJUIN 'JHVSF   BęFS UIF ĕSTU 7- BCPWF ȴ   DPQJFTNM  BTTFTT GPS BOE BEESFTT
all causes of poor adherence, assess for all other possible causes of treatment failure. These
patients should be discussed at an MDT session. Repeat the VL after 3 months of good
adherence (preferably with daily witnessed ingestion of the ARVs by a treatment buddy,
SFMBUJWF $)7 FUD *GUIFTFDPOE7-JTTUJMMJTȴ UIFODPOUJOVFUIFGBJMJOHTFDPOEMJOF
regimen and consult the R/NHCSC (ulizanascop@gmail.com) using the standard Case
Summary Form. These patients will require DRT in order for the TWG to design the most
suitable third-line regimen.
t1BUJFOUTGBJMJOHTFDPOEMJOF"35SFRVJSFUIPSPVHIBTTFTTNFOUGPSCBSSJFSTUPBEIFSFODFBOE
ongoing enhanced adherence support including
- Assignment to a case manager
- More frequent adherence counselling by a trained counsellor
- Assessment and treatment of mental health and substance use disorders
- Provision of adherence support such as modified directly observed therapy, a treatment
supporter, home visits etc.
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Table 6.10: Possible Third-line ART in Children, Adolescents and Adults
Regimen

Comment

RAL (or DTG) + 3TC + DRV + RTV
AZT + RAL (or DTG) + 3TC + DRV + RTV
Children
ABC/TDF + RAL (or DTG) + 3TC + DRV + RTV
ETV + 3TC + DRV + RTV
RAL (or DTG) + 3TC + DRV + RTV
AZT + RAL (or DTG) + 3TC + DRV + RTV

*ODIJMESFOXFJHIJOHȴLHBOEBHFE
6-12 years, DTG can be substituted for
RAL
National HIV Clinical TWG may
recommend recycling of first and
second-line ARVs with partial or
complete activity

Adults
TDF + RAL (or DTG) + 3TC + DRV + RTV
ETV + 3TC + DRV/r
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Table 6.11: Dosing of third-line ARVs in Children and Adults
Drug

Weight band (kg)
3 to <6

25 mg BID

6 to <10

50 mg BID

10 to < 14

75 mg BID

14 to < 20

100 mg BID

20 to < 25

150 mg BID

RAL (adult and adolescent)
400 mg film coated tab

ȴ

400 mg BID

Dolutegravir (DTG for
DIJMESFOȴUPZFBST
of age

30-40

35 mg OD

Dolutegravir (DTG)
BEPMFTDFOUTȴZFBSTBOE
40 kg, adult

ȴ

50 mg OD, if co-administered with
rifampicin, give DTG 50 mg BID

16 - <20

100 mg BID

20 - < 25

125 mg BID

25 - <30

150 mg BID

ȴ

200 mg BID

ȴ

200 mg BID

10-13.9

2.5 ml BD or 3 tabs (with 40 mg RTV)
BID

14-19.9

3.5 ml BD or 5 tabs (with 40 mg RTV)
BID

20 - < 30

375 mg (with 50 mg RTV) BID

30 - < 40

450 mg (with 100 mg RTV) BID

ȴ

600 mg (with 100 mg RTV) BID

Raltegravir (RAL) (chewable
tabs)

Etravirine children and
adolescents at least 6 to 18 kg

Etravirine (Adult)

Darunavir 100 mg/ml OR 75
mg tabs*

Darunavir tabs (150 mg, 600
mg, 800 mg)

104

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

7. Prevention of Mother to Child
Transmission of HIV
Routine antenatal care (ANC) offers an important opportunity to provide high quality combined
HIV prevention through targeted health education and counselling, HIV testing, couple and family
testing, and linkage to HIV prevention and treatment. Prevention of mother-to-child transmission
of HIV (PMTCT) should be offered as part of a comprehensive package of fully integrated, routine
antenatal care interventions (Table 7.1).
Table 7.1: Essential Package of Antenatal Care
Intervention
Group &
Individual
Education

Counselling

Recommendation/Description
t *ODMVEFJOGPSNBUJPOPOBUMFBTU"/$WJTJUT EFUBJMTPG"/$TFSWJDFT JODMVEJOHIFBMUIDIFDL
and treatment of any illness, medical tests including HIV testing, monitoring of maternal and
foetal wellbeing etc.), nutrition, personal care, recognizing and responding to danger signs
during pregnancy, birth preparedness including skilled birth attendance, post-natal care
including immunization, family planning and maternal and infant nutrition; HIV prevention
and treatment (HTS, preventing new infections during pregnancy, ART for those who are
HIV positive, monitoring of ART; and ARV prophylaxis and follow-up for HEIs)
t #JSUIQSFQBSFEOFTTTVQQPSUUIFQSFHOBOUXPNBOBOEIFSQBSUOFSUPEFWFMPQBOJOEJWJEVBM
birth plan that includes place of delivery with skilled attendance, emergency transport, birth
companionship and readiness for infant care.
t 1SFHOBODZEBOHFSTJHOTPČFSJOGPSNBUJPOPOSFUVSOJOHUP"/$BTTPPOBTQPTTJCMFJODBTF
they develop fever, low abdominal pain, fever, severe headache, swollen feet, convulsions
t .BUFSOBMBOEJOGBOUOVUSJUJPOBOEGFFEJOH"MMQSFHOBOUXPNFOTIPVMESFDFJWFJOGPSNBUJPO
on proper nutrition during pregnancy and breastfeeding; and safe infant feeding options and
nutrition practices. Promote exclusive breastfeeding for 6 months irrespective of HIV status.
During pregnancy, provide iron, folate and multivitamins; monitor for anaemia, advise on
adequate caloric intake (HIV positive women require an additional 10% of RDA)
t )*75FTUJOHTFSWJDFT
- All pregnant women (unless known HIV positive) should be counselled and tested for
HIV during their first ANC visit and repeat testing conducted in the third trimester for
all women who test HIV negative at the first ANC visit. The test (if negative) should be
repeated at labour and delivery.
- All breastfeeding mothers (unless known HIV positive) should be counselled and tested
at 6 weeks postnatal visit. The HIV test (if negative)should be repeated 6 months and
thereafter follow testing recommendations as per the risk categories
- Mothers should be counselled about the schedule for repeat HIV testing in pregnancy
and postnatal as part of routine ANC and postnatal education
- All pregnant and breastfeeding women who are not tested, opt-out or decline HIV
testing during the first contact should be offered HIV counselling and testing in
subsequent visits with appropriate linkage and referral for prevention, care and support
services
- All HIV positive and breastfeeding women enrolled into care should receive counselling
and support (assisted disclosure), case managed linkage and follow-up including
comprehensive care and treatment (lifelong ART)
- All spouses/partners of pregnant and breastfeeding women should be offered HIV
testing and counselling and to all children if the mother is HIV positive
t "MMQSFHOBOUXPNFOTIPVMESFDFJWFJOGPSNBUJPOPOSJTLSFEVDUJPO
t 1PTUQBSUVNDPOUSBDFQUJPODPVOTFMPODPOUSBDFQUJPONFUIPET&NQIBTJTFEVBMQSPUFDUJPO
to avoid new/re-infection and unplanned pregnancies

105

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

Table 7.1: Essential Package of Antenatal Care (Continued)
Intervention
PHDP

Recommendation/Description
t 'PS)*7QPTJUJWFXPNFO FODPVSBHFBOETVQQPSUEJTDMPTVSFPG)*7TUBUVT QBSUOFS
family testing, condom use, post-partum contraception, STI screening, prevention, and
treatment, adherence counselling and support, assessment for and prevention of Genderbased violence and continued HIV education/counselling

Clinical
Evaluation

t )JTUPSZJODMVEJOHNFEJDBM PCTUFUSJDBOEQTZDIPTPDJBMIJTUPSZ6TFPGNFEJDBUJPO
including herbal remedies, drug allergies
t 5#TDSFFOJOH"MMXPNFOQSFTFOUJOHUP"/$TIPVMECFTDSFFOFEGPS5#JOGFDUJPOVTJOH
the symptom-based TB screening tool (refer to section 8)
t 3FQSPEVDUJWFUSBDUJOGFDUJPOTTDSFFOGPS35* BCOPSNBMHFOJUBMEJTDIBSHF HFOJUBMVMDFST 
and history of pelvic inflammatory disease). Manage a positive screen as recommended
for syndromic management of STIs (section)
t 1IZTJDBMFYBNJOBUJPOQFSGPSNHFOFSBMBOEPCTUFUSJDFYBNJOBUJPOJODMVEJOHWJUBMTJHOT 
systemic and breast examination; and obstetric examination (abdominal and foetal
examination, speculum and bimanual examination, cervical cancer screening, STI
screening)
t 'PS)*7QPTJUJWFXPNFO PCUBJOBOESFDPSEBEEJUJPOBMJOGPSNBUJPOVTJOH.0)

Antenatal Profile

t 0CUBJOTZQIJMJTTFSPMPHZ )# CMPPEHSPVQBOESIFTVT VSJOBMZTJT SBQJE)*7UFTUGPSUIF
pregnant woman and her partner, and if TB screening positive, sputum for nucleic acid
test or smear microscopy (refer to section 4)

Additional tests
for HIV positive

t 3FGFSUPTFDUJPOT

Offer appropriate
preventive and
treatment
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t
t
t
t
t

.BUFSOBMJNNVOJ[BUJPO
*SPO GPMBUFBOENVMUJWJUBNJOT
4ZOESPNJD45*USFBUNFOUJGJOEJDBUFE
"OUJNBMBSJBMBOE*5/T
'PS)*7QPTJUJWFQSFHOBOUXPNFO4UBSUPSDPOUJOVFMJGFMPOH"35 TFFTFDUJPO *15
(isoniazid 300 mg once daily for 6 months) and CPT. For women starting ANC while on
ART, rule out treatment failure (refer to section 6)
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7.1 Antiretroviral Therapy for HIV-positive Pregnant Women and Infant Prophylaxis
The goal of ART for HIV positive pregnant women is two-fold; to restore and maintain the mother’s
immune function and therefore general health, and secondly, to prevent transmission of HIV in
utero, at labour and delivery and during breastfeeding. To achieve this goal, the mother must take
effective antiretroviral therapy to achieve viral suppression, ideally below 1000 copies/ml. Table
7.2 below summarizes recommendations for use of ART for HIV positive pregnant women.
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Table 7.2: Summary for Use of ART for HIV Positive Pregnant and Breastfeeding Women
Overall recommendations
When to start

Same as for non-pregnant adults (section 6): ART should be initiated in all pregnant and
breastfeeding women living with HIV, regardless of gestation, WHO clinical stage and at any CD4
cell count and continued lifelong. ART should be started, ideally, on same day as HIV diagnosis with
ongoing enhanced adherence support including community-based case management and support.

What to start with (first-line ART)

t 4UBSUPO5%'5$&'7 NH BT'%$ UBCPODFEBJMZSFHBSEMFTTPGQSJPS/71
exposure
t 'PSQBUJFOUTBMSFBEZPO"35 DPOUJOVF"35VOMFTTUIFSFHJNFOPSQBSUPGUIFSFHJNFOJT
contraindicated because of the pregnancy

Infant prophylaxis

t 3FGFSUP5BCMFCFMPX

Monitoring

Review monthly until after delivery. Offer adherence support
Viral load
General guidance for VL monitoring during pregnancy and breast-feeding
t 'PSOFXMZJOJUJBUFE"35JOQSFHOBOUBOECSFBTUGFFEJOHXPNFO PCUBJO7-NPOUITBęFS
initiation, if ȴ1000 copies/ml, intensify adherence, repeat the VL after 1 month and if still ȴ 1000
copies/ml, change to an effective regimen. If < 1000 copies/ml, repeat viral load every 6 months
until end of breastfeeding then follow-up as for general population
t 'PS)*7QPTJUJWFXPNFOPO"35GPSNPOUIT PCUBJOB7-BTTPPOBTQSFHOBODZJT
confirmed. If the VL ȴ 1000 copies/ml, intensify adherence, repeat the VL after 1 month and if
still ȴ 1000 copies/ml, change to an effective regimen. If < 1000 copies/ml, repeat viral load every
6 months until end of breastfeeding then follow-up as for general population

Scenario
Pre-conception planning for
women already on ART

Maintain ART unless using a regimen or part of the regimen contraindicated in pregnancy; in which
case, the ART regimen should be switched following the recommendations in section 6. Ensure
effective ART (viral suppression, undetectable to less than 1000 copies/ml). Refer to section 4 for preconception care for women on ART who desire pregnancy.

Pregnant women starting ANC
Maintain ART, unless using a regimen or part of a regimen contraindicated in pregnancy. Carry out a
from care and treatment and ART VL to ascertain viral suppression and exclude treatment failure (refer to VL algorithm in section 6)

HIV positive, ART naïve (known
Prepare the patient and start ART as soon as possible, preferably on the same day HIV infection is
positive or identified during ANC
confirmed.
and late pregnancy)
Known HIV positive but not on
Start on ART during labour
ART during pregnancy, presents
After delivery, continue treatment preparation and support and continue ART
in labour/ identified HIV positive
during L&D
Not on ART, presents postpartum and breastfeeding

Managing labour and delivery
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Prepare and start on appropriate ART as soon as possible, preferably on the same day HIV infection
is confirmed. Manage the baby as HEI (refer to section 2 and 6)
Minimize vaginal examinations, use aseptic techniques to conduct delivery, avoid artificial rupture
of membranes, monitor labour and avoid prolonged labour by use of the partograph, avoid
unnecessary genital tract trauma.
Where available, consider elective Caesarean section prior to onset of labour if the VL in late
pregnancy (after 36 weeks gestation) is ȴ 1000 copies/ml.
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Table 7.3: ARV Prophylaxis for HIV-Exposed Infants
Infant Prophylaxis
HIV exposed Infant

Maternal ART

t XFFLTPGJOGBOUQSPQIZMBYJT If mother not on ART, initiate ART as
- AZT+NVP for 6 weeks,
soon as possible (preferably same day)1
followed by NVP for 6
weeks
t %#4GPS1$3BUĕSTUDPOUBDU 
following EID algorithm

1. If a breastfeeding mother refuses to start ART but agrees to provide infant ARV prophylaxis, provide 6 weeks of
AZT+NVP, followed by daily NVP until 6 weeks after complete cessation of breastfeeding. Perform DBS for PCR at
first contact with the infant and follow the EID algorithm
Note: If child has contraindication or unable to tolerate NVP or AZT then continue the other drug to complete a
total of 12 weeks of infant prophylaxis

Table 7.4: Dosing of ARVs for Infant Prophylaxis from Birth to 12 Weeks of Age
Age/Weight

Dosing of NVP (10mg/mL) OD

Dosing of AZT (10mg/mL) BD

Birth to 6 weeks
Birth weight < 2000 g

2 mg/kg per dose

4 mg/kg per dose

Birth weight 2000-2499 g

10 mg (1 ml of syrup)

10 mg (1 ml of syrup)

#JSUIXFJHIUȴH

15 mg (1.5 ml of syrup)

15 mg (1.5 ml of syrup)

20 mg (2 ml of syrup)

60 mg (6 ml of syrup)

> 6 weeks to 12 weeks
Any weight
> 12 weeks (Table 7.5 and 7.6)

Table 7.5: NVP Dosing for Infant Prophylaxis beyond 12 Weeks of Age*
Age

Dosing of NVP (10mg/mL) Once Daily

12 weeks – 14 weeks

20 mg (2 ml of syrup)

15 weeks – 6 months

25 mg (2 ml of syrup)

7 months – 9 months

30 mg (2 ml of syrup)

10 months – 12 months

40 mg (2 ml of syrup)

> 12 months

50 mg (2 ml of syrup)

Table 7.6: AZT Dosing for Infant Prophylaxis beyond 12 Weeks of Age*
Weight

Dosing of AZT: (10mg/mL syrup) Twice Daily

3.0-5.9 kg

6 ml of syrup

6.0-9.9 kg

9 ml of syrup

10.0-13.9 kg

12 ml of syrup

14.0-19.9 kg

15 ml of syrup

* Child presents to facility late and has to be on AZT and NVP beyond 12 weeks of age
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7.2 Infants and Young Children Nutrition the Context of HIV
t"MM NPUIFST XIP BSF )*7 OFHBUJWF PS BSF PG VOLOPXO TUBUVT TIPVME CF FODPVSBHFE BOE
supported to exclusively breastfeed for the first 6 months and continue breastfeeding with
appropriate complementary feeding at 6 months for a period of 24 months and beyond
- Retest HIV negative mother as per national guidelines
- Encourage women of unknown HIV status to take the HIV test and manage accordingly
t"MM)*7QPTJUJWFNPUIFSTTIPVMECFHJWFOJOGPSNBUJPOPOUIFHPWFSONFOUHVJEBODFPO#'
in the context of HIV and counselled on benefits and challenges of breastfeeding
t"MM)*7QPTJUJWFNPUIFSTTIPVMECFFODPVSBHFEBOETVQQPSUFEUPFYDMVTJWFMZCSFBTUGFFEGPS
the first six months of life, introducing appropriate complementary foods at six months and
continue BF up to AT LEAST 12 months of the infant’s life and preferably up to 24 months.
Breastfeeding should ONLY stop once a nutritionally adequate and safe diet with¬out breast
milk can be provided and supported for all and especially for those categorized as food
insecure
t.PUIFST XIPTF JOGBOUT BSF )*7 JOGFDUFE TIPVME FYDMVTJWFMZ CSFBTUGFFE UIFJS JOGBOUT GPS
the first 6 months of life, introducing appropriate complementary foods at 6 months, and
continue breastfeeding 24 months and beyond. Infant’s treatment be initiated in line with
Kenya ART guidelines. Mothers who decide to stop breastfeeding at any time should stop
gradually within one month and both should continue with ART treatment according to
national guidelines
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8. TB/HIV Co-infection Prevention and
Management
TB is a leading cause of morbidity and mortality for PLHIV. Reducing this burden of illness
requires identifying TB early, providing pre-emptive and preventive treatment for TB, and
providing optimal treatment for both HIV and TB. Timely initiation of ART is an effective way to
reduce the burden of TB in PLHIV.
All PLHIV should receive counselling about the risk of acquiring TB, strategies for reducing
exposure to TB, recognizing clinical manifestations of TB and seeking care promptly, the risk of
transmission of TB to others and TB preventive therapy to prevent TB disease.
Healthcare settings present suitable conditions for transmission of TB; particularly among
vulnerable individuals like PLHIV. All healthcare settings should develop and implement TB
infection control guidelines to reduce the risk of transmission of TB between patients, visitors
and staff.
8.1 TB Screening for PLHIV: Intensified Case Finding (ICF)
TB screening and prevention services should be offered to ALL PLHIV at every clinical visit and
to all household contacts of active TB patients. Symptom-based TB screening using the ICF tool
MUST be performed for all PLHIV at every clinic visit to rule out active TB (Tables 8.1 and
8.2); patients who screen positive (presumptive TB cases) must complete definitive diagnostic
pathways and patients who screen negative should be evaluated for isoniazid preventive therapy
(IPT) (Figure 8.1).
Table 8.1: Paediatric and Adult Intensified Case Finding Screening Tool
Screening Questions

Y/N

1. Cough of any duration (Y/N)
2. Fever (Y/N)
3. Failure to thrive or poor weight gain (Y/N)
4. Lethargy, less playful than usual (Y/N)
5. Contact with a TB case (Y/N)
t *Gi:FTwUPBOZPGUIFBCPWFRVFTUJPOT TVTQFDU5# FYBNJOFUIFDIJMEBOEVTFUIFQFEJBUSJD5#EJBHOPTUJD
algorithm to evaluate for active disease. Rule out underlying conditions, refer if necessary.
t *Gi/PwUPBMMRVFTUJPOT JOJUJBUFXPSLVQGPS*15BOESFQFBUTDSFFOJOHPOTVCTFRVFOUWJTJUT
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Table 8.2: Adolescent and Adult Intensified Case finding Screening Tool
Screening Questions

Y/N

1. Cough of any duration
2. Fever
3. Noticeable weight loss
4. Night sweats
t *Gi:FTwUPBOZRVFTUJPOUBLFBEFUBJMFEIJTUPSZ FYBNJOFUIFQBUJFOUBOEEPTQVUVNFYBNJOBUJPOJGDPVHIJOH
(sputum smear or GeneXpert). Exclude underlying illnesses
t *Gi/PwUPBMMRVFTUJPOT JOJUJBUFXPSLVQGPS*15BOESFQFBUTDSFFOJOHPOTVCTFRVFOUWJTJUT

Figure 8.1: Management of Presumptive TB Cases

*Evidence has shown that the patient is more likely to have TB which will respond to 1st line TB treatment
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The Xpert MTB/Rif test is the recommended first test for diagnosis of TB and rifampicin resistance
in all presumptive TB cases.
t 4VJUBCMF TQFDJNFO GPS 9QFSU .5#3JG JODMVEF TQVUVN  $4'  HBTUSJD BOE OBTPQIBSZOHFBM
aspirates, pleural, pericardial and ascetic fluid, fine needle aspirates and tissue biopsies.
For bacteriologically confirmed PTB, sputum smear microscopy test at months 2, 4 and 6 is used
for follow-up monitoring of treatment.

8.2 Isoniazid Preventive Therapy (IPT)

Refer to the National Isoniazid Preventive Therapy Standard Operating Procedure March 2015
8.2.1 Indications for IPT
IPT should be provided to those patients in whom TB is excluded (using the ICF tool) and meet
the eligibility criteria to initiate IPT. The following client categories are eligible for IPT:
t)*7JOGFDUFEDIJMESFOMFTTUIBONPOUITPGBHFXIPIBWFIBESFDFOUDMPTFDPOUBDUXJUI
sputum positive TB disease with no evidence of active TB
t"MM1-)*7BCPWFNPOUITPGBHF DIJMESFOBOEBEVMUTJODMVEJOHQSFHOBOUBOECSFBTUGFFEJOH
women) who screen negative for active TB
t"MMDIJMESFOVOEFSZFBSTPME JSSFTQFDUJWFPG)*7TUBUVT XIPIBWFIBESFDFOUDMPTFDPOUBDU
with sputum positive TB disease with no evidence of active TB
t1SJTPOFSTXIPTDSFFOOFHBUJWFGPSBDUJWF5# JSSFTQFDUJWFPGUIFJS)*7TUBUVT
8.2.2 Contraindications to IPT
Patients with the following should not receive IPT until the underlying issue/s are addressed:
t"DUJWFUVCFSDVMPTJTEJTFBTF
t"DUJWFIFQBUJUJT
t"DUJWFTVCTUBODFBCVTFBOEPSSFHVMBSBOEIFBWZBMDPIPMDPOTVNQUJPO
t4ZNQUPNTPGQFSJQIFSBMOFVSPQBUIZ
t1PPSBEIFSFODFUP$15 "35PSDMJOJDBQQPJOUNFOUT
t1PPSVOEFSTUBOEJOHPG*15CZQBSFOUDBSFHJWFS
t*OGBOUTZFBSXIPEPOPUIBWFEJSFDUFYQPTVSFUP5#DPOUBDUT
t/PUF QBTU IJTUPSZ PG 5# BOEPS DVSSFOU QSFHOBODZ BSF OPU DPOUSBJOEJDBUJPOT GPS TUBSUJOH
isoniazid preventive therapy
8.2.3 Dose and Duration of IPT
IPT should be administered at a dose of 10 mg/kg/day (maximum dose 300 mg) for at least 6
months as part of a comprehensive package of HIV care. Table 8.3 provides weight-based dosing
of isoniazid.
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Table 8.3: Dose of INH for Isoniazid Preventive Therapy
Weight (kg)

Dose in mg

Number of 100mg INH tablets

<5

50

½ tablet

5.1-9.9

100

1 tablet

10-13.9

150

1½ tablet (or ½ adult 300mg tablet)

14-19.9

200

2 tablets

20-24.9

250

2½ tablets

>25

300

3 tablets (or 1 adult 300mg tablet)

Patients taking INH should also be given pyridoxine daily to reduce the risk of developing
peripheral neuropathy. Table 8.4 provides the weight-based dosing for prophylactic pyridoxine.
Table 8.4: Dose of Prophylactic Pyridoxine for Patients on INH
Weight (kg)

Number of tablets of pyridoxine (50mg)

5-7

(1/4) quarter tablet daily

8-14

(1/2) half tablet daily

ȴ

(1) one full tablet daily

8.2.4 Follow-up of Patients on INH
t3FWJFXQBUJFOUTPO*15NPOUIMZBOESFWJFXSFJOGPSDFBEIFSFODF
t4DSFFOGPSBDUJWF5#EVSJOHFBDIDMJOJDWJTJUVTJOHJOUFOTJWFDBTFĕOEJOH *$' GPSN
t6QEBUF*$'DBSETBOE*15SFHJTUFSSFDPSEBUFWFSZWJTJUBOEEPDVNFOUPVUDPNFPODPNQMFUJPO
of therapy
t.POJUPSGPS*/)BEWFSTFFČFDUT DPBENJOJTUFSXJUIQZSJEPYJOFUPNJOJNJ[FBEWFSTFFWFOUT
- IPT should be discontinued in symptomatic patients with ALT/AST more than three times
the upper limits of normal
tćFGBDJMJUZTIPVMENBJOUBJOB5#DPOUBDUSFHJTUFS
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8.3 ART for TB/HIV Co-infection

As with all PLHIV, those who are diagnosed with TB/HIV co-infection should be on ART and
CPT as part of the comprehensive package of care for PLHIV.
Timing of ART for TB/HIV Co-infection
t1BUJFOUTXIPBSFOPUZFUPO"35
- Start anti-TB immediately
- Initiate ART as soon as anti-TB medications are tolerated, preferably within 8 weeks
t1BUJFOUTXIPBSFBMSFBEZPO"35
- Start anti-TB immediately
- Continue ART, making any required adjustments to the ART regimen based on predicted
drug interactions (Table 8.6)
ART Regimen Selection for TB/HIV Co-infection
Preferred ART regimens for patients with TB/HIV co-infection are summarized in Tables 8.5 and
8.6.
Table 8.5: Preferred ART Regimens for TB/HIV Co-infection for Patients Newly Initiating 1st
Line ART
Age

1st Line if TB/HIV Co-infection

< 2 weeks

Start anti-TB treatment immediately; start ART after 2 weeks of age, once
tolerating anti-TB drugs (follow the regimen recommendations children
2 weeks to < 3 years of age)

2 weeks - < 3 years

t "#$ 5$ -17S 3571,2
t *GOPUBCMFUPUPMFSBUFTVQFSCPPTUFE-17S 357UIFOVTF";5 
ABC + 3TC for duration of TB treatment
t "ęFSDPNQMFUJPOPG5#USFBUNFOUSFWFSUCBDLUPUIFSFDPNNFOEFE
1st line regimen (ABC + 3TC + LPV/r)

3-15 years (< 35 kg body weight)

ABC + 3TC + EFV

ZFBST ȴLHCPEZXFJHIU

TDF + 3TC + EFV

>15 years

TDF + 3TC + EFV

PWID >15 years

TDF + 3TC + ATV/r (using rifabutin-based anti-TB treatment)

1. Use “super-boosted” LPV/r by adding additional ritonavir suspension to manage the drug
interaction between LPV/r and rifampicin (see Table 8.7 for dosing recommendations). As
soon as TB treatment is completed the child should go back to standard LPV/r dosing. For
children who cannot tolerate LPV/r + RTV (usually because of GI side-effects), the alternative
regimen is AZT+ABC+3TC; as soon as TB treatment is completed the child should go back
to ABC+3TC+LPV/r, because of the increased risk of developing treatment failure while on
a triple-NRTI regimen
2. EFV is no longer being recommended for children < 3 years old because of highly variable
EFV metabolism at that age
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Table 8.6: Preferred ART Regimens for TB/HIV Co-infection for Patients Currently on 1st Line
ART1, 2
Current Regimen3

Age

PI/r-based

< 3 years old

3 years – 15 years (weight < 35kg)

Recommended Substitution

t 4VQFSCPPTU-17SXJUIBEEJUJPOBM3574
t *GOPUBCMFUPUPMFSBUFTVQFSCPPTUFE-17S 
RTV then use AZT + ABC + 3TC for duration
of TB treatment
t After completion of TB treatment revert
back to the original regimen
Switch to EFV. If EFV cannot be used, superboost LPV/r with additional RTV to a ration of
1:1

$IJMEZFBSTBOEȴLH
ZFBST ȴLH
body weight)
EFV-based

> 15 years (any weight)

Continue PI/r; use rifabutin for anti-TB
treatment

Any age

Continue same regimen

< 3 years old

Switch to AZT + ABC + 3TC (as soon as TB
treatment is completed switch back or original
regimen)

ȴZFBSTPME

Switch to EFV

NVP-based*

*Guidelines recommend LPV/r for children < 3 years, however some children < 3 years maybe on
NVP due to LPV/r toxicity
"MXBZTBTTFTTGPS)*7USFBUNFOUGBJMVSFJOQBUJFOUTXIPEFWFMPQ5#BęFSCFJOHPO"35GPSȴNPOUIT
2. For patients on 2nd line ART, subsequent regimens, or nonstandard drugs such at RAL or DTG who
require regimen change because of TB treatment, consult the Regional or National HIV Clinical TWG
(ulizanascop@gmail.com)
3. NRTIs in the patient’s current regimen do not require any adjustments with anti-TB treatment
4. Use “super-boosted” LPV/r by adding additional ritonavir suspension to manage the drug interaction
between LPV/r and rifampicin (see Table 8.7 for dosing recommendations). As soon as TB treatment is
completed the child should go back to standard LPV/r dosing. For children who cannot tolerate LPV/
r+RTV (usually because of GI side-effects), the alternative regimen is AZT+ABC+3TC; as soon as TB
treatment is completed the child should go back to ABC+3TC+LPV/r, because of the increased risk of
developing treatment failure while on a triple-NRTI regimen
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Table 8.7: Ritonavir Dosing for Super-Boosting LPV/r in Children Taking Rifampin
Lopinavir/ritonavir (LPV/r)

Additional dosing of ritonavir for children
taking rifampin

Twice Daily

Twice Daily

Twice Daily

Lopinavir/
ritonavir
80/20mg/ml
solution

Lopinavir/
Ritonavir liquid (80mg/ml, in 90 ml bottle)
ritonavir
Ritonavir dose is adjusted to nearest mark for the
200/50mg tablets ease of measurement

3 - 5.9

1 ml

-

1 ml

6 - 9.9

1.5 ml

-

1 ml

10 - 14.9

2 ml

-

1.5 ml

14 - 19.9

2.5 ml

1 tab twice daily

2 ml

20 - 24.9

3 ml

1 tab twice daily

2.5 ml

25 - 34.9

4 ml

2 tab in am & 1
tab in pm

4 ml in am & 2 ml in pm

Weight Range (kg)
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9. HBV/HIV and HCV/HIV Co-infection
Prevention and Management
9.1 Hepatitis B/HIV co-infection

HIV and HBV have shared transmission routes. Acute HBV infection in HIV positive people is
associated with increased risk of chronicity, reduced chances of spontaneous clearance, higher rates
of replication and reactivation and therefore increased incidence of chronic liver disease, cirrhosis
and hepatocellular carcinoma (HCC). Additionally, HIV/HBV co-infection has been associated with
rapid HIV disease progression and poorer HIV treatment outcomes. Other complications of HIV/
HBV co-infection include increased incidence of direct hepatotoxicity, drug-toxin interactions and
ART-related immune reconstitution hepatitis.

9.1.1 Screening

All HIV positive persons should be screed for HBV infection, using HBsAg, as part of initial evaluation.
To promote towards population-wide prevention, hepatitis B prevention should be integrated into
routine HIV prevention and care programmes. In this setting, other indications for HBsAg screening
could include:
tHousehold and sexual contacts of HBsAg positive individuals
t1FSTPOTXIPJOKFDUESVHT 18*%
t.FOXIPIBWFTFYXJUINFO
t4FYXPSLFST
t1SJTPOFST
t#MPPEEPOPST
t6OWBDDJOBUFEIFBMUIDBSFQSPWJEFST
HIV positive persons on follow-up who present with signs of liver disease (jaundice, ascites, abnormal
liver on palpation, other signs of cirrhosis) or unexplained and persistent ALT elevation should also be
screened for HBV as part of their work-up.

9.1.2 Prevention

A. Vaccination: HBV vaccination reduces the risk of new (incident) HBV infection in HIV positive
persons; and also reduces the risk of new infections becoming chronic. Therefore,
t)*7QPTJUJWFJOGBOUT DIJMESFO BEPMFTDFOUTBOEBEVMUTXJUIPVUFWJEFODFPGIFQBUJUJT#JOGFDUJPO
(HBsAg negative) should be vaccinated against hepatitis B with the standard vaccination regimen.
t)*7 FYQPTFE JOGBOUT )&*  TIPVME BMTP SFDFJWF IFQBUJUJT # WBDDJOBUJPO BT QBSU PG DIJMEIPPE
immunization as recommended by National Vaccines and Immunizations Programme.
t"T B TUSBUFHZ UP SFEVDF UIF QPQVMBUJPO MFWFM CVSEFO PG )#7 JOGFDUJPO  )*7 QSFWFOUJPO BOE
treatment settings should integrate HBV prevention through vaccination. Thus, HBV vaccination
is recommended for the following groups:
- Babies and young children (through EPI and catch-up immunization for those who missed
EPI vaccination)
- Household contacts of people who are HBsAg positive
- Sexual contacts of HBsAg positive people
- People on haemodialysis,
- PWID
- Individuals with chronic liver disease and/or hepatitis C
- Inmates and prison personnel
- Healthcare workers
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Table 9.1: Hepatitis B vaccination schedule for HIV-positive adolescents and adults
Vaccine
Engerix™
HBvaxPRO™
Fendrix™ (adjuvanted)

Dose (intramuscular)

Schedule

40 mcg
40 mcg

0, 1, 2,and 6 months

20 mcg

B. General preventive measures: General measures for infection prevention adopted by HIV
positive persons and in healthcare settings are effective in preventing HBV transmission.
These include:
t)BOEIZHJFOF
t6TFPGQFSTPOBMQSPUFDUJWFFRVJQNFOU
t.FEJDBMXBTUFNBOBHFNFOUJODMVEJOHTBGFEJTQPTBMPGVTFETIBSQT
t%JTJOGFDUJPOBOETUFSJMJ[BUJPO
t(FOFSBMIFBMUIBEWJDFBHBJOTUTIBSJOHPGQFSTPOBMFČFDUTMJLFUPXFMT UPPUICSVTIFT DPNCT
and other grooming equipment.
t)BSNSFEVDUJPODPVOTFMMJOHBOETFSWJDFTGPS18*%BTPVUMJOFEJOTFDUJPO
t4BGFSTFYQSBDUJDFT

9.1.3 Treatment

A. When to start ART

All HIV infected patients who are co-infected with hepatitis B should be started on
ART irrespective of CD4 cell count, WHO clinical state or activity and stage of liver
disease.
The general recommendations for treatment preparation, adherence counselling and support and
monitoring of therapy for PLHIV apply. However, because HBV positive patients are at higher
risk of hepatotoxicity, closer monitoring of liver function (with ALT) is advised. Table 9.2 below
provides a summary of areas of focus during initial evaluation for HIV/HBV co-infected patients
initiating therapy.
B. Recommended first-line ART in HIV/HBV co-infection

The recommended first-line ART in HIV/HBV co-infection is TDF + 3TC + EFV.
Treatment with both TDF and 3TC is recommended as 3TC alone will result in rapid emergence
of resistance. In case of renal impairment (as assessed by creatinine clearance), the dose of TDF
should be adjusted (refer to Table 9.3).
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Table 9.2: Summary of Initial Clinical and Laboratory Evaluation in HIV/HBV co-infection
Findings

Action

History

Alcohol use, cigarette smoking,
intravenous drug use, risky sexual
practices, anorexia, right upper
quadrant pain, jaundice, early
satiety, haematemesis, dark stool,
bleeding, pruritus

Assess, counsel and support to stop taking
alcohol; counsel and support smoking cessation;
counsel and provide or refer for harm reduction
interventions

Physical examination

Enlarged liver, enlarged spleen,
ascites, scratch marks

Evidence of established chronic liver disease,
closer follow-up due to increased risk of
hepatotoxicity, discuss or refer to a consultant for
additional evaluation and management

ALT

If elevated, may point to active
liver disease. Exclude other causes
of elevation of liver enzymes.

Every effort should be made to assess for liver
function (albumin and INR); especially in
symptomatic patients. However, this should not
delay initiation of ART

Creatinine

Calculate creatinine clearance

In HIV/HBV co-infection, TDF is indicated
even in patients with CrCl below 50 mL/min. In
such patients, avoid FDCs. Instead administer
the ART as single drugs to allow for dosage
adjustment as shown below

Comorbidities

HCV antibody, HDV, random
blood sugar, lipid profile, alcoholic
and non-alcoholic liver disease,
hepatocellular carcinoma (family
history)

Refer the patient for additional investigations
where these are suspected

Table 9.3: Dose adjustment of TDF in patients with impaired renal function*
Creatinine clearance
(mL/min)***

50 - 80

30-49 mL

10-29

Haemodialysis

TDF 33 mg/g granules

245 mg (7.5 scoops of
granules or 245mg filmcoated tablet ) once daily

132 mg (4 scoops
of granules) once
daily

65 mg (2 scoops
of granules once
daily

16.5 mg (0.5
scoop) after each
4 hr session of
dialysis

TDF 300 mg

300 mg once daily

300 mg every
48 hrs

300 mg every 72 to 96 hours (twice
weekly). For patients getting HD,
administer 300 mg once weekly after
completion of dialysis sessions **

*Patients with impaired renal function in whom the continued use of TDF outweighs the risks
(such as in the management of HIV/HBV co-infection) should be managed with input from
a specialist in internal/paediatric or renal medicine
** Assuming 3 haemodialysis sessions per week, each of approximately 4 hours duration or
after 12 hours cumulative haemodialysis
***For dosing of other ARVs refer Table 6.5
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C. Follow-up, Monitoring
Follow-up of HIV/HBV con-infected patients should be as for all other patients on ART. However,
consider more frequent monitoring (using ALT) for patients with active liver disease (jaundice,
liver cirrhosis and features of portal hypertension at baseline. The presence of co-infection also
increases the risk of drug-related hepatotoxicity from all ARV drugs by 3-5 times, especially when
anti-TB and HAART are given simultaneously. Also, hepatic flare (AST > 5 times normal value)
can occur, often in the initial 3 months. ALT elevations 5-10 times normal can be tolerated in
the first 3 months of HAART as long as the patient is not severely symptomatic, remains stable
without progression; and there is no evidence of synthetic dysfunction (INR normal, glucose
normal, albumin normal).
Subsequent laboratory monitoring after baseline should be conducted every 6 months. Patients
should be counselled and supported to abstain from consuming alcohol.
D. Stopping treatment, treatment interruptions
TDF-based ART should not be stopped abruptly in a patient with HIV/HBV co-infection as this
may result in a flare-up of the hepatitis. If the regimen must be stopped and another alternative
for suppressing hepatitis B cannot be found, liver enzymes should be monitored and treatment
re-instated as soon as possible.
E. Second line for HIV/ HBV co-infected
Maintain TDF + 3TC (or FTC) in the ART regime for patients switching from TDF-based-therapy.

The recommended second-line ART regimen in HIV/HBV co-infection is
AZT + TDF + 3TC (or FTC) + ATV/r (or LPV/r or DTG or RAL)

HIV/HBV co-infected patients failing second-line ART should be discussed in the MDT and
referred to a regional or national clinical support centre.
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9.2 Hepatitis C/HIV co-infection
In Kenya, the prevalence of HCV infection is high in PWID (estimated to be between 10 and 30
%). The prevalence in the general population and among PLHIV is low (estimated to be below
3%); but likely to be higher in HIV infected PWID due to shared routes of transmission. HIV/
HCV infection is associated with:
t3BQJEQSPHSFTTJPOPGMJWFSĕCSPTJT
t)JHIFSSJTLPGEFUFSJPSBUJOHMJWFSEJTFBTFFWFOJOUIFQSFTFODFPGDPOUSPMMFE)*7EJTFBTF
t8PSTFOFE IFQBUPUPYJDJUZ BT B SFTVMU PG "35 BOE PUIFS ESVHT VTFE JO UIF USFBUNFOU PG
comorbidities
Thus, HIV-positive persons at risk of HCV co-infection should be identified and offered HCV
treatment. The recent introduction of direct acting antiviral therapies (DAAs) for treatment of HCV
has simplified the management of HIV/HCV co-infection; making it possible to uncomplicated
HIV/HCV infection safely even in primary care settings.
However, treatment for HCV is a rapidly evolving field of therapeutics. Providers are encouraged
to seek regular updates on the subject and, when in doubt, to discuss individual cases with
experienced providers or consult a national or regional clinical support centre.

9.1.1 Screening

HCV serology should be offered to individuals at risk of HCV infection. These include
t1FPQMFXIPJOKFDUPSVTFJOUSBOBTBMESVHT
t1FSTPOT XIP IBWF IBE UBUUPPT  CPEZ QJFSDJOH PS TDBSJĕDBUJPO QSPDFEVSFT GSPN TFUUJOHT PG
doubtful infection prevention precautions
t$IJMESFOCPSOUP)$7QPTJUJWFNPUIFST
tHousehold and sexual contacts of HBsAg positive individuals
t1FSTPOTXIPJOKFDUESVHT 18*%
t.FOXIPIBWFTFYXJUINFO
t4FYXPSLFST
t1SJTPOFST
t#MPPEEPOPST
t6OWBDDJOBUFEIFBMUIDBSFQSPWJEFST
Up to 45% of individuals who are infected with HCV spontaneously clear the infection. To
confirm chronic HCV infection, HCV positive individuals should be offered nucleic acid HCV
RNA testing to establish presence of chronic HCV infection.
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9.2.2 Prevention

General preventive measures: General measures for infection prevention for prevention of bloodCPSOFJOGFDUJPOTBSFFČFDUJWFJOQSFWFOUJOH)$7USBOTNJTTJPOćFTFJODMVEFt 1FPQMF
XIP
inject or use intranasal drugs
t3FDPNNFOEBUJPOTGPSIFBMUIDBSFTFUUJOHT
- Hand hygiene: including surgical hand preparation, hand-washing and use of gloves
- Safe handling and disposal of sharps and waste
- Effective disinfection and sterilization
- Provision of safe blood and blood products
- Training of healthcare providers
t3FDPNNFOEBUJPOTGPS18*%
- Harm reduction counselling and support (refer section 12)
t3FDPNNFOEBUJPOTGPSQSFWFOUJPOPGTFYVBMUSBOTNJTTJPO
- Correct and consistent condom use
- Access to prevention services for sex workers and other people at risk (including screening
and treatment STIs, frequent testing for HIV and HCV testing)

9.2.3 Treatment of HIV/HCV co-infection
A. Initial evaluation

Table 9.4: Summary of Initial Clinical and Laboratory Evaluation in HIV/HCV co-infection
Findings

Action

History

Alcohol use, cigarette smoking,
intravenous drug use, risky sexual
Assess, counsel and support to stop taking alcohol,
practices, anorexia, right upper
counsel and support smoking cessation; counsel
quadrant pain, jaundice, early satiety,
provide and refer for harm reduction interventions
haematemesis, dark stool, bleeding,
pruritus

Physical examination

Enlarged liver, enlarged spleen,
ascites, scratch marks

Evidence of established chronic liver disease, closer
follow-up due to increased risk of hepatotoxicity,
discuss or refer to a consultant for additional
evaluation and management

HCV RNA PCR

For confirmation of chronic HCV
infection.

If available, a baseline

HCV genotype

Important for selecting appropriate DAA regimen

ALT

Every effort should be made to assess for liver
If elevated, may point to active liver
function (albumin and INR); especially in
disease. Exclude other causes of
symptomatic patients. However, this should not
elevation of liver enzymes.
delay initiation of ART

Comorbidities

HBV, HDV, random blood sugar,
lipid profile, alcoholic and nonRefer the patient for additional investigations
alcoholic liver disease, hepatocellular where these are suspected
carcinoma (family history)
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Table 9.5: Recommended DAA for the treatment of HCV without cirrhosis
Genotype

DAA Regimen

Duration of treatment

Daclatasvir (60 mg) + Sofosbuvir
(400 mg)

12 weeks

Daclatasvir (60 mg) + Sofosbuvir
(400 mg)

12 weeks*

Daclatasvir (60 mg) + Sofosbuvir
(400 mg)

12 weeks*

4

Elbasvir (50 mg + Grazoprevir
(100 mg)

12 weeks

Use with ARVs with minimal
interactions with these: TDF, ABC,
3TC, FTC, RAL and DTG

5&6

Ledipasvir (90 mg) + Sofosbuvir
(400 mg)

12 weeks

Avoid concomitant use of TDF and
Ledipasvir if the CrCl is < 50 ml/
min

1, 2 & 3

ART considerations

If the ART regimen contains EFV,
increase the dose of Daclatasvir
to 90 mg once daily. When used
concomitantly with boosted
Atazanavir, the dose of Daclatasvir
should be reduced to 30 mg once
daily

*Treatment duration is extended to 16 to 24 weeks in patients with compensated cirrhosis.
Patients with compensated and decompensated cirrhosis should be started on DAA HCV
therapy under specialist supervision.
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10. ARVs for Post-exposure Prophylaxis
(PEP)
Post Exposure Prophylixs should always be offered as soon as possible (if possible < 72 hours)
after a high-risk exposure (as defined in Table 10.1). Three-drug regimens are preferred for PEP,
however if the patient is unable to tolerate a drug (usually the PI/r), then 2 drugs can be used.
Patients should be counselled and strongly encouraged to complete the full 28-day course of PEP
once a decision has been made to initiate PEP.
For occupational exposure, immediate care of the exposure site includes: wash the site with soap
and water; encourage bleeding from the site but do not increase the tissue damage in any way (e.g.
do not scrub or cut the site).
Table 10.1: Post-exposure Prophylaxis
Considerations

Recommendation

Eligibility: Must
meet all of the
following criteria

t &YQPTFEJOEJWJEVBMJT)*7OFHBUJWFBUCBTFMJOF
t &YQPTVSFNVTUIBWFPDDVSSFEXJUIJOUIFQBTUIPVST
t &YQPTVSFNVTUCFIJHISJTL IJHISJTLUZQF"/%TPVSDF"/%NBUFSJBM 
- Type: mucous membrane; non-intact skin, or; percutaneous injury
- Source: HIV positive or of unknown HIV status
- Material: blood or bloody body fluids; breast milk; semen; vaginal secretions; synovial,
pleural, pericardial, amniotic fluids; CSF, or; HIV cultures in lab

Management at
initial contact

t $PVOTFMPOSJTLTBOECFOFĕUTPG1&1BOEPCUBJOWFSCBMDPOTFOUGPS)*7UFTUJOH
t 7PMVOUBSZUFTUJOHGPSCPUIFYQPTFEBOETPVSDFJOEJWJEVBMT
t 0ČFS1&1BTTPPOBTIJHISJTLFYQPTVSFJTFTUBCMJTIFEBOEFYQPTFEJOEJWJEVBMUFTUT)*7
negative at baseline (if HIV testing not available, can provide 1-2 days of PEP to cover until
HIV test performed)
t 1SFHOBODZUFTUJOH
t $S JG5%'DPOUBJOJOHSFHJNFO BOE)C JG";5DPOUBJOJOHSFHJNFO IPXFWFS1&1
should be offered even when lab tests are not available. Do not delay administration of PEP
while waiting for lab results
t )FQBUJUJT#WBDDJOBUJPO JGOPUQSFWJPVTMZJNNVOJ[FEOPULOPXO)#7QPTJUJWF

ARV regimen for
PEP

Adult: TDF* + 3TC + ATV/r
Children: ABC* + 3TC + LPV/r

*AZT can be used as an alternative when TDF
or ABC cannot be used

Time of initiation

As soon as possible after exposure, but no later than after 72 hours

Duration of PEP

28 days (dispense all 28 days of treatment at the first visit)

Dose of PEP

Same as indicated for ART; use weight-based dosing for children
t 'PMMPXVQDMJFOUBUEBZT EBZT BOEEBZTBęFSTUBSUJOH1&1
t 'PMMPXVQ)*7UFTUJOHBUBOENPOUITBęFSFYQPTVSF
t "TTFTTGPSBOENBOBHFTJEFFČFDUTEVFUP1&1

Follow-up

Counselling

Other services for
sexual assault

Adherence counselling, risk reduction, trauma and mental health counselling, social support
and safety, safe sex practices
t 45*QSPQIZMBDUJDUSFBUNFOUUPBMM USFBUGPSWBHJOBMVSFUISBMEJTDIBSHFTZOESPNF
following the national STI algorithms)
t &NFSHFODZDPOUSBDFQUJPOGPSOPOQSFHOBOUXPNFO
t 5FUBOVTUPYPJEGPSBOZQIZTJDBMJOKVSZPGTLJOPSNVDPVTNFNCSBOFT
t %PDVNFOUBUJPOPGDMJOJDFWJEFODFPGBTTBVMUBOEDPMMFDUJPOPGGPSFOTJDFWJEFODF
t 3FGFSUPQPTUSBQFDBSFHVJEFMJOFTGPSBEEJUJPOBMEFUBJMT
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11. Oral Pre-Exposure Prophylaxis (PrEP)
Pre-exposure prophylaxis (PrEP) against HIV involves taking daily antiretroviral agents by HIV
negative individuals to reduce the risk of acquiring HIV infection.
Oral PrEP containing TDF should be offered to individuals at substantial ongoing risk of HIV
infection, as part of a package of combination prevention tailored to individual choice and risk
profile as determined during initial and follow-up assessment and risk reduction counselling.
PrEP may be offered to the HIV seronegative partner in a sero-discordant relationship during
attempts to conceive.

11.1 Recommended ARVs for PrEP

The recommended ARV regimen for use as PrEP is: TDF 300 mg and Emtricitabine 200 mg once
daily (given as a FDC). Alternatively, TDF 300 mg once daily can be used if TDF/FTC is not
available. If neither of these options is available, TDF 300 mg/ 3TC 300 mg may be used.
Table 11.1: Recommended Antiretroviral Agents for Oral PrEP
Preferred
TDF/FTC (300 mg/200 mg) as FDC
once daily

Alternative
TDF 300 mg once daily
TDF/3TC 300 mg/300 mg as FDC once daily

PrEP should only be offered after thorough assessment to establish eligibility, readiness for effective
use, required follow-up and absence of contraindications to TDF +/- FTC/3TC.

11.2 Indications for PrEP

PrEP is offered to sexually active HIV-negative individuals who are at significant risk of acquiring
HIV infection. Clients must meet ALL of the following criteria before initiating PrEP:
1. At high risk for acquiring HIV, by meeting ANY of the following indications
t4FYVBMQBSUOFSJTLOPXO)*7QPTJUJWFBOEOPUPO"35 PSPO"35NPOUIT PSTVTQFDUFE
poor adherence to ART, or most recent VL is detectable
t4FYVBM QBSUOFST BSF PG VOLOPXO )*7 TUBUVT BOE BSF BU IJHISJTL GPS )*7 JOGFDUJPO IBT
multiple sexual partners, has had STIs, engages in transactional sex, injects drugs, from high
HIV burden settings)
t&OHBHJOHJOUSBOTBDUJPOBMTFY
t)JTUPSZPGSFDFOUTFYVBMMZUSBOTNJUUFEJOGFDUJPO
t3FDVSSFOUVTFPGQPTUFYQPTVSFQSPQIZMBYJT
t)JTUPSZPGTFYXIJMTUVOEFSUIFJOĘVFODFPGBMDPIPMPSSFDSFBUJPOBMESVHTBTBIBCJU
t*ODPOTJTUFOUPSOPDPOEPNVTFPSVOBCMFUPOFHPUJBUFDPOEPNVTFEVSJOHJOUFSDPVSTFXJUI
persons of unknown HIV status
t*OKFDUJPOESVHVTFXIFSFOFFEMFTBOETZSJOHFTBSFTIBSFE
t4FSPEJTDPSEBOUDPVQMFTUSZJOHUPDPODFJWF
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2. AND meet ALL of the following criteria
t$POĕSNFE)*7OFHBUJWF SBQJEBOUJCPEZUFTUJOHGPMMPXJOHUIF)54BMHPSJUINPOUIFEBZPG
PrEP initiation is adequate confirmation of HIV-negative status)
t%PFTOPUIBWFBDVSSFOUPSSFDFOU XJUIJOQBTUPOFNPOUI JMMOFTTDPOTJTUFOUXJUIBDVUF)*7
infection (fever, sore throat, muscle or joint pains, swollen glands, diarrhoea or headache) in
combination with a preceding high-risk exposure for HIV
t"TTFTTFEBTSFBEZUPBEIFSFUP1S&1BOEXJMMJOHUPBUUFOEGPMMPXVQFWBMVBUJPOTJODMVEJOH
repeat HIV testing and monitoring for side effects
t/PDPOUSBJOEJDBUJPOUPVTFPG5%' '5$5$

PrEP does not eliminate the risk of HIV infection; also it does not prevent STIs or unintended
pregnancies. It should, therefore, be offered as part of a combination prevention package that
includes risk reduction counselling, HIV testing, condoms and lubricants, STI screening and
treatment, contraception, needle exchange and opioid replacement therapy.

11.3 Risk Behaviour Assessment

Providers should make every effort to establish rapport with potential PrEP clients, provide
adequate privacy and offer assurances of confidentiality. A non-judgemental attitude will
contribute towards open conversation where clients will be free to share accurate information on
risk (for risk assessment, Table 11.2) and concerns about PrEP. PrEP should only be offered after
thorough assessment to establish eligibility, readiness for effective use, commitment to adhere to
required follow-up and absence of contraindications to TDF and/or FTC.
Table 11.2: Risk Behaviour Assessment

In the last 6 months:
Have you been sexually active?
Have you had more than one sexual partner?
Have you had sexual contact where neither you nor your sexual partner was wearing a condom?
How many of your sexual partners were HIV-positive or unknown HIV status?
Have you had sex with HIV-positive partners or persons of unknown HIV status without a condom? Have you
been treated for a sexually transmitted infection?
Have you injected drugs that were not prescribed by healthcare provider? If yes, did you use syringes, needles or
other drug preparation equipment that had already been used by another person?
Have you had sex while you or your partner was under the influence of alcohol or drugs?
History of GBV?
Are you in a HIV discordant relationship newly diagnosed?

130

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

11.4 Minimum Required Laboratory Evaluation for PrEP

Before initiating PrEP, the following investigations should be performed:
t3BQJE)*7UFTUBTQFS)54HVJEFMJOFT
t#BTFMJOFDSFBUJOJOFJTSFDPNNFOEFECVUTIPVMEOPUEFMBZJOJUJBUJPOPG1S&1'PSDMJFOUTXJUI
pre-existing risk factor for renal impairment (such as age > 65 years, diabetes, uncontrolled
hypertension, glomerulonephritis, HBV and HCV infection), every effort should be made to
obtain a serum creatinine prior to initiation of PrEP
t8IFSFBWBJMBCMF)#T"HBOE)$7TFSPMPHZJG)#T"HJTOFHBUJWF PČFS)#7WBDDJOBUJPO
The following investigations should be done for monitoring patients on PrEP
t3BQJE)*7BOUJCPEZUFTUFWFSZNPOUIT
t"OOVBMTFSVNDSFBUJOJOFBOE$S$M
Table 11.3: Summary of Initial and Follow-up Assessment
Visit

Action
t
t
t
t

First (Screening Visit)
Clinician Visit

)*7UFTUJOHBOEDPVOTFMMJOH
&WBMVBUFGPSFMJHJCJMJUZXJMMJOHOFTTBOESFBEJOFTTUPUBLFPSBM1S&1
&EVDBUFBCPVUUIFSJTLT CFOFĕUTBOEMJNJUBUJPOTPG1S&1
&EVDBUFDMJFOUBCPVUSFDPHOJ[JOHTZNQUPNTPGBDVUF)*7JOGFDUJPO
and what to do if such symptoms occur (i.e. urgently return for HIV
testing)
t #FIBWJPVSSJTLBTTFTTNFOU
t 45*TDSFFOJOH DPOUSBDFQUJWFDPVOTFMMJOHBOETFSWJDFT
t -.1BOEDPOUSBDFQUJWFVTF GPSXPNFO JGQSFHOBODZ
suspected, obtain a pregnancy test. However, pregnancy in not a
contraindication to PrEP
t "EIFSFODFDPVOTFMMJOH
t %JTDVTTDPNCJOBUJPOQSFWFOUJPO
t -BCPSBUPSZ&WBMVBUJPO
- CrCl, HBsAg, pregnancy test (baseline investigations should
not delay initiation of PrEP)
If no contraindication to TDF and the client is eligible and ready, prescribe
TDF/FTC one tablet once daily for 30 days (alternative TDF/3TC one tablet
once daily for 30 days, or TDF 300 mg once daily for 30 days); agree on a
follow-up date before the prescription is finished

Visit 2 (Month 1)
Counsellor/Clinician Visit

t
t
t
t
t

$PVOTFMMPS$MJOJDJBOWJTJU
4BGFUZNPOJUPSJOHDMJOJDBMBTTFTTNFOU
)*7UFTUJOH
"EIFSFODFBOESJTLSFEVDUJPODPVOTFMMJOH
0ČFS)#7WBDDJOBUJPOJGBWBJMBCMFBOE)#T"HOFHBUJWF

Visits Months 3, 9, 15, 18
Counsellor-led visits

t )*7UFTUJOHBOEDPVOTFMMJOH
t )*7SJTLSFWJFXBOEBTTFTTNFOUGPS1S&1DPOUJOVBUJPO
t 4VQQPSUBEIFSFODFDPVOTFMMJOH

Visits for months 6, 12, 18, 24, 36
Clinician-led visit

t
t
t
t
t

)*7UFTU
$SFBUJOJOFBOEDSFBUJOJOFDMFBSBODFBOOVBM FBSMJFS JGJOEJDBUFE 
3JTLBTTFTTNFOUSFWJFX
"EIFSFODFTVQQPSU
3FWJFXGPSDPOUJOVBUJPOPSEJTDPOUJOVBUJPOPG1S&1
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During every visit,
t3FBTTFTTSJTLPG)*7JOGFDUJPOBOEPČFSSJTLSFEVDUJPODPVOTFMMJOH)*7UFTUJOHTIPVMECF
repeated every 3 months
t"TTFTTGPSBEWFSTFFČFDUTBOEBEIFSFODF
Remind PrEP users that it takes 7 doses of PrEP to achieve adequate levels of the ARVs in tissues
to be effective. During these days, safer sex practices should be encouraged (including abstinence
and condoms).

11.5 Contra-indications to Oral PrEP

t)*7JOGFDUJPOPSTVTQFDUFEBDVUF)*7JOGFDUJPO JFĘVMJLFTZNQUPNTJOUIFMBTUXFFLTJO
combination with a preceding high-risk exposure for HIV)
t"EPMFTDFOUTLHPSBHFZFBST
t*NQBJSFESFOBMGVODUJPO FTUJNBUFEDSFBUJOJOFDMFBSBODFPGN-NJO
t6OBCMFPSVOXJMMJOHUPBEIFSFUPQSFTDSJCFE1S&1PSGPMMPXVQTDIFEVMF

Table 11.4: Managing Clinical and Laboratory Results on Initial and Follow-up Assessment
Screening
HIV-positive at
initial evaluation
HIV-positive after
initiation of PrEP

Action
Do not start PrEP, counsel and link to care and treatment
Discontinue PrEP, counsel and link to care and treatment

Positive STI Screen

Thorough genitourinary and anorectal examination, urine dipstix for urethritis, serological
testing for syphilis, full STI evaluation of resources available. (Refer to STI algorithm).
Refer to guidelines on syndromic management of STIs

HBsAg-negative

Offer HBV vaccination

HBsAg-positive
Flu-like illness after
initiating PrEP

This is not a contraindication to PrEP. However, will require monitoring of liver function
and referral for management of liver disease
Continue PrEP, test for HIV at first contact and after 28 days, and if negative, continue
with usual follow-up
GIT - nausea, vomiting, weight loss: these are often mild, self-limiting and occur during
the first 1-2 months. Provide supportive counselling, offer symptomatic treatment e.g.
anti-emetics like Metoclopramide 10 mg 8 hourly for 3 to 5 days

Side effects of PrEP

Pregnancy or
breastfeeding

132

Renal - transient increase in creatinine, and rarely proteinuria and Fanconi’s syndrome
(presenting as polyuria, bone pain and weakness). Measure creatinine (and calculate
estimated creatinine clearance) at initiation of ART, at 1 and 4 months and annually
thereafter (or whenever indicated (symptom directed)). If creatinine clearance (eGFR) <
50 mL/min; Do not start PrEP, recheck after 2 weeks. Refer for evaluation of underlying
renal disease. If the renal function returns to normal, reassess for PrEP and initiate/
continue PrEP. When restarting PrEP, optimum protection is reached after 7 doses of PrEP.
PrEP should not be prescribed for individuals using nephrotoxic drugs like acyclovir,
aminoglycosides, retinoids, instead, offer alternative HIV prevention services
Pregnancy and breastfeeding are not contraindications to provision of PrEP. Pregnant
or breastfeeding women whose sex partners are HIV positive or are at high risk of HIV
infection may benefit from PrEP as part of combination prevention of HIV infection. PrEP
is also indicated for HIV-negative in discordant partnerships who wish to conceive. PrEP
in these situations can be prescribed during the pre-conception period and throughout
pregnancy to reduce risk of sexual HIV infection
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11.6 Criteria for Discontinuing PrEP

PrEP should be discontinued if ANY of the following criteria are met:
t)*7QPTJUJWF
t$IBOHFJOSJTLTUBUVT MPXSJTL 
t3FOBMEZTGVODUJPOXJUIDSFBUJOJOFDMFBSBODFCFMPXN-NJO
t$MJFOUSFRVFTUUPTUPQ
t4VTUBJOFEOPOBEIFSFODF
t4VTUBJOFEWJSBMTVQQSFTTJPOPGUIF)*7QPTJUJWFQBSUOFSJOBEJTDPSEBOUSFMBUJPOTIJQ#VUUIF
couple should continue consistent condom use
Users discontinuing PrEP due to low risk or requesting to stop should continue PrEP for at least 28
days after the last potential exposure to HIV. Reasons for discontinuation should be documented
in the client’s record.
Table 11.5: Pre-Initiation Education Check-list
How PrEP works as part of combination prevention

Explain the need for baseline and follow-up tests
including HIV testing

Limitations of PrEP
t -JOLFďDBDZUPBEIFSFODF
t 1S&1SFEVDFTCVUEPFTOPUFMJNJOBUFUIFSJTLPG
Discuss when and how PrEP may be discontinued
acquiring HIV
t 1S&1EPFTOPUQSFWFOUQSFHOBODJFTBOE45*T

PrEP use
t ćFNFEJDBUJPOTVTFE TIPXUIFDMJFOUUIF
pills)
t )PXUIFNFEJDBUJPOTBSFVTFE EBJMZ
t /VNCFSPGEBJMZEPTFTSFRVJSFEUPBDIJFWF
efficacy (7 doses)
Discuss what to do in case of client experiences
t 8IBUUPEPXIFOEPTFTBSFNJTTFE DPOUJOVF
symptoms of seroconversion (acute HIV infection)
daily doses)
t %JTDPOUJOVBUJPOPG1S&1 OFFEUPDPOUJOVFGPS
28 days from last potential exposure to HIV)
t 4JEFFČFDUTBOEXIBUUPEPJODBTFUIFTFBSF
experienced (Consult the clinician)

Long-term use and safety of PrEP

Risk reduction counselling and Support
Education (risk and safer sex practices)
Managing mental health needs
Couple counselling
Access to, and consistent use of condoms and lubricants
Access to and need for frequent HIV testing
Early access to ART
VMMC
STI screening and treatment
Harm reduction for PWID
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Table 11.6: Pre-Initiation Assessment Check-list
Item
HIV testing and counselling, HIVnegative

Y/N

Item

Y/N

STI screening and treatment
For Women
Pregnancy test
Pregnancy and pregnancy intention

Symptoms of acute viral infection in
last 6 weeks

t *TUIFDMJFOUDVSSFOUMZVTJOHBOZDPOUSBDFQUJPO
t *GOPU JTTIFJOUFSFTUFEJOVTJOHMPOHUFSN
hormonal contraception in addition to condoms?
t *TUIFDMJFOUUSZJOHUPDPODFJWF
t *TUIFDMJFOUQSFHOBOUPSCSFBTUGFFEJOH

Behaviour risk assessment

Plans for accessing PrEP

Substance use and mental health
screening

Serum creatinine and creatinine clearance > 50 mL/min

Partner information

HBsAg

Pre-initiation education and
understanding of PrEP

HCV serology

Readiness and willingness to adhere
to prescribed PrEP and follow-up
schedule

Medication history

11.7 Who Should Provide PrEP and Where

PrEP must be prescribed by a healthcare professional who has completed training on the national
guidelines for the use of ARVs as PrEP.
PrEP can potentially be offered in any setting that has trained healthcare professionals who have
been trained on the national guidelines for use of ARVs as PrEP, and with systems and tools in
place for the monitoring, documentation, and reporting of PrEP use.
PrEP implementation can be integrated in any setting that meets the conditions for initial
evaluation and initiation including:
t%SPQJO$FOUFST %*$&T GPSLFZQPQVMBUJPOT JODMVEJOHDPNNVOJUZBOEGBDJMJUZTFUUJOHT
t)*7 DMJOJDT GPS )*7OFHBUJWF QBSUOFST CFGPSF UIF )*7QPTJUJWF QBSUOFS BDIJFWFT WJSBM
suppression)
t"/$./$)3)BOE45*DMJOJDT
t$PNNVOJUZ TFUUJOHT  NFFUJOH UIF DSJUFSJB GPS JOJUJBM DMJFOU BTTFTTNFOU BOE FWBMVBUJPO FH
Integrated prevention centers and youth friendly outlets
t3FTVQQMZPG1S&1DBOCFEPOFJOCPUIDPNNVOJUZBOEGBDJMJUZTFUUJOHT
Documentation of PrEP must include completion of the following tools:
[e.g. PrEP enrolment register, appointment diary, follow-up register, initial and follow-up clinical
assessment forms, etc]
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12. People Who Inject Drugs (PWID) and
HIV
A. Introduction

People who inject drugs (PWID) are at increased risk of HIV infection. In Kenya, the HIV
prevalence among PWID is up to 4 times that of the general population. PWID also suffer a higher
burden of viral hepatitis (HBV and HCV), TB and sexually transmitted infections irrespective
of HIV status. Despite these, PWID have limited access to HIV prevention, care and treatment
services.
Every effort should be made to implement provide evidence-informed interventions in the
comprehensive package of measures targeting PWID; either in combination or (depending on site
capacity) singly, with linkage to comprehensive care, Table 12.1).
PWID have complex needs related drug dependency, psychosocial and medical complications of
injection and other substance use. When they require ART, anti-TB or any other therapy, they are at
increased risk of adverse drug reactions and drug interactions; and non-adherence. These patients are
best, comprehensively, managed by providers who have received specific training in the management of
injection drug use. Once identified, PWID should be counselled and linked to programs with the capacity
to offer comprehensive care for such patients.

Table 12.1: Comprehensive Package of Harm Reduction for PWID
Intervention

Comment/Recommendations

HIV testing services

PWID are at high risk of HIV infection, are diagnosed late and therefore have poorer
treatment outcomes following ART initiation
t 18*%TIPVMECFPČFSFESFHVMBS)*7UFTUJOHBOEDPVOTFMMJOHBOECFMJOLFEUP
comprehensive HIV prevention, care and treatment services including harm
reduction counselling and support
t 3FUFTUGPS)*7FWFSZNPOUITJGUIFSFJTPOHPJOHSJTL

Targeted information,
education and
communication for
PWID and their
sexual partners

PWID and sexual partners should be provided with information and counselling on risks
related to drug use and risky sexual behaviour; and where and what harm-reduction
services are available. Peer-based networks are effective in improving access and retention
to harm reduction care

Condom provision

The correct and consistent use of condoms with condom-compatible lubricants is
recommended for all PWID to prevent pregnancy and sexual transmission of HIV and
STIs

Prevention and
treatment of
sexually transmitted
infections

PWID may be at higher risk of STIs due to sex work or other risky sex practices. STIs,
especially GUDs increase the risk of HIV infection and transmission, and are often a sign
of unsafe sexual behaviour or risk of HIV transmission. Screening, diagnosis, treatment
and prevention of STIs should be offered routinely as part of comprehensive HIV
prevention and care for PWID
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Table 12.1: Comprehensive Package of Harm Reduction for PWID (continued)
Intervention

Prevention,
diagnosis and
treatment of TB

Prevention,
vaccination,
diagnosis and
treatment for
viral hepatitis

Needle and
syringe
programmes
(NSPs)

Opioid
substitution
therapy (OST)
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Comment/Recommendations

Independent of HIV infection, PWID have an increased risk of TB. HIV infection further
increases this risk. All PWID should be screened regularly for active TB using the symptombased screening algorithm at each contact with healthcare worker. Once active TB is ruled
out, IPT should be provided to PWID living with HIV for 6 months with support provided
to ensure adherence. PWID with active TB should receive standard TB treatment as per
the national guidelines and supported to complete treatment. Anticipate and manage
complications due to viral hepatitis or renal impairment.
t 18*%TIPVMEIBWFUIFTBNFBDDFTTUP5#QSFWFOUJPO TDSFFOJOHBOEUSFBUNFOUTFSWJDFT
as other populations at risk of or living with HIV

Hepatitis B and C disproportionately affect PWID due to overlapping risk factors of sexual
transmission and sharing needles, syringes and other drug use items. Harm reduction and
behavioural interventions are also effective in reducing risk of infection/transmission of HBV
and HCV.
t 18*%TIPVMECFTDSFFOFEGPS)#7 CZ)#T"H BOE)$7 CZ)#7TFSPMPHZ BUĕSTU
contact.
- Hepatitis B
. Hepatitis B vaccination is recommended for those who are HBsAg negative. A
higher-dose HBV vaccine should be used with the rapid regimen. If the rapid
regimen is not available, the standard regimen should be offered
. HBV/HIV co-infected PWID should be started on ART containing TDF + 3TC
or FTC in addition to harm-reduction interventions to optimize adherence and
treatment outcomes
- Hepatitis C
. HCV/HIV co-infected PWID should be initiated on ART. Specific HCV
antiviral therapy is recommended in consultation with expertise in the
management of HCV infection

NSPs help decrease drug-related risk behaviours, reduce quantity of contaminated needles
in circulation, reduce risk of new HIV infections and improve referrals and linkages to HTS
and HIV care and treatment services. NSPs are effective means for introducing combination
prevention to PWID including HTS, STI screening and treatment, condoms provision, OST,
and HIV care and treatment
t All PWID should be linked to NSPs to access sterile injecting equipment.

OST using methadone or other suitable alternative is effective in
t UIFUSFBUNFOUPGPQJPJEEFQFOEFODZ 
t SFEVDJOHSJTLCFIBWJPVSTSFMBUFEUPESVHVTFBOE
t SFEVDJOH)*7USBOTNJTTJPO
t JNQSPWJOH18*%TBEIFSFODFUP"35
Identify and link all PWID for opioid substitution therapy.
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Table 12.1: Comprehensive Package of Harm Reduction for PWID (continued)
Intervention

Antiretroviral
therapy

Community
outreach

Comment/Recommendations

t "35JTFČFDUJWFJONBOBHJOH)*7JOGFDUJPOJO18*%)PXFWFS BEIFSFODFNBZJOUFSGFSF
with ART success. Intensive support is required including OST, enhanced counselling
techniques and DOT.
t $MPTFNPOJUPSJOHPG"35JTOFDFTTBSZCFDBVTFPGSJTLPGESVHESVHJOUFSBDUJPOT BOESFOBM
and liver toxicity.
t )*7QPTJUJWF18*%TIPVMECFPČFSFEDPNQSFIFOTJWF)*7DBSFBOEUSFBUNFOUTFSWJDFT
including ART. When ART is provided with additional targeted support, PWID can achieve
and maintain viral suppression similar to others’ outcomes.
t 0SBM1S&1 DPOUBJOJOH5%' JTSFDPNNFOEFEBTBOBEEJUJPOBMQSFWFOUJPODIPJDFGPS18*%
at substantial risk of HIV infection as part of combination prevention and harm reduction
approaches.

PWID face barriers to accessing formal facility-based health services due to stigma,
discrimination and fear of victimization among other factors. Outreach either directly from
the facility or through collaborations with community-based groups is an effective means of
delivering harm-reduction interventions in addition to HIV prevention, care and treatment
services. Peer-led, community based approaches are particularly useful in improving
adherence and retention.
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B. ART in HIV positive PWID
Table 12.2: Summary of ART recommendations for PWID
Care and
Support

Recommendation/Additional Information

When to Start
ART in HIV
positive PWID

ART should be initiated in all individuals with HIV regardless of WHO clinical stage or CD4
cell count.

What to start
with (first-line
ART)
Second-line
ART

Treatment
preparation
and adherence
counselling and
support

Preventing
and managing
drug-drug
interactions

Monitoring
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Irrespective of OST, PWID with HIV infection should be initiated on a first-line regimen of
TDF + 3TC or FTC + ATV/r. Always consider the risk of transmitted drug resistance.
For PWID with TB/HIV co-infection, replace rifampicin with rifabutin.
TDF + 3TC + DRVr + RAL or DTG, discuss with an expert provider or a regional/national
clinical support centre.
Injection drug use is not a contra-indication to ART initiation. OST, though important in
contributing to the success of ART in PWID, should not be a pre-requisite to initiation of
ART. However, these patients require additional preparation and support to increase their
chances of successful treatment including:
t )BSNSFEVDUJPOJOUFSWFOUJPOT
t ćPSPVHICBTFMJOFBTTFTTNFOUGPSJNQPSUBOUDPNPSCJEDPOEJUJPOTMJLFIFQBUJUJT SFOBM
impairment, TB and depression or other psychiatric disorders.
t /FHPUJBUJPOGPS BOEBDDFTTUP NPEJĕFE EJSFDUMZPCTFSWFEUIFSBQZ
t $PNNVOJUZPVUSFBDI

t ";5 "#$ &'7BOE/71TIPVMECFBWPJEFEJOQBUJFOUTPONFUIBEPOFNBJOUFOBODF
therapy:
- Methadone increases the levels of AZT by 41%, significantly increasing the risk
of AZT bone marrow toxicity
- ABC decrease methadone AUC by 22% while methadone decrease ABC by 34%
t &'7BOE/71EFDSFBTFNFUIBEPOFMFWFMTCZBOESFTQFDUJWFMZ
t ćFSFBSFOPDMJOJDBMMZSFMFWBOUQIBSNBDPLJOFUJDJOUFSBDUJPOTCFUXFFO"UB[BOBWJSBOE
methadone.
- LPV/r reduces methadone AUC by 36%
- DVR reduces methadone AUC by 40%
- Ritonavir decrease methadone by 37%
t *OUFHSBTFJOIJCJUPSTIBWFOPTJHOJĕDBOUFČFDUTPONFUIBEPOFMFWFMT
t "UB[BOBWJSSJUPOBWJSTVCTUBOUJBMMZJODSFBTFTCVQSFOPSQIJOFBOEQMBTNBDPODFOUSBUJPOT
with possible cognitive effects
t ćFSFBSFOPSFQPSUFEBEWFSTFJOUFSBDUJPOTPGCVQSFOPSQIJOFXJUI//35* /35*BOE
LPV/r including AZT
t 3JGBNQJDJOEFDSFBTFTUIFCMPPEMFWFMTPGNFUIBEPOFCZUP SFTVMUJOHJOPQJPJE
withdrawal symptoms. Though rifabutin also induces CYP 3A4, it however does not
cause withdrawal symptoms. INH can be used safely with methadone or buprenorphine.

PWID on ART require more frequent monitoring and support to ensure adherence to
treatment and harm reduction interventions, assess for and manage adverse drug reactions or
drug-drug interactions.
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13. Annexes
Annex 1: WHO Clinical Staging of HIV Infection in Infants and Children
Stage I
Stage II
t "TZNQUPNBUJD
t 1BQVMBSQSVSJUJDFSVQUJPOT 11&
t 1FSTJTUFOUHFOFSBMJ[FEMZNQIBEFOPQBUIZ
t 4FCPSSIFJDEFSNBUJUJT
(PGL)
t 'VOHBMOBJMJOGFDUJPOT
t 6OFYQMBJOFE BTZNQUPNBUJD
t "OHVMBSDIFJMJUJT
hepatosplenomegaly
t -JOFBSHJOHJWBMFSZUIFNB
t &YUFOTJWF)17PSNPMMVTDVNJOGFDUJPO PGCPEZ
area/face)
t 3FDVSSFOUPSBMVMDFSBUJPOT FQJTPEFTJONPOUIT
t 1BSPUJEFOMBSHFNFOU
t )FSQFT[PTUFS FQJTPEFNPOUIT
t 3FDVSSFOUPSDISPOJDVQQFSSFTQJSBUPSZJOGFDUJPO 63* 
otitis media, otorrhoea, sinusitis (>2 episodes/6 months)

Stage III
t 6OFYQMBJOFENPEFSBUFNBMOVUSJUJPO
(-2SD or Z score) not responding to
standard therapy
t 6OFYQMBJOFEQFSTJTUFOUEJBSSIPFB 
days)
t 6OFYQMBJOFEQFSTJTUFOUGFWFS
(intermittent or constant, > 1 mo.)
t 0SBMDBOEJEJBTJT PVUTJEFOFPOBUBM
period)
t 0SBMIBJSZ-FVDPQMBLJB
t 1VMNPOBSZUVCFSDVMPTJT
t 4FWFSFSFDVSSFOUQSFTVNFECBDUFSJBM
pneumonia (>2 episodes/12 months)
t "DVUFOFDSPUJ[JOHVMDFSBUJWFHJOHJWJUJT
periodontitis
t -ZNQIPJEJOUFSTUJUJBMQOFVNPOJUJT -*1
t 6OFYQMBJOFEBOBFNJB HE- 
neutropenia (<1000/mm3), or
thrombocytopenia (<30,000/mm3) for
>1 mo.
t )*7SFMBUFEDBSEJPNZPQBUIZ
t )*7SFMBUFEOFQISPQBUIZ

Stage IV
t 6OFYQMBJOFETFWFSFXBTUJOHPSTFWFSFNBMOVUSJUJPO 
SD or Z score) not responding to standard therapy
t 1OFVNPDZTUJTQOFVNPOJB
t 3FDVSSFOUTFWFSFCBDUFSJBMJOGFDUJPOT FQJTPEFT
months, excluding pneumonia)
t $ISPOJDPSPMBCJBMPSDVUBOFPVT)47 MBTUJOHNP
t &YUSBQVMNPOBSZUVCFSDVMPTJT
t ,BQPTJTTBSDPNB
t 0FTPQIBHFBMDBOEJEJBTJT
t $/4UPYPQMBTNPTJT
t $SZQUPDPDDBMNFOJOHJUJT
t "OZEJTTFNJOBUFEFOEFNJDNZDPTJT
t $SZQUPTQPSJEJPTJTPS*TPTQPSJBTJT XJUIEJBSSIPFB
month)
t $.7JOGFDUJPOPGPSHBOPUIFSUIBOMJWFS TQMFFO MZNQI
nodes (and onset age >1 month)
t %JTTFNJOBUFENZDPCBDUFSJBMEJTFBTFPUIFSUIBO
tuberculosis
t $BOEJEBPGUSBDIFB CSPODIJPSMVOHT
t "DRVJSFESFDUPWFTJDVMBSĕTUVMB
t $FSFCSBMPS#DFMMOPO)PEHLJOTMZNQIPNB
t 1SPHSFTTJWFNVMUJGPDBMMFVDPFODFQIBMPQBUIZ 1.t )*7FODFQIBMPQBUIZ

NOTE: WHO Clinical Staging should be carried out only on children confirmed (by serology or DNA PCR) to be
HIV infected
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Annex 2: WHO Clinical Staging of HIV Infection in Adolescents and Adults
Stage 1
t "TZNQUPNBUJD
t 1FSTJTUFOU(FOFSBMJ[FE
Lymphadenopathy (PGL)

Stage 2
t .PEFSBUFVOFYQMBJOFEXFJHIUMPTT PGQSFTVNFE
or measured body weight)
t .JOPSNVDPDVUBOFPVTNBOJGFTUBUJPOT TFCPSSIFJD
dermatitis, popular pruritic eruptions, fungal nail
infections, recurrent oral ulcerations, angular cheilitis)
t )FSQFT[PTUFS
t 3FDVSSFOUVQQFSSFTQJSBUPSZUSBDUJOGFDUJPOT TJOVTJUJT 
tonsillitis, bronchitis, otitis media, pharyngitis)

Stage 3
Stage 4
t 6OFYQMBJOFETFWFSFXFJHIUMPTT PWFS
Conditions where a presumptive diagnosis can be made
10% of presumed or measured body
using clinical signs or simple investigations:
weight)
t )*7XBTUJOHTZOESPNF
t 6OFYQMBJOFEDISPOJDEJBSSIPFBGPS
t 1OFVNPDZTUJTKJSPWFDJQOFVNPOJB 1$1
longer than one month
t 3FDVSSFOUTFWFSFCBDUFSJBMQOFVNPOJB ȴFQJTPEFT
t 6OFYQMBJOFEQFSTJTUFOUGFWFS
within 1 year)
(intermittent or constant for longer than
t $SZQUPDPDDBMNFOJOHJUJT
one month)
t 5PYPQMBTNPTJTPGUIFCSBJO
t 1FSTJTUFOUPSBMDBOEJEJBTJT
t $ISPOJDPSPMBCJBM HFOJUBMPSBOPSFDUBMIFSQFTTJNQMFY
t 0SBMIBJSZMFVLPQMBLJB
infection for > 1 month
t 1VMNPOBSZUVCFSDVMPTJT
t ,BQPTJTTBSDPNB ,4
t 4FWFSFCBDUFSJBMJOGFDUJPOT FH
t )*7FODFQIBMPQBUIZ
pneumonia, empyema, pyomyositis,
t &YUSBQVMNPOBSZUVCFSDVMPTJT &15#
bone or joint infection, meningitis,
Conditions where confirmatory diagnostic testing is
bacteraemia)
necessary:
t "DVUFOFDSPUJ[JOHVMDFSBUJWFTUPNBUJUJT 
t $SZQUPTQPSJEJPTJT XJUIEJBSSIPFBNPOUI
gingivitis or periodontitis
t *TPTQPSJBTJT
t 6OFYQMBJOFEBOBFNJB CFMPXHEM 
t $SZQUPDPDDPTJT FYUSBQVMNPOBSZ
neutropenia (below 0.5 x 109/l) and/or
t %JTTFNJOBUFEOPOUVCFSDVMPVTNZDPCBDUFSJBMJOGFDUJPO
chronic thrombocytopenia (below 50 x
t $ZUPNFHBMPWJSVT $.7 SFUJOJUJTPSJOGFDUJPOPGUIF
109 /l)
organs (other than liver, spleen, or lymph nodes)
t 1SPHSFTTJWFNVMUJGPDBMMFVDPFODFQIBMPQBUIZ 1.t "OZEJTTFNJOBUFENZDPTJT FHIJTUPQMBTNPTJT 
coccidiomycosis)
t $BOEJEJBTJTPGUIFPFTPQIBHVTPSBJSXBZT
t /POUZQIPJETBMNPOFMMB /54 TFQUJDBFNJB
t -ZNQIPNBDFSFCSBMPS#DFMM/PO)PEHLJOT
Lymphoma
t *OWBTJWFDFSWJDBMDBODFS
t 7JTDFSBMMFJTINBOJBTJT
t 4ZNQUPNBUJD)*7BTTPDJBUFEOFQISPQBUIZPS)*7
associated cardiomyopathy
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Age

3 months

6 months

9 months

12 months

18 months

2 years

3 years

4 years

t
t
t
t
t
t
t
t

Milestones
5VSOTIFBEUPXBSETPVOE
4NJMFT
3BJTFTIFBEXIFOPOTUPNBDI
#SJOHTIBOEUPNPVUI
8BUDIFTGBDFTJOUFOUMZ
3FDPHOJTFTGBNJMJBSQFPQMF
'PMMPXTNPWJOHPCKFDUTXJUIFZFT
7PDBMJ[FT

Red Flags

t
t
t
t
t
t
t
t

4JUTVOTVQQPSUFEPSXJUINJOJNBMTVQQPSU
#BCCMFT
5VSOTUPDBSFHJWFSTWPJDF
3FBDIFTGPSGBNJMJBSQFSTPOT
3FBDIFTGPSPCKFDUT
4IPXTMJLFTBOEEJTMJLFT
1MBZTXJUIGFFUXIFOQSPOF
3PMMTPWFS

t
t
t
t
t
t
t

4JUTXJUIPVUTVQQPSU
3PMMTPWFS
#BCCMFTBOEJNJUBUFTTPVOET
6OEFSTUBOETBGFXXPSET FHiCZFCZFwPSiOPw
"CMFUPESJOLGSPNBDVQBOEIPMEBCPUUMF
1PJOUTBUPCKFDUTPSQFPQMF
1VMMTUPTUBOE

t
t
t
t
t
t
t

.BZXBMLBMPOFPSiDSFFQw
BSPVOEGVSOJUVSF
*NJUBUFTBDUJPOT
-PPLTGPSUPZTPSPCKFDUTUIBUBSFPVUPGTJHIU
3FTQPOETUPPXOOBNF
6OEFSTUBOETTJNQMFDPNNBOET FHi$MPTFUIFEPPSw
'FFETTFMG ĕOHFSGPPET

t
t
t
t
t
t

6OBCMFUPCFBSXFJHIUPOMFHT
/PTJOHMFXPSET
%PFTOPUQPJOUUPPCKFDUT
%PFTOPUVTFHFTUVSFT TVDIBTXBWJOHPSTIBLJOHIFBE
/PSFTQPOTFUPTPVOE
6OBCMFUPHSBTQPCKFDUT

t
t
t
t
t
t
t
t
t

3VOT
4DSJCCMFT
ćSPXTBCBMM
$MJNCTPOUPDIBJS
0CWJPVTIBOEQSFGFSFODF
$BOTBZXPSET
4QPPOGFFET
*NJUBUFTBDUJPOT
8BMLTCBDLXBSE

t
t
t
t
t

'BJMVSFUPXBML
6OBCMFUPVOEFSTUBOETJNQMF
DPNNBOET
$BOOPUTBZBOZXPSET
6OBCMFUPHSBTQTNBMMPCKFDUT

t
t
t
t
t

$PNCJOFTXPSET
"TLTGPSGPPE ESJOL BOEUPJMFU
)BOEMFTTQPPOXFMMTQPPOGFFETXJUIPVUNFTT
1SFUFOEQMBZ
-PPLTBUQJDUVSFT

t %PFTOPUEFWFMPQNBUVSFIFFMUPFXBMLJOHQBUUFSO
after
t TFWFSBMNPOUITPGXBMLJOH PSXBMLTPOMZPOUPFT
t %PFTOPUVTFBXPSETFOUFODF
t %PFTOPUVOEFSTUBOETJNQMFJOTUSVDUJPO
t 1PPSDPPSEJOBUJPO

t
t
t
t
t
t

$MJNCT
(PFTVQBOEEPXOTUBJST
,OPXTOBNFBOETFY
#BMBODFTPOPOFGPPU
1VUTPOBTIJSU
4QFFDIJTVOEFSTUBOEBCMF

t
t
t
t

t
t
t
t
t

)PQT
,OPXTGVMMOBNFBOEBHF
3FDPHOJ[FTDPMPVST
%SFTTFTBOEVOESFTTFT
.BLFCFMJFWFQMBZ

t 4QFFDIEJďDVMUUPVOEFSTUBOECFDBVTFPGQPPS
articulation, omission, or substitutions of consonants
t /PJOUFSFTUJOJOUFSBDUJWFHBNFT
t /PJOUFSFTUJOPUIFSDIJMESFO
t %PFTOPUVTFTFOUFODFT

t
t
t
t
t
t
t

%PFTOPUTFFNUPSFTQPOEUPMPVEOPJTFT
'MPQQZPSFYDFTTJWFMZTUJČ
1PPSTVDLJOHPSTXBMMPXJOH
/PWJTVBMĕYBUJPOPSGPMMPXJOH
"TZNNFUSZPGUPOFPSNPWFNFOU
&YDFTTJWFIFBEMBH
%PFTOPUTNJMF

t
t
t
t
t

'MPQQJOFTTPSFYDFTTJWFTUJČOFTT
'BJMVSFUPVTFCPUIIBOET
/PSFTQPOTFUPTPVOE
4RVJOUJOHPSJOBCJMJUZUPNPWFCPUIFZFT
%PFTOPUSPMMPWFS

t
t
t
t

'MPQQJOFTTPSFYDFTTJWFTUJČOFTT
6OBCMFUPTJU
/PSFTQPOTFUPTPVOE
4RVJOUJOHPSJOBCJMJUZUPNPWFCPUIFZFT GPMMPXPCKFDU
or face
t 1FSTJTUFODFPGQSJNJUJWFSFĘFYFT

6OTUBCMFXBML
'FXXPSET OPTFOUFODFT
/PJOWPMWFNFOUJOiQSFUFOEwQMBZ
/PJOUFSFTUJOPUIFSDIJMESFO

Regression of milestones between assessments should be considered a red flag
Adapted from Guidelines for Paediatric PITC for Zambia available at: http://cumc.columbia.edu/dept/icap/resources/peds/V6%20PITC%20
Guidelines%20Appendices.pdf
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Annex 4: Tanner Staging of Sexual Maturity in Adolescents
A. Tanner Staging - GIRLS
GIRLS
STAGE Approx. Age

1. 0-15 yrs
2. 8-15 yrs.

Breast Development

Pubic Hair

Pre-pubertal

Pre-pubertal

Breast bud stage with elevation
of breast and papilla (thelarche);
enlargement of areola

Sparse growth of long, slightly
pigmented hair, straight or curled
along labia
Darker, coarser and more curled hair,
spreading sparsely over junction of
pubes
Hair adult in type, but covering
smaller area than in adult; no spread
to medial surface of thighs

3. 10-15 yrs.

Further enlargement of breast and
areola; no separation of their contour

4. 10-17 yrs.

Areola and papilla form a secondary
mound above level of breast

5. 12.5 - 18 yrs

Mature stage: projection of papilla
only, related to recession of areola

Adult in type and quantity, with
horizontal (feminine) distribution

B. Tanner Staging - BOYS
BOYS
STAGE Approx. Age

1. 0-15 yrs

External Genitalia

Pubic Hair

Pre-pubertal

Pre-pubertal

2. 8-15 yrs.

Enlargement of scrotum and testes;
scrotum skin darkens and changes
in texture

3. 10-15 yrs.

Enlargement of penis (length at
first); further growth of testes

4. 10-17 yrs.

5. 12.5 - 18 yrs
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Increased size of penis with growth
in breadth and development of glans;
testes and scrotum larger,
scrotum skin darker
Adult genitalia

Sparse growth of long, slightly
pigmented hair, straight or curled at
the base of the penis
Darker, coarser and more curled hair,
spreading sparsely over junction of
pubes
Hair adult in type, but covering
smaller area than in adult; no spread
to medial surface of thighs
Adult in type and quantity, with
vertical (male) distribution
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Annex 5: Age Appropriate Disclosure for Children and Adolescents
Age Characteristics

Stage of Disclosure

Provider Actions

0 - 4 years

No disclosure

At this stage no disclosure is done since the child
is too young to understand about HIV

5 - 8 years

Partial disclosure

Full disclosure

9 to 12 years

Post-disclosure
(1-2 weeks after full disclosure)

At this age the child can understand a lot. Define
the virus as a germ and the CD4 as the soldier in
the body that keep fighting and one has to take the
drugs to strengthen the soldiers in the body.
Full disclosure is important since
t.PTUDIJMESFOBUUIJTTUBHFBSFBCMFUP
understand more about HIV and would have
heard about HIV as part of formal education
at school
Follow the following stages in the disclosure
process
Stage 1
Assessing the child social support system to ensure
availability of sufficient support once disclosure is
completed.
Stage 2
Assess the child’s prior knowledge about HIV/
AIDS including information given at school, any
myths and misconceptions. Offer or reinforce
accurate information
Stage 3
Use an imaginary exercise or story to assess child’s
reaction to disclosure of HIV status
Stage 4
Tell the child about their HIV status. Support
parents to disclose to the child and clarify the
mode of infection.
Address immediate reaction and concerns a child
might have
Find out from the parent/guardian if they have
observed anything after disclosure, eg change in
behavior.
t*OUSPEVDFUIFDIJMEUPUFMMUIFJSTUPSZBOE
emerge as a hero (a comic book may be a
useful aid).
t-JOLUIFDIJMEUPBTVQQPSUHSPVQPSXJUIBO
older child who has been disclosed to.
NB: Find out how the child is doing at every visit
after full disclosure
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Annex 6: Transition from Paediatric to Adolescent Services
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Annex 7: Treatment of Cryptococcal Meningitis
Target
population

Regimen

Induction (2
weeks)

Consolidation
(8 weeks)

Preferred

Ampho B 0.7-1
mg/kg/day +
Fluconazole
800 mg/day

Fluconazole
400-800 mg/
day

Alternative

Fluconazole
1200 mg daily

Fluconazole
800 mg daily

Adults

Preferred
Children
Alternative

Ampho B 0-71 mg/kg/day
+ Fluconazole
12 mg/kg/day
(up to max 800
mg/day)
Fluconazole 12
mg/kg/day (up
to max 1200
mg/day)

Maintenance
Fluconazole
200 mg/day
till CD4 count
> 200 cells/
ml for at least
6 consecutive
months

Fluconazole
6-12 mg/kg/
day up to 400800 mg/day

Fluconazole
6mg/kg/day up
to 200 mg/day

Fluconazole 12
mg/kg/day up
to 800 mg/day

Fluconazole
6mg/kg/day up
to 200 mg/day

When to start
ART
Within 2 - 4
weeks
Within 4 - 6
weeks

Within 2-4
weeks

Managing and Monitoring for Amphotericin B Therapy
Adults
t(JWF-PGOPSNBMTBMJOFXJUINNPMPG,$MPWFSIPVSTCFGPSFFBDIDPOUSPMMFEJOGVsion of Ampo B given with 1 litre of 5% dextrose. Add 1-2 8 mEq KCl tablets orally twice
daily. An additional one 8 mEq KCl tablets twice daily may be added in the second week.
Include Mg supplementation at 250 mg tablets of Mg trisilicate twice daily.
Adolescents and Children
t(JWF-PGOPSNBMTBMJOFXJUINNPMPG,$MPWFSIPVSTCFGPSFFBDIDPOUSPMMFEJOGVsion of Ampo B. Darrows or Ringer’s solutions can also be used.
t"WPJE,$MSFQMBDFNFOUJOQBUJFOUTXJUIQSFFYJTUJOHSFOBMJNQBJSNFOUPSIZQFSLBMBFNJB
Managing hyperkalaemia and raised creatinine levels
t0CUBJOBSPVUJOFCBTFMJOFBOEUXJDFXFFLMZQPUBTTJVNDSFBUJOJOF
- If K < 3.3 mmol/L, administer KCL 40 mmol in normal saline or 1-2 tablets of KCl 8
hourly. Add magnesium. Monitor potassium daily
- If creatinine level increases > 2 fold, omit dose of Ampho B, increase hydration to 1L 8
hourly. If there’s improvement, re-start Ampho B at 0.7 mg/kg/day on alternate days. If
no improvement, discontinue Ampho B, give fluconazole 1200 mg/day. Monitor creatinine daily.
Therapeutic lumbar punctures: For patients with raised intracranial pressure (opening pressure
> 25 cmH2O, papilloedema) perform daily LP to remove 10 to 20 ml of CSF. If there is no improvement after 2 weeks, consult neurosurgery for possible placement of a CSF shunt.
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Annex 8: HIV Education and Adherence Counselling Content Guide
HIV Education and Adherence Counselling
Note: for children/adolescents, the script below should be modified towards the caregiver
Section 1: Introductions, climate setting, and review of objectives for the session
t&OTVSFQSJWBDZBOEDPOĕEFOUJBMJUZ
t*OUSPEVDUJPOTPGBMMQBSUJDJQBOUT
t1SFTFOUUIFLFZNFTTBHFGPSFBDITFDUJPOVTJOHTJNQMFUFSNTUIBUUIFQBUJFOUXJMMVOEFSTUBOE VTJOH
analogies as appropriate
t6TF*&$NBUFSJBMXIFOBWBJMBCMF
t"TLUIFQBUJFOUJGUIFZIBWFBOZRVFTUJPOTBUUIFFOEPGFBDITFDUJPO BOEUIFOBTLUIFNUPFYQMBJOUIFNBJO
points back to you to confirm understanding
t*GUIJTJTBGPMMPXVQTFTTJPO SFWJFXXIBUUIFZSFNFNCFSGSPNQSFWJPVTTFTTJPOTBOEBEBQUUIFTFTTJPOUP
address their needs

Section 2: HIV
t8IBUJT)*7
- HIV stands for “Human Immunodeficiency Virus”
- HIV is a virus that attacks the body’s immune system. The immune system protects the body from
infections
t)PXJT)*7USBOTNJUUFE
- Sexual contact
- Needles
- Exchange of blood and bodily fluids
- Mother-to-child transmission
t8IZTIPVMEGBNJMZNFNCFSTCFUFTUFEGPS)*7
- Sexual partners are at risk for already having HIV
- All children born to HIV positive mothers are at risk for already having HIV
- Encouraging partners/children to test for HIV now is the best way to identify HIV early, so they can
also get into treatment
- Starting treatment early will help them live long and productive lives
- Whether they test positive or negative, they can be an important source of support for your own
treatment
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Section 3: Viral load
t8IBUJTWJSBMMPBE
- Viral load is the amount of HIV in your body
- When your viral load is high it means you have lots of HIV in your body; this causes damage to your body
- Viral load is measured by a blood test
t)PXPęFOJTWJSBMMPBENFBTVSFE
- Viral load is measured after being on treatment for 6 months
- After 6 months of treatment, we expect the amount of virus in your body to be very low; this means the
virus is no longer damaging your body as long as you stay on treatment
- Repeat viral load tests are done depending on how you are doing; if you are doing well on treatment then
the viral load is measured after another 6 months, then every year
- For children less than 5 years old, we also measure viral load at the start of treatment
t8IBUEPWJSBMMPBENFBTVSFNFOUTNFBO
- After being on treatment for 6 or more months, your viral load should be less than 1,000
- If your viral load is less than 1,000 it means your treatment is working well and you should continue taking
it the same; the virus is not damaging your body any more
- If your viral load is 1,000 or more it means your treatment is not working properly, usually because you
have been missing some of your pills; the virus is damaging your body and you and the clinic team will
need to work together to figure out how to fix the problem

Section 4: CD4 cells
t8IBUBSF$%DFMMT
- CD4 cells are the immune cells that protect the body from infections
- CD4 cells prevent infections and keeps the body healthy
- CD4 cells are measured through a blood test, called CD4 count. For adults a normal CD4 count is above
500
t)PXBSF$%DFMMTBČFDUFECZ)*7
- HIV attacks and destroys CD4 cells
-After years of constant attach from HIV, the CD4 count falls
t8IBUIBQQFOTXIFO$%DFMMTEFDSFBTF
-When the CD4 count falls too low (usually below 200), diseases called “opportunistic infections” are able to
infect the body because the body cannot defend itself
- Common opportunistic infections include: tuberculosis, pneumonia, skin problems, white spots in the
mouth, and chronic diarrhoea
t)PXPęFOJT$%DPVOUNFBTVSFE
- CD4 count is measured for all patients at the beginning of treatment, to see if you are likely to get any
opportunistic infections
- Once you start treatment for HIV we do not need to check CD4 count again, because you are not likely to
get opportunistic infections, unless the treatment stops working
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Section 5: Antiretroviral therapy (ART)
t8IBUJT"35
- ART is a combination of 3 or more different medicines
- ART fights HIV, lowering the amount of virus in the body
- When the virus level is low then the CD4 count can increase
- Increased CD4 count means the body is able to protect itself against opportunistic infections
t8IBUBSFUIFCFOFĕUTPG"35
- After a few weeks of taking ART you will begin to regain appetite and weight (if it has been affected)
- Many people report an increase in their energy levels and general sense of well being
- People can often return to work or school or care for their families
- With ART, people with HIV can live a long and health life if they take it properly
t8IFOJT"35TUBSUFE
- Everybody with HIV should start ART
- Even if your CD4 count is high, the virus is doing damage inside of you and needs to be controlled
- ART should be started as soon as you are ready, preferably within 2 weeks
- The longer you wait to start ART, the more time the virus can damage your body, increasing your chances
of getting sick or even dying
- Sometimes ART is started a few weeks later if you have certain infections, or if you do not think you are
ready to take them properly
t%PFT"35DVSF)*7
- ART does not cure HIV
- ART lowers the amount of virus in your body so your body can protect itself from infections
- It does not remove the virus completely
t$BOZPVTUJMMHJWF)*7UPPUIFSTXIJMFUBLJOH"35
- Transmission of HIV is very unlikely once your viral load is under control
- However, you can still give HIV to other people, since the virus is not totally removed from the body
- You should practice safer sex to reduce the chance of spreading HIV, including disclosure of HIV status to
sexual partners and consistent and correct condom use
t)PXMPOHJT"35UBLFOGPS
- ART is a life-long treatment
- Once you start ART, you need to take it every day for the rest of your life (either once a day, or twice a day,
depending on which drugs you are on)
- You must take the ART as prescribed and never miss a dose otherwise the treatment might fail the drugs
stop working against the virus

148

Guidelines on Use of Antiretroviral Drugs for Treating and Preventing HIV Infections in Kenya - 2016 Edition

Section 6: Treatment failure
t8IBUIBQQFOTJGZPVTUPQUBLJOH"35
- When you stop taking ART the virus begins to increase in your body very quickly
- The virus goes back to the same high level it was at before you started ART
t8IBUIBQQFOTJGZPVEPOPUUBLF"35SFHVMBSMZ
- The same thing happens: the virus begins to increase to high levels again
t8IBUIBQQFOTJGUIFWJSBMMPBEJODSFBTFT
- When the virus is allowed to increase again, it can change and get stronger, and becomes resistance to the
ART
- When the virus becomes resistant, the ART does not work against the virus anymore
- Resistance happens by not taking the ART correctly and by starting and stopping the medications several
times
- When resistance occurs, this is called treatment failure
t8IBUIBQQFOTJOUSFBUNFOUGBJMVSF
- In treatment failure, the ART no longer works because the virus has been resistant to it
- If treatment fails, then it is necessary to use stronger, more expensive ART, but it still may not work as well
- With the stronger ART you may need to take more pills every day, and you may have more side effects
- If you become resistant to the new ART as well, then there may not be any drugs that can work for you,
and the virus will increase quickly and your CD4 count will go way down
- It is essential that you take your ART every day as prescribed so that you do not develop treatment failure,
and can live a long and healthy life

Section 7: ART side effects
t8IBUBSFUIFTJEFFČFDUTPG"35
- Sometime people can get side effects from taking ART
- Side effects vary from person to person
- Some people have none while other experience mild effects which are unpleasant but often manageable
- Most side effects occur within the first few weeks of starting ART and then improve after a few weeks or
months
- Some common side effects include:
. Headache
. Loss of appetite
. Skin rash
. Fatigue
. Nausea, vomiting, diarrhoea
. Muscle pains
- Usually side effect go away after some time
t8IBUEPZPVEPJGZPVOPUJDFBOZTJEFFČFDUT
- If you develop any side effects you should continue taking your ART as prescribed, without missing any
doses, until you discuss with the clinician
- If the side effects are mild then you can continue taking your ART without missing any doses, and then
discuss the side effects with the clinician at your next appointment
- If the side effects are bothering you too much then return to the clinic immediately, even if you do not
have a scheduled appointment, to discuss what to do next; you can also call the clinic if you are not able to
make it yourself immediately
- Severe side effects include rash all over your body, or rash in your mouth or eyes, constant vomiting,
inability to eat or retain food, or anything else that makes you think you should stop the ART
- The clinician will help you manage the side effects, and occasionally the ART may need to be changed
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Section 8: Adherence
t8IBUJTBEIFSFODF
- Following a care plan as agreed with the healthcare team
- Attending clinic appointments as scheduled
- Picking up medicines and taking them as prescribed
- Getting lab tests according to the recommended schedule
- Following nutritional recommendations
t)PXTIPVME"35CFUBLFO
- You must take the correct dosage. If you take less than the dose prescribed the treatment will be effective and will result in
resistance and treatment failure. Never share your ART with someone else
- For children, the dosage keep changing as they grow
- You must take ART the correct time of day
. If your ART is supposed to be taken once per day, then pick a time when it will usually be convenient for you to
remember, e.g. with dinner every day. If you are late taking your dose, you can still take it up to 12 hours later, and then
continue with your regular schedule (e.g. if you take it at 7pm every evening but forget to take it one evening, you can
still take it up to 7am the next morning, and then continue with your regular schedule at 7pm again. If you are more
than 12 hours late you should skip the dose and just wait for your next one at 7pm)
. If your ART is supposed to be taken twice per day, then you should set a convenient time to take your drugs
approximately 12 hours apart (e.g. 8am and 8pm every day). It does not have to be exactly 12 hours apart if your
schedule does not allow; the most important thing is to take them twice per day every day (e.g. you can take it at 6am
and 8pm every day). If you are late taking your dose, you can still take it up to 6 hours later, and then continue with
your regular schedule (e.g. if you take it at 8am and 8pm every day, but you forget to take your morning dose, you can
still take it up to 2pm (6 hours later), then continue with your regular schedule at 8pm; if you are more than 6 hours
later you should skip the dose and just wait for you next one at 8pm)
- You must take ART according to dietary restrictions. Some ART should be taken with food, for some it does not matter,
and a few require that you have an empty stomach. These dietary restrictions will be explained to you once your ART
regimen is selected
- It is essential to take ART as prescribed and not miss any doses
- Some medications (prescription, non-prescription, and herbal) interact with ART and make them ineffective. Be sure to
tell your clinician and pharmacist the names of all the medications (including traditional/herbal) that you are taking, and
any time you are given new medications. Avoid use of alcohol
t8IBUVTVBMMZJOUFSGFSFTXJUIHPPEBEIFSFODF DBOBQQMZUPUIFQBUJFOUPSUPUIFDBSFHJWFS
- Stigma: it is hard to take ART correctly if you need to hide it because you are worried about people finding out you have
HIV
- Disclosure: it is hard to take ART correctly if the people closest to you, particularly family members and close friends, do
not know you have HIV
- Change in routine: if your daily routine suddenly changes it may be difficult to remember to take your ART at the usual
time
- Travel: frequent travel, or unexpected travel (such as for a funeral) may interfere with taking ART, particularly if you do not
have enough drugs with you for the entire trip
- Alcohol and drug use: it is hard to remember to take ART when under the influence of alcohol or other drugs
- Caregiver changes: every time a child has a new caregiver that person needs to learn about how and why ART is taken
- Side effects: when people get side effects from ART they may not stop or reduce the amount of ART they are taking, hoping
it will reduce the side effects
- Pill burden/palatability: sometime the number of pills (or taste of syrups for children) makes it difficult to take ART
correctly
- Distance: choosing an HIV clinic that is far away from your home can make it difficult to come to appointments and pick
drugs regularly
- HIV knowledge: when people do not understand what HIV is, and why ART is important, they may not take their drugs
properly. This also applies to children and adolescents, if they have not been told they have HIV and taught what it means
- Mental health disorders: depression and other mental illnesses can make it difficult to take ART correctly
- Religious beliefs: some people stop taking ART after faith-healing, although there has never been a case of someone being
cured of HIV this way
t8IBUNJHIUNBLFJUEJďDVMUGPSZPVJOEJWJEVBMMZUPUBLFZPVS"35BTQSFTDSJCFE
- Ask the patient: Based on what you have learned so far, what challenges do you think you will have taking ART correctly,
every day, for the rest of your life?
- Discuss strategies to manage any expected barrier to adherence
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t8IBUDBOIFMQZPVUBLF"35BTQSFTDSJCFE
- Disclosure: It is easier to take your ART properly when the people close to you know your HIV status, so you do not have
to try and hide your ART, or miss doses to avoid being seen. Family and friends can also provide additional support once
they are aware you have HIV and understand more about it. We can help you disclose your HIV status to important family
members or friends when you are ready
- Treatment supporter: Having a “treatment buddy” can help you take your ART correctly; ask a friend, partner, or family
member to remind you to take your ART. If possible, invite that person with you to some of your clinic appointments and
counselling sessions so they can learn about ART, the importance of good adherence, side effects, etc
- SMS reminder system (if SMS reminder system in place at the facility): Receiving a regular SMS, e.g. every week, can help
you take your ART correctly. We enrol all our patients into this service for SMS reminders at our clinic, unless you do not
want to receive them. The messages simply ask how you are doing, and do not mention HIV, ART, the clinic, or anything
else that may reveal your HIV status to others
- Support group: Joining a support group will help you learn from other people how they overcome challenges in living with
HIV and taking ART correctly. Some support groups also have economic activities to help increase your income. We have
support groups based at the health facility, and there are also support groups in the community
- Other reminders:
. Set a specific time of day to take your ART
. Associate your ART with a specific event/s in your daily schedule (e.g. when you eat breakfast and dinner)
. Set an alarm on your phone or watch
t8IBUIBQQFOTJGZPVNJTTBOBQQPJOUNFOU
- The healthcare team will be concerned about you, and will try to contact you by phone
. Confirm patient phone number and consent to call if misses an appointment or any urgent lab results
- If we cannot contact you by phone we will try to call your treatment buddy
. Confirm treatment buddy name and phone number, and consent to call if needed
- If we cannot reach you or your treatment buddy, we may try and visit you at home
. Confirm locator information and consent to perform home visits if needed
- Once you are back in care, we will work with you to figure out what caused you to miss an appointment and how it can be
prevented in the future
- You will not be punished for missing an appointment

Section 9: Other medications
t8IBUPUIFSNFEJDBUJPOTXJMMZPVUBLF JOBEEJUJPOUP"35
- CPT: all PLHIV should take cotrimoxazole prophylactic therapy once per, in order to reduce the change of getting other
infections such as pneumonia, malaria, and diarrhoea
- IPT: all PLHIV should receive 6 months of isoniazid preventive therapy (unless they have active TB disease) in order to
prevent development of TB
- Other medications may be recommended for specific conditions

Section 10: Nutrition
t8IZJTOVUSJUJPOJNQPSUBOU
- When the viral load is high, your body uses a lot of energy trying to fight the virus
- If your nutrition is poor you have more chance of getting other infections as well
- You need to eat well so your body has everything it needs to fight HIV, and so you can feel good and look healthy
t8IBUDBOZPVEPUPJNQSPWFZPVSOVUSJUJPO
- Eat a balanced diet
- Try not to eat a lot of sugar, red meat, or fatty/fried foods
- Try to eat plenty of whole grains, vegetables, fruit, beans, and fish
- Drink plenty of clean safe water
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Section 11: Follow-up
t)PXPęFOXJMMZPVOFFEUPDPNFUPDMJOJD
- Before starting ART: you should come to the clinic at least every week in order to get you prepared for ART so you can
start as soon as possible
- Soon after starting ART: after you start ART you should come to the clinic in 2 weeks in order to see if you have had any
trouble taking your pills or have developed any side effects; then you can been seen after another two weeks for the same;
then every month until your first viral load test
- Once you have been on ART for a while: if your first viral load (after 6 months) is < 1,000 then you can be seen every 1-3
months. If your viral load is still < 1,000 after a year, then you may be able to go even longer between clinic appointments
- Unscheduled visits: if you ever have any concerns, feel unwell, or need to speak with any of the clinic team then you can
call or come to the clinic, even if you do not have an appointment scheduled for that day
t8IBUXJMMXFCFDIFDLJOHGPSEVSJOHZPVSDMJOJDWJTJUT
- At each visit you will be asked if you have had any illnesses since last visit, if you have had any trouble taking your ART,
and if you are experiencing any side effects. You may need a physical exam or blood tests at some visits

Section 12: ART readiness assessment
t"SFZPVSFBEZUPTUBSU"35UPEBZ
- Complete the ART Readiness Assessment (Table 5.3) for each patient to see if they should start ART today, and if not, to
identify what issues need to be addressed before starting ART

Section 13: Management plan
t8IJDIJOWFTUJHBUJPOTXJMMZPVIBWFUPEBZ
- See table 3.2 and table 3.4 for recommended baseline and follow-up investigations respectively
t8IJDINFEJDBUJPOTXJMMZPVTUBSUUPEBZ
- May include: ART; CTX; IPT; other
t8IBUFMTFJTSFRVJSFEBTZPVTUBSUPSBTZPVQSFQBSFUPTUBSU"35
- May include: assisted disclosure; support group referral; engagement of a treatment buddy; drug and alcohol counselling;
depression management; referrals; other
- For patients not starting ART today, management plan should include specific strategies to address any issues preventing/
delaying ART initiation
t8IFOTIPVMEZPVSFUVSOUPUIFDMJOJD
- Book appointment date for next visit, preferably with the same healthcare worker
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Annex 9: Enhanced Adherence Counselling Content Guide
Enhanced Adherence Counselling for Patients with Suspected or Confirmed Treatment Failure
Note: for children/adolescents, the script below should be modified towards the caregiver
Session 1
Discuss Viral Load Results
t"TTFTTQBUJFOUTVOEFSTUBOEJOHPGAWJSBMMPBE AIJHIWJSBMMPBEBOEATVQQSFTTFEWJSBMMPBE"TLUIFQBUJFOUUPFYQMBJO
what each of these terms mean. Provide education if patient requires more explanation
t1SPWJEF7-SFTVMUBOEFYQMBOBUJPOPGSFTVMU
“You have a detectable viral load. This means your ART is not effective and HIV continues multiplying in your blood.
If viral load is detectable, it is important to determine whether the treatment is failing due to drug resistance or poor
adherence.”
t)PXEPFTUIFQBUJFOUGFFMDPODFSOJOHUIFSFTVMU
t&YQMBJOUIFQSPDFTTPGFOIBODFEBEIFSFODF
“Patients with a high viral load come for at least 3 adherence counselling sessions to discuss what might cause a
high viral and to look for solutions on how adherence can be improved. Another viral load test will be done after 3
months of good adherence to see if the ART can be continued or if we need to change treatment.”
t$IFDLXIFUIFSUIFQBUJFOUIBEQSFWJPVTQSPCMFNTXJUIBEIFSFODFBOEPSNJTTFEBQQPJOUNFOUT
t"TL
“Why do you think your viral load is high?”
t4PNFUJNFTUIFQBUJFOUBMSFBEZLOPXTXIZIJTIFS7-JTEFUFDUBCMF4UBSUCZHJWJOHUIFNBDIBODFUPQSPWJEFUIFJS
own explanation. Often they will admit that they are struggling with their adherence
t*GUIFZSFBMMZEPOULOPXXIZUIFJS7-JTIJHIZPVDBOTBZ
“We notice that when people sometimes forget to take their ART everyday it gives the virus a chance to grow. Do you
think that you sometimes forget your pills?”
Assess for Possible Barriers to Adherence
Cognitive Barriers (HIV and ART knowledge)
t"TTFTTQBUJFOUTLOPXMFEHFBCPVU)*7BOE"35DPSSFDUBOZNJTDPODFQUJPOT
“What is HIV?”
“What is the immune system and CD4 cells?”
“What is ART and how does it work?”
“Why is it important to be adherent? And how?”
“Why do you have to come for follow-up appointments? What should you bring?”
Behavioural Barriers
t3FWJFXIPXUIFQBUJFOUUBLFTESVHT
“Please explain how do you take your drugs, and at what time?”
“How does treatment fit in your daily routines?”
t&TUBCMJTIXJUIUIFQBUJFOUXIFUIFSUIFUJNFUIFZBSFNFBOUUPUBLFUIFJSNFEJDBUJPOJTBQQSPQSJBUFPSXIFUIFSUIF
time is a problem. For example, if the patient has chosen 9 pm, but is already asleep in bed by 9 pm, then that is not
a good dosing time. If the time is a problem then determine a new, more appropriate time with the patient based on
their schedule
t3FNJOEUIFQBUJFOUDBSFHJWFSUIBUBNJTTFEEPTFTIPVMECFUBLFOBTTPPOBTIFTIFSFNFNCFST VQUPIPVSTMBUF
if on a once-daily regimen, or up to 6 hours late if on a twice-daily regimen). The next dose should be taken at the
usual time
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“What reminder tools do you use? (e.g. mobile phone alarm)”
“What do you do in case of visits, and travel?”
t5SBWFMMJOHJTBMXBZTBSJTLGPSQPPSBEIFSFODFPSEFGBVMUUPUSFBUNFOU&ODPVSBHFUIFQBUJFOUUPQMBO UPNBLF
sure they have enough medication on hand before and to remember to pack it
t.BLFTVSFUIBUBMMSFMFWBOUJOGPSNBUJPOJTPOUIFQBUJFOUTBQQPJOUNFOUDBSEBOEFYQMBJOUIBUJGUIFZBSFFWFS
away from home and they are about to run out of medication that they must go to the closest ART clinic and
show their appointment card
“What do you do in case of side effects?”
t"TLUIFQBUJFOUJGTIFIBTBOZTJEFFČFDUTGSPNUIF"37T BOEJGUIFZTPNFUJNFTĕOEJUEJďDVMUUPUBLF"37
because of the side effects. Ask how s/he manages side effects and if it influences the way s/he takes the drugs.
“What are the most difficult situations for you to take drugs?”
t$IFDLGPSBMDPIPMPSESVHVTF"TLUIFQBUJFOUJOBDBTVBMXBZ OPUJOBOBDDVTJOHXBZ JGUIFZTPNFUJNFTVTF
substances; emphasize treatment planning in case they do
“Taking alcohol or drugs sometimes makes it difficult for us to remember to take treatment. If possible it is best
to limit your use, but if you are planning to take any alcohol or drugs, it is important to plan ahead so that you
don’t forget to take your treatment”
“If you feel your alcohol or drug use is affecting your adherence, are you ready to be referred to some professionals
that may help you to work on that problem?”
Emotional Barriers
t3FWJFXUIFQBUJFOUTNPUJWBUJPO
“How do you feel about taking drugs every day?”
“What are your ambitions in life?”
t:PVDBOVTFNPUJWBUJPODBSETGPSUIJT"TLUIFQBUJFOUUPUIJOLPGIJTPSIFSPXOQFSTPOBMHPBMTESFBNTGPSUIF
future. What are the 3 most important things they still want to achieve? Have them write them in their own
words on a notecard. Encourage the patient to read the notecard every day, preferably right before they take
their medication
t.FOUBMIFBMUITDSFFOJOH
o Depression is an important reason of non-adherence. All patients with suspected or confirmed treatment failure
should be screened for depression using the PHQ-9 tool (Table 4.14)
o The patient may be in any of the five stages of grief (because of their HIV diagnosis or for other reasons): denial
and isolation; anger; bargaining; depression, or; acceptance. This needs to be assessed and addressed
Socio-economical Barriers
t3FWJFXUIFQBUJFOUTEJTDMPTVSFPGUIFJS)*7TUBUVT
“Do you have any people in your life who you can talk to about your HIV status and ART?”
t%JTDVTTIPXUIFQBUJFOUDBOFOMJTUUIFTVQQPSUPGUIFJSGBNJMZ GSJFOET BOEPSDPXPSLFSTJOSFNJOEJOHUIFNUP
take their medication if they have not already done so
t4VQQPSUGSPNBUSFBUNFOUCVEEZJGUIFQBUJFOUDBNFXJUIUSFBUNFOUCVEEZ BTTFTTUIFJSJOQVUUPXBSETBEIFSFODF
If patient did not come with treatment buddy, explain the role of a treatment buddy on treatment and encourage
the patient to come with a person they trust next visit
t4VQQPSUJOGBNJMZDPNNVOJUZTVQQPSUHSPVQFYQMPSFTVQQPSUTZTUFNT JOBEEJUJPOUPUIFUSFBUNFOUCVEEZ UIBU
the patient is currently using and options that the patient can start using. Discuss the advantages of joining a
support group and any reasons the patient is hesitant to join
t1SPGFTTJPO JODPNFHFOFSBUJOHSFTPVSDFTSFWJFXUIFQBUJFOUTBOEGBNJMZTTPVSDFTPGJODPNFBOEIPXXFMMUIFZ
cover their needs
t4QFDJĕDCBSSJFSTUPDPNFUPIFBMUIDFOUSFPOSFHVMBSCBTJTBTLUIFQBUJFOUJGUIFZIBWFBOZDIBMMFOHFTHFUUJOHUIF
clinic on a regular basis. Help the patient develop strategies to overcome those challenges
t4UJHNBBOEEJTDSJNJOBUJPO
“Are you ever worried about people finding out your HIV status accidentally?”
“Do you feel like people treat you differently when they know your HIV status?”
t%JTDVTTJGTUJHNBJTNBLJOHJUEJďDVMUGPSUIFNUPUBLFUIFJSNFEJDBUJPOTPOUJNF PSGPSUIFNUPBUUFOEDMJOJD
appointments
t3FMJHJPVTCFMJFGTĕOEPVUJGUIFQBUJFOUIBTUSJFEGBJUIIFBMJOH PSJGUIFZIBWFFWFSTUPQQFEUBLJOHUIFJSNFEJDJOF
because of their religious beliefs
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Referrals and Networking
t3FWJFXUIFQBUJFOUTĕMFUPEFUFSNJOFJGUIFZIBWFCFFOSFGFSSFEUPPUIFSTFSWJDFTćJTJODMVEFTSFGFSSBMTUPTPDJBM
services, support groups, psychology services, nutrition services, medical clinics, substance abuse groups, etc
t"TLUIFQBUJFOUJGUIFZBUUFOEFEUIFBQQPJOUNFOUT DIFDLJOPOUIFJSFYQFSJFODFXJUIUIFSFGFSSBMTFSWJDFTBOE
re-organize referrals as necessary
t%FUFSNJOFJGUIFQBUJFOUDPVMECFOFĕUGSPNBIPNFWJTJU
Develop Adherence Plan
t(PUISPVHIFBDIPGUIFBEIFSFODFDIBMMFOHFTJEFOUJĕFEEVSJOHUIFTFTTJPOBOEBTTJTUUIFQBUJFOUUPEFWFMPQB
plan that addresses each of the issues. It is important to let the patient come up with the solutions so that they
own them
t4PNFFYBNQMFTPGBEESFTTJOHBEIFSFODFDIBMMFOHFT
o Behavioural barriers: using a reminder tool; using a pill box; redefining the medication schedule to fit with the
patient’s daily schedule; keeping an emergency dose of drugs when away from home
o Refer to clinician in case of side effects
o Socio-economical barriers: move on in disclosure process; identify a treatment buddy; join a support group;
refer to CBO/NGO to learn about income generating activities
o Emotional barriers: emotional support or refer to clinician for mental health management
t"HSFFPOBGPMMPXVQEBUFGPSUIFOFYUTFTTJPO

Session 2 (usually 2 weeks after Session 1, preferably with the same provider)
Review Adherence Plan
t"TLUIFQBUJFOUJGIFTIFUIJOLTBEIFSFODFIBTJNQSPWFETJODFUIFMBTUWJTJU&ORVJSFJOBGSJFOEMZXBZJGBOZ
doses have been missed
t3FWJFXUIFQBUJFOUTCBSSJFSTUPBEIFSFODFEPDVNFOUFEEVSJOHUIFĕSTUTFTTJPOBOEJGTUSBUFHJFTJEFOUJĕFEIBWF
been taken up. If not, discuss why not
Identify Any New Issues
t%JTDVTTTQFDJĕDSFBTPOTXIZUIFQBUJFOUNBZIBWFNJTTFEUIFJSQJMMTPSBDMJOJDBQQPJOUNFOUTJODFUIFMBTU
counselling session, and determine if it is a new issue that wasn’t addressed during the first session
t%JTDVTTPUIFSJTTVFTIBWFDPNFVQCFDBVTFPGJNQMFNFOUJOHUIFBEIFSFODFQMBO FHQFSIBQTUIFEJTDMPTVSF
process had unintended results)
Referrals and Networking
t'PMMPXVQPOBOZSFGFSSBMTNBEFEVSJOHUIFQSFWJPVTTFTTJPO
t%FUFSNJOFJGUIFQBUJFOUDPVMECFOFĕUGSPNBIPNFWJTJU
Develop Adherence Plan
t(PUISPVHIFBDIPGUIFBEIFSFODFDIBMMFOHFTJEFOUJĕFEEVSJOHUIFTFTTJPOBOEBTTJTUUIFQBUJFOUUPNPEJGZUIFJS
original adherence plan to address each of the issues. It is important to let the patient come up with the solutions
so that they own them
t(JWFBOPUIFSTIPSUNPUJWBUJPOBMTQFFDIPOIPXZPVCFMJFWFJOUIFQBUJFOU:PVLOPXUIFZDBOEPUIJT5PHFUIFS
you will make sure that they suppress their viral load!!
t"HSFFPOBGPMMPXVQEBUFGPSUIFOFYUTFTTJPO
Session to Discuss Repeat Viral Load Results (after the repeat VL results are back, preferably with the same
provider)
Discuss Viral Load Results
t*GTVQQSFTTFE 7-  $0/(3"56-"5&UIFQBUJFOU
o Explain the way forward: will continue with same ART regimen and repeat the VL again in 6 months
t*GOPUTVQQSFTTFE 7-ȴ 
o Explain the way forward: will probably need to switch to a new regimen ART after discussing as an MDT, and
may need additional testing to see which regimen may work for the patient
o Summarize the case with the MDT; if the patient cannot switch to standard 2nd line ART, or is failing 2nd line
ART, forward to the Regional or National HIV Clinical Technical Working Group for next steps
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Annex 10A: Antiretroviral drug dosing for Children
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Single formulations
These formulations should only be used where available paediatric or adult FDCs cannot be used.
Abacavir (ABC) – tablets may be swallowed whole or crushed.
Lamivudine (3TC) – tablets may be swallowed whole or crushed
Efavirenz 200 mg – tablet is double scored and may be divided into four or two equal parts. Tablet may be crushed and dispersed in
water (5-15 ml) or onto a small amount of food and ingested immediately.
Lopinavir/ritonavir – dose is calculated based on Lopinavir component. Oral solution should be taken with food. Oral solution must
be refrigerated until dispensed. After removing from refrigeration the oral solution is stable for 60 days (2 months) at room temperature (up to 25° C). Where temperatures are expected to exceed 25°C, the feasibility of dispensing smaller amounts and giving more
frequent refills should be considered (for instance, no more than monthly supplies dispensed at one time). The amount of solution has
been rounded up to nearest ½ ml for easier measurement as per the manufacturer’s recommendation.
Ritonavir liquid - Children with TB/HIV co-infection who are on LPV/r based ART will need additional dosing with ritonavir to
make LPV: RTV as 1:1 and given as indicated. The dosing is rounded off to nearest ml for ease of administration of RTV.

AZT/3TC and AZT/3TC/NVP can be dispersed in 5 - 15 ml of water.
For an adolescent on ABC-based regimen, consider transitioning to TDF/3TC/EFV if the weight remains consistently > 35 kg (at least
2 readings one month apart). Available TDF/3TC and TDF/3TC/EFV FDCs can be used in children older than 10 years and above 35
kg in weight.

ABC/3TC tablets - can be chewed or crushed or dispersed in 5 - 15 ml of water or onto a small amount of food and immediately
ingested. Children above 25 kg should receive adult dose of ABC 300 mg + 3TC 150 mg twice daily.

Notes
Paediatric fixed dose combinations (FDCs) are available as ABC/3TC, AZT/3TC and AZT/3TC/NVP. All children requiring ART
should be put on appropriate FDCs based on their weight.
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Annex 10B: Dosing of boosted Atazanavir in Children
Strength of capsule

3-5.9kg

6-9.9kg

10-13.9kg

14-19.9kg

20-24.9kg

25-34.9 kg

ATV 100mg

-

-

1

2

2

2 or 3

1

1

1

1

RTV 100mg tab

-

-

Annex 10C: Dosing of Atazanavir (powder 50 mg/sachet) in Children
ATV Powder 50mg/packet
10 to <15 kg

RTV oral liquid 80mg/ml
ATV 200mg (4 packets)
ATV 250mg (5
packets)

15 to <25 kg
ȴLH

80mg (1ml)
80mg (1ml)

Powder not recommended

Annex 11: Drug-drug interactions: overlapping drug toxicity
Bone marrow
suppression
Amphotericin B
Cotrimoxazole
Dapsone
Flucytosine
Ganciclovir
Hydroxyurea
InterferonPrimaquine
Pyrimethamine
Zidovudine
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Peripheral
neuropathy
Didanosine
Isoniazid
Vincristine

Pancreatitis

Nephrotoxicity

Didanosine
Acyclovir
Lamivudine (esp Adefovir high dose
in children)
Aminoglycosides
Stavudine
Amphotericin B
Cotrimoxazole Cidofovir
Ritonavir
Foscarnet
Pentamidine
Pentamidine
Tenofovir

Hepatotoxicity Rash

Diarrhoea

Ocular effects

Abacavir
Atazanavir
Atovaquone
Cotrimoxazole
Dapsone
Efavirenz
Nevirapine
Sulfadiazine
Voriconazole

Atovaquone
Clindamycin
LPV/r
Ritonavir

Cidofovir
Ethambutol
Linezolid
Rifabutin
Voriconazole

Abacavir
Atazanavir
Atovaquone
Cotrimoxazole
Dapsone
Efavirenz
Nevirapine
Sulfadiazine
Voriconazole
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Annex 12 A: Use of Nucleoside & Nucleotide Reverse Transcriptase Inhibitors in Adults
Drug name

Zidovudine
(AZT or ZDV)
Available in 300mg
tablets and as FDC
with 3TC and 3TC/
NVP

Dose (in
adults)

300mg/
dose BD

Dietary
restrictions

Major side effects

Comments

Take
without
regard to
meals

Bone marrow suppression),
including anaemia;
granulocytopenia;
headache; gastrointestinal
intolerance; myopathy;
myositis; liver toxicity;
discoloured nails; lactic
acidosis and severe
hepatomegaly with steatosis
(fatal cases have been
reported).

Monitor for anaemia in the
first 3 months of treatment

Lamivudine (3TC)
Available in 150mg
tablet and as FDC
with AZT and
AZT/NVP , D4T
and D4T/NVP and
with TDF and TDF/
EFV

150mg/
dose BD

Abacavir (ABC)
Available in 300mg
tablets and in
combination with
3TC and DTG

300mg/
dose BD

Take
without
regard to
meals.

Headache; fatigue; nausea;
diarrhoea; skin rash;
pancreatitis; peripheral
neuropathy; hepatotoxicity/
hepatitis; lactic acidosis and
severe hepatomegaly with
steatosis (rare fatal cases
have been reported).

Take
without
regard to
meals.
Alcohol
increases
ABC levels
by 41%

Hypersensitivity reaction
(potentially fatal) whose
symptoms include fever,
fatigue, malaise, nausea,
vomiting, diarrhoea
and abdominal pain or
respiratory symptoms
such as shortness of
breath, lymphadenopathy,
ulceration of mucous
membranes and skin rash.
Patients suspected of having
hypersensitivity reaction
should have ABC stopped
and never be restarted.
Pancreatitis; lactic acidosis
with hepatic steatosis is
rare.

A well-tolerated drug.
Adjust dose in renal
impairment.
Also active against hepatitis B.
Ideally, patients should be
screened for hepatitis B virus
(HBV) before starting therapy;
exacerbation of hepatitis B has
been reported in patients on
discontinuation of 3TC.

Educate patient on
hypersensitivity reaction.
Once hypersensitivity has
occurred, the patient should
never be re-challenged with
ABC.
Avoid alcohol while on ABC.
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Emtricitabine
(FTC)
Available in 200mg
capsules and as
FDC with TDF and
TDF/EFV

200mg/
dose OD

No food
restrictions

Tenofovir disoproxil
fumarate (TDF)
Available in 300mg
tablets and as FDC
with 3TC and 3TC/
EFV

Tenofovir
alafenamide (TAF)
Available as a coformulation of FTC
or elvitegravir +
cobicistat + FTC +
TAF OR rilpivirine
+ FTC + TAF
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300mg/
dose OD

As TAF 25
mg + FTC
200 mg OD

No food
restrictions

No food
restrictions

Well tolerated. Lactic
acidosis and severe
hepatomegaly with
steatosis (fatal cases have
been reported); headache;
diarrhoea; nausea; rash;
skin discoloration.

Lactic acidosis and severe
hepatomegaly with steatosis
(fatal cases have been
reported with nucleoside
analogues); renal toxicity;
Pancreatitis

Well tolerated. GIT upsets,
raised serum creatinine,
proteinuria and renal
toxicity (but to a lesser
degree than TDF).

Effective against hepatitis B.
Ideally, patients should be
screened for chronic hepatitis
B virus (HBV) before starting
therapy; exacerbation of
Hepatitis B has been reported
in patients on discontinuation
of FTC.
Decrease dosage in patients
with renal impairment
Monitor renal function if
combined with TDF.
When used in combination
with TDF, should not be given
to patients with a creatinine
clearance of <30ml/min.
Should not be used with or
after failure of 3TC
Should not be used with ddI.
Should never be used in triple
nucleoside combinations
with 3TC+ddI/ABC. Renal
function should be monitored
while on TDF.
Ideally, patients should be
screened for chronic hepatitis
B virus (HBV) before starting
therapy; Exacerbation of
hepatitis B has been reported
in patients on discontinuation
of TDF.
When used in combination
with 3TC, should not be given
to patients with a creatinine
clearance of <30ml/min.
When used with ATV levels
of ATV reduced significantly
therefore combine with RTV

RTV and cobicistat increase
TAF levels. DRV decreases
TAF levels. Boosted PI
increase TAF levels but the
PI levels are not affected.
Avoid co-administration with
rifabutin, rifampicin and
phenytoin.
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Annex 12 B: Non-Nucleoside Reverse Transcriptase Inhibitors for Adults
Drug name

Nevirapine
(NVP)
Available in 200mg
tablets and as FDC
with AZT/3TC and
D4T/3TC

Efavirenz (EFV)
Available in 200mg
& 600mg tablets
and as FDC with
TDF/3TC

Dose (in
adults)

200mg/
dose
OD for
first 2
weeks
then
200mg/
dose
BD

600mg OD
Best taken
at bedtime

Dietary
restrictions

Take without
regard to
meals.

Can be given
with food,
but avoid
high fat
meals which
increase
absorption.
Preferably
taken on
an empty
stomach.

Etravirine
Available in tablets
of 200 mg

200 mg BD

To be taken
with food

Major side effects

Skin rash (may be severe,
requiring hospitalization,
and life-threatening,
including Stevens-Johnson
syndrome, toxic epidermal
necrolysis); hepatitis; fever,
nausea, headache.

CNS symptoms
(somnolence, insomnia,
abnormal dreams,
confusion, hallucination,
amnesia, etc. Avoid in
patients with history of
psychiatric disease);
Skin rash; avoid use in
during the first trimester
Severe but rare: SJS and
erythema multiforme
Common & minor:
Rash, nausea, vomiting,
diarrhoea, abdominal
pain, hepatotoxicity,
dyslipidaemia and CNS
disturbances (less than
EFV)

Comments
Use with caution in women
with baseline CD4>250 or in
men with baseline CD4>400.
Liver function tests in the
first 3 months of treatment.
Should not be used with
Rifampicin in TB patients.
Avoid NVP in patients
requiring prolonged treatment
with Fluconazole because
of increased NVP levels
with possibility of increased
toxicity. Use alternative
antifungal drugs for treatment
of oral candidiasis in patients
on NVP

Can be used with rifampicin
in TB patients

Avoid concurrent use with
rifampicin, and boosted
tipranavir.
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Annex 12 C: Use of Protease Inhibitors in Adults
Drug name

Lopinavir/ritonavir
(LPV/r, Kaletra)
Available as 200mg
+ 50mg RTV

Atazanavir
(ATV)
Available in
100mg, 150mg, 200
mg capsules
Available as FDC
with RTV

Dose (in adults)

[LPV 400
mg + RTV
100 mg] 2
tablets BD

400mg OD

ATV 300mg /
RTV 100mg OD

Ritonavir
(RTV)
Available as 100mg
capsules
Capsules should be
refrigerated until
dispensed; stable at
room (up to 25ºC)
for 30 days

Darunavir (DRV)
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Recommends
for use as a
booster of other
PIs

DRV 600 mg/
RTV 100 mg
BID OR
DRV 800 mg/
RTV 100 mg
OD (only if PI
naïve)

Dietary
restrictions

Major side effects

Comments

Take with food.
Moderate
fat increases
bioavailability.

GI intolerance;
nausea; vomiting;
diarrhoea

Tablets should be swallowed
whole

Jaundice; headache;
fever; depression;
nausea; diarrhoea
and vomiting;
paraesthesia;
spontaneous
bleeding episodes in
haemophiliacs.

Indirect hyperbilirubinaemia.
When used with TDF should
always be given with RTV.
Experienced patients should
also be given ATV/RTV.

Exacerbation of
liver disease; fat
redistribution and
lipid abnormalities;
diarrhoea; abdominal
discomfort; headache;
nausea; paraesthesia;
skin rash; spontaneous
bleeding episodes in
haemophiliacs.

Potent CYP450 inhibitor,
thus its use as a booster of
other PIs

GIT upsets, rash,
dyslipidaemia,
hepatitis. Caution in
patients with sulphur
allergy.

Metabolized by CYP3A and
is an inhibitor of CYP3A.
Contains sulphur moiety.
Monitor liver functions
especially in patients at risk
or with pre-existing liver
disease. May cause hormonal
contraceptive failure.

Take 2 hours
before or 1
hour after
antacids and
buffered
medications
such as
buffered ddI
(reduced ATV
concentrations
if administered
together)
Take with food.

Administration
with food
increases
absorption and
helps reduce
gastrointestinal
side effects.

Take with a
meal to limit
ADR
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Annex 12 D: Integrase Strand Transfer Inhibitors - INSTIs
Drug name

Dose (in adults)

Dietary
restrictions

Major side effects

Comments

No food
restrictions

Rare - Hypersensitivity;
Hepatotoxicity
especially in those
with HBV and HCV
infection. Fatigue

Interacts with carbamazepine,
phenobarbital and phenytoin,
use alternative anticonvulsants.
Administer at least 2 hours
before or after taking
supplements or antacids
containing Mg, Al, Fe, Ca and
Zn.

50 mg once daily
Dolutegravir (DTG)
Available FDCs as
ABC 600 mg + 3TC
300 mg + DTG
50 mg

Raltegravir (RAL)

If coadministering
with EFV,
carbamazepine,
and rifampicin,
use DTG 50 mg
BD

ADULT and
Can be taken
CHILD over 16
with or
years, 400 mg BD without food

Nausea, vomiting,
diarrhoea, flatulence,
constipation
Severe skin (SJS
and TEN) and
hypersensitivity
reactions have been
reported

Mainly for salvage treatment
Contraindicated in breastfeeding mothers
Safety in paediatric patients has
not been established
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ORAL CONTRACEPTIVES

Clarithromycin

Rifampicin

ANTI-MYCOBACTERIALS

Fluconazole

Voriconazole

Ketoconazole

ANTIFUNGALS

Drugs Affected

Levels: NVP 26%. Clarithromycin 30%.
Monitor for efficacy or use alternative agent.

Levels: NVP 20%-58%. Virologic consequences are uncertain; the
potential for additive hepatotoxicity exists. Use of this combination
is not recommended; however, if used, co administration should be
done with careful monitoring.

NVP Levels: Cmax, AUC, and Cmin 100%
Fluconazole Levels: No change
Risk of hepatotoxicity may increase with this combination. If
concomitant use is necessary, recommend monitoring NVP toxicity.

Metabolism of Voriconazole may be induced by NVP. Voriconazole
may inhibit NNRTI metabolism. Frequently monitor for NNRTI
toxicity and antifungal outcome.

Levels: ketoconazole 63%
NVP 15 – 30%
Dose: Not recommended

Nevirapine (NVP)

Annex 13 A: Drug-drug interactions - NNRTIs

Levels: Clarithromycin 39%.
Monitor for efficacy or use alternative agent.

Levels: EFV 25%.
Dose: Consider EFV to 800 mg QD.

No clinically significant changes in EFV or Fluconazole
concentrations.

Levels: EFV 44%
Voriconazole 77%
This combination is not recommended.

No data

Efavirenz (EFV)
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No data

No data

Atorvastatin

Pravastatin

Unknown
Use with caution.
Monitor anticonvulsant levels.

Levels: NVP unchanged. Methadone significantly.
Opiate withdrawal common when this combination is
used. Increased methadone dose often necessary. Titrate
methadone dose to effect.

No data

METHADONE

MISCELLANEOUS

approx 20%. Use alternative or additional

Carbamazepine
Phenobarbital
Phenytoin

ANTICONVULSANTS

Nevirapine (NVP)

No data

Simvastatin
Lovastatin

LIPID-LOWERING AGENTS

Levels: ethinyl estradiol
methods.

Monitor warfarin when used concomitantly.

Levels: Methadone 60%.
Opiate withdrawal common, increase methadone dose often
necessary. Titrate methadone dose to effect.

Use with caution.
Monitor anticonvulsant levels.

Efavirenz (EFV)

No data

Levels: Atorvastatin AUC 43%; EFV unchanged.
Dose: Adjust atorvastatin dose according to lipid responses, not
to exceed the maximum recommended dose.

Levels: Simvastatin AUC by 58%; EFV unchanged
Dose: Adjust simvastatin dose according to lipid responses, not
to exceed the maximum recommended dose

Levels: Ethinyl estradiol 37%. No data on other components.
Use alternative or additional methods.
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Annex 13 B: Drug-drug interactions - PIs
Drugs Affected

Atazanavir Ritonavir
(RTV)

Ritonavir
(RTV)

Darunavir

Lopinavir (LPV)

ANTIFUNGALS
No data, but
potential for bidirectional inhibition
between Itraconazole
and RTV, monitor for
toxicities.
Itraconazole

Limited data,
minimal effect

Levels: itraconazole
when administered
with LPV/r.

Levels of azoles
Dose: dose
and DRV
adjustment for
patients receiving
>400 mg Itraconazole
may be needed, or
consider monitoring
Itraconazole level.
Levels: Ketoconazole
3X.

Ketoconazole

Limited data,
minimal effect

Dose: Use with
caution; do not
exceed 200 mg
ketoconazole daily.

levels of azoles
and DRV

Dose: itraconazole
– consider not to
exceed 200 mg/day
or monitor level and
toxicity

Levels: LPV AUC
13% Azole 3-fold.
Dose: Use with
caution; do not
exceed 200 mg
ketoconazole daily.

ANTI-MYCOBACTERIALS
Levels: RTV 35%.

Rifampicin

Atazanavir AUC:
decreased 72%;
Cmax: decreased
53%; Cmin:
decreased 98%

Dose: No change.
Increased liver
toxicity possible.
Co-administration
may lead to loss of
virologic response
is RTV sole PI.
Alternate antimycobacterial agents,
such as rifabutin,
should be considered.

levels of DRV

Levels; Clarithromycin
77%.
Clarithromycin
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larithromycin AUC:
increased 94%;

Dose: Adjust
clarithromycin dose for
moderate and severe
renal impairment.

levels of
clarithromycin by 59%

Levels: LPV AUC
75%. Should not be
co administered as
a safe and effective
dose of LPV/r that
can be given with
rifampicin has not
been established.

Levels:
Clarithromycin AUC
77%.
Dose: Adjust
clarithromycin dose for
moderate and severe
renal impairment.
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ORAL CONTRACEPTIVES

Ethinyl estradiol
AUC:

Levels: Ethinyl
estradiol
40%.
Use alternative or
additional method.

Ethinyl estradiol
AUC:
44%

Levels: Ethinyl
estradiol
42%
Use alternative or
additional method.

LIPID-LOWERING AGENTS
Simvastatin
Lovastatin

Atorvastatin

Pravastatin

Avoid coadministration

Minimal interaction

Minimal interaction

Levels: potential
for large increase in
statin levels. Avoid
concomitant use.
Levels: 450%
when administered
with SQV/RTV
combination. Use
lowest possible
starting dose of
atorvastatin with
careful monitoring.
Levels: 50% when
administered
with SQV/RTV
combination.
Dose: Pravastatin
dosage adjustment
based on lipid
response.

Avoid

Levels: Potential
for large increase in
statin levels.
Avoid concomitant
use.

AUC four-fold

Atorvastatin AUC
5.88-fold. Use lowest
possible starting
dose of atorvastatin
with careful
monitoring.

AUC 81%

Pravastatin AUC
33%; no dosage
adjustment
necessary.

ANTICONVULSANTS

Carbamazepine
Phenobarbital
Phenytoin

Carbamazepine;
serum levels when
co-administered with
RTV.
Reduce ATV levels

Use with caution.
Monitor
anticonvulsant levels.

Avoid

Many possible
interactions:
Carbamazepine:
levels when
co-administered
with RTV. Use with
caution. Monitor
anticonvulsant
levels. Phenytoin:
levels of LPV, RTV,
and levels of
Phenytoin when
administered
together.
Avoid concomitant
use or monitor LPV
level.
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METHADONE

Methadone 37%.
Monitor and titrate
dose if needed.

No interaction with
upboosted ATV.
Increased metabolism
of methadone with
May require
boosted ATV
methadone dose.

levels of
methadone by 16%

Methadone AUC
53%. Opiate
withdrawal may
occur.
Monitor and titrate
dose if needed.
May require
methadone dose.

ERECTILE DYSFUNCTION AGENTS

Sildenafil

Use reduced dose of
sildenafil

Sildenafil AUC 11
fold. Use cautiously.
Start with reduced
dose of 25 mg every
48 hours and monitor
for adverse effects

Sildenafil AUC 11fold in combination
with RTV. Do not
exceed 25 mg every
48 hours.

Theophylline 47%,
monitor theophylline
levels.

MISCELLANEOUS
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Decreased GI
absorption of
atazanavir due to
reduced acidity

RTV 100 mg bid
significantly increase
systemic exposure
of inhaled (oral or
nasal fluticasone,
may predispose
patients to systemic
corticosteroid effects.
Co-administration
not recommended
unless benefit of
fluticasone outweighs
the risk.

warfarin levels
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Annex 14: Community ART distribution assessment form
Health Facility Assessment to Provide Community ART Distribution
Facility name:

MFL code:

Date of assessment:

Instructions for completion:
tTick the square most applicable to your institution

t5PUBMUIFTDPSFTJOUIFQMBDFQSPWJEFEBUUIFCPUUPN
t6TFUIFJOUFSQSFUBUJPOLFZCFMPXUPJOUFSQSFUUIFTDPSFT

Health system domains for community ART distribution

Yes = 2

Partial
=1

No = 0

Leadership:
Has the facility identified a focal person to oversee stable model of differentiated
care and community ART distribution?
Finance:
Does the facility have resources to distribute ART to PLHIV in the community for
at least six months?
Human resources for Health:
Has the facility identified health care providers for distributing ART (Peer
educators, Lay counselors and / or Community Health Volunteers)?
If ‘Yes’ how many have been identified?
How many of them have been trained on the community ART distribution
standard operating procedures?
Service delivery:
Viral load uptake >90%
Has the facility established differentiated model of care for stable PLHIV?
Does the facility have an active psychosocial support program for PLHIV?
Has the facility identified community locations for community ART groups?
Commodity management:
Does the facility have at least three months of ART and one month buffer stock
available on site?
Has the facility identified a focal person to pre-pack ART for community
distribution?
Does the facility have adequate supplies / materials to pre-pack ART?
Health information systems:
Does the facility have an established system to monitor patient outcomes
specifically retention, lost to follow-up, mortalities and viral load suppression?
Is the facility able to establish recording and reporting systems for community
ART?
Total Score (Maximum expected score = 28 )
Assessors recommendations:
Final assessment outcome:
Facility can initiate community ART distribution
Facility to implement assessors recommendations and be re-assessed thereafter
Names of assessors: Signature of assessors:
Name of health facility manager:
Signature of health facility manager:
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Annex 15: List of Reviewers and Participating Institutions
A. Evidence reviewers
The following team contributed to review of specific evidence including implementation
experiences locally:
Birth testing of infants & early infant diagnosis: Laura Oyiengo (NASCOP), Irene Inwani (KNH),
Dalton Wamalwa (UON), Joe Mbuthia (KPA/Getrudes), Teresa Alwar (UNICEF), Bhavna
Chohan (KEMRI)
HIV Testing Services Operational considerations: Lillian Otiso (LVCT Health), Sheikh Mohamed
(NASCOP), Michael Kiragu (LVCT Health)
Package of Care; Cotrimoxazole use: Franchesca Odhiambo (UMB)
Non-communicable diseases & HIV: Loice Achieng (UON)
ARV use (when and what to start, adherence support): Brian Chirombo (WHO), Irene Mukui
(NASCOP), Shobha Vakil (NASCOP/HRH CBP), Angela McLigeyo (CHS), Caroline Middlecote
(CHAI), Justus Oganda (CHAI), Davis Karambi (CHAI)
ARV use in PWID: Franchesca Odhiambo (UMB)
Viral load Monitoring for ART: Sylvia Ojoo (UMB)
Use of DR testing in patient management: Michael Chung (UW), Lisa Frenkel (UW), Horacio
Duarte (UW), Dalton Wamalwa (UON), Bhavna Chohan (Kemri)
Operational guidelines for test & Treat (Differentiated Care): Sylvester Kimaiyo
(Ampath Plus) , Suzanne Goodrich ( Ampath Plus), Patrick Oyaro (RCTP-FACES), James Ayieko
(KEMRI) Lisa Abuogi (University of Colorado), Elvin Geng (UCSF), Jill Haggey (UCSF) Rena
Patel (UW) Edwin Mulwa ( KEMRI) Jayne Lewis-Kulzer (UCSF) Craig Cohen (UCSF) Jeremy
Penner (UCSF) Xuan Li (UCSF) Zachary Kwena (KEMRI) Julie Kadima ( KEMRI) Hilary Wolf
(Georgetown University) , Brian Chirombo (WHO)
Implications of longer dispensing periods on supply chain: Susan Njogo) NASCOP), Cecilia Muiva
(MSH –HSCM), Joseph Mukoko (MSH –HSCM)
Pre-exposure prophylaxis: Nelly Mugo (Kemri), Prince Bahati (IAVI), Michael Kiragu (LVCT
Health)
B. Guideline review workshop participants;
The following participated in the workshop that following evidence reviews made the final
recommendations for the guidelines
AMPATH Plus: Sylvester Kimayo, Dennis Osiemo, Moses Mogesi; Aphia Plus Imarisha: Leonora
Okubasu; Aphia Plus Rift/FHI 360: Everline Ashiono; Aphia Plus Western Kenya: Eric Mbati,
Francis Onyango, Bungoma County Referral Hospital: Felicitas Makokha; CDC-Kenya: Abraham
Katana, Hellen Mutai, Lennah Nyabiage, Herman Weyenga, Dunstan Achwoka, Immaculate
Mutisya, Kenneth Masamaro, Evelyne Ngugi, Agnes Langat, Jonathan Mwangi, Marie Downer,
Patricia Oluoch, Odylia Muhenje; CHAI: Philip Muchiri, Davis Karambi, Kennedy Mureithi;
CHS: Fridah Njogu-Ndongwe, Angela Mcligeyo; EGPAF: Lucy Matu; FACES: Patrick Oyaro,
Jeremy Penner; IAVI: Prince Bahati; ICAP: Maureen Syowai; Intrahealth International: Irene
Chami; Kabarak University: Wesly Bor; KEMRI: Bhavna Chohan, Nelly Mugo; KEMRI-SEARCH:
James Ayieko; KESWA: Carolyne Njoroge; KNH: Irene Inwani, John Kinuthia, Margaret
Makanyengo; KPA: Joe Mbuthia, Doris Kinuthia; LVCT Health: Lilian Otiso, Michael Kiragu;
M2M: Milker Simba; Maseno University: John Kaguthi; MOH-NCD unit: Martin Mwangi; MSFFrance: Alexandra Vandenbulche; MSH: Ndinda Kusu; NACC: Celestine Mugambi; NASCOP:
Martin Sirengo, Irene Mukui, Maureen Kimani, Joyce Wamicwe Caroline Olwande, Rose Wafula,
Jacob Odhiambo, Laura Oyiengo, Sheikh Mohamed, Muthoni Karanja, Barbara Mambo, Linda
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Misiko, Susan Njogo, Evans Imbuki, Helgar Musyoki, Mohamud Mohamed, Pauline Mwololo,
Ruth Musyoki, Japheth Gituku, Lucy Kinyua Maureen Inimah, Winnie Owiti, Dorothy Mwagae,
Edward Omondi, Precious Otieno, Susan Nzula Mutua; NASCOP/HRH-CBP: Shobha Vakil,
Eunice Mutemi; NEPHAK: Nelson Otuoma; NHRL: Nancy Bowen; NLTD-P: Christine Wambugu;
PHDA: Naomy Siele, Kimani Mbugua; Siaya County Referral Hospital: James Wagude; University
of Maryland, Baltimore: Sylvia Ojoo, Emily Koech, Francesca Odhiambo, Leonora Okubasu
; UNICEF: Teresa Alwar; University of Washington: Michael Chung; University of Nairobi: Ruth
Nduati, Elizabeth Obimbo, Dalton Wamalwa, Jared Mecha, Onesmus Gachuno, Loice Achieng,
Judy Kamau ; USAID: James Batuka, Maurice Maina, Isabella Yonga, Salome Okutoyi, Stanley
Bii; USAID/HP Plus: Daniel Mwai; World Health Organization - Kenya: Brian Chirombo; WRP/
DOD: Isaac TsiKhutsu
C. External reviewers
Ampath plus: Winston Nyandiko CDC Atlanta: Laura Broyles; CDC-Kenya: Lucy Nganga ;
Clinton Health Access Initiative: Anna Osborne, Stephanie Denamps, Carolina Kwok, Regina
Osih Paolo Maggiore, Nandita Sugandhi; EGPAF Kenya: Anne Mwangi, Joram Sunguti ; ICAP:
Stephen Arpadi, Ruby Fayorsey, Eduarda Gusmao, Veronique Bortolotti, Mercy Karanja; Kenyatta
National Hospital: David Bukusi ; LVCT Health: Linah Digolo ; Migori County Referral Hospital:
Grace Nalwa ; UCSF: Elvin Geng ; UNAIDS: Henry Tabifor; UNICEF: Anurita Bains, Laurie
Gulaid, Jacqueline Dache, Eric MaqC Gitau, Ulrike Gilbert ; Univerity of Colorado: Lisa Abuogi
;University of Maryland: Douglas Watson; University of Nairobi: Marybeth Maritim, Elizabeth
Kubo ; University of Washington: Ann Melvin, Brian Wood, Jared Baeten, Aliza Monroe, Ruanne
Barnabas ,Ann Collier, Susan Graham; World Health Organization - AFRO: Frank Lule, Fabian
Ndenzako ; World Health Organization - Geneva: Satvinder Singh, Martina Penazzato, Rachel
Baggaley, Silvia Bertagnolio, Nathan Ford, Cheryl Johnson
Service provider and County reviews
Feedback on the guidelines was provided from County Health Management Teams from 47
counties and health care providers from selected facilities in Siaya County, Kenyatta National
Hospital, Kirinyaga County, Kiambu County and facilities supported through Ampath Plus
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D. Participating Organizations and Agencies
AmpathPlus
APHIA
CDC
CHAI
CHS
EGPAF
FACES
IAVI
ICAP
KEMRI
KESWA
KNH
KPA
M2M
MOH-NCD
MSF
MSH
NACC
NASCOP
NEPHAK
NHRL
NLTD-P
PHDA
UCSF
UNICEF
UMB
UON
UW
USAID
USAID/HP plus
WHO
WRP/DOD
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Academic Model Providing Access to Healthcare
AIDS, Population and Health Integrated Assistance Program
Centers for Disease Control and Prevention
Clinton Health Access Initiative
Centre for Health Solutions - Kenya
Elizabeth Glasier Pediatric AIDS Foundation
Family AIDS Care and Education Services
International AIDS Vaccine Initiative
ICAP at Columbia University’s Mailman School of Public Health
Kenya Medical Research Institute
Kenya Sew Workers Alliance
Kenyatta National Hospital
Kenya Paediatric Association
Mothers 2 mothers program
Ministry of Health-Non-communicable diseases unit
Medicines San - Frontiers
Management Sciences for Health
National AIDS Control Council
National AIDS & STI Control Program
National Empowerment Network of People living with HIV/AIDS
in Kenya
National HIV Reference Laboratory
National Tuberculosis, Leprosy & Lung Diseases -Program
Partners for Health and Development in Africa
University of California San Francisco
United Nations Children’s Emergency Fund
University of Maryland Baltimore
University of Nairobi
University of Washington
United States Agency for International Development
United States Agency for International Development - Health
Policy Plus
World Health Organization
Walter Reed Project-Department of Defense
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