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3TC lamivudine

ABC  abacavir

AIDS Acquired immunodefi ciency syndrome
ALT  Alanine Aminotransferase

AST  Asparate Aminotransferase

ARVs Antiretroviral (medicines)

ART Antiretroviral therapy

AZT Zidovudine (also known as ZDV)

BID  twice daily

BUN  Blood Urea Nitrogen

CD4 cell cluster of differentiation antigen 4 cell
CK Creatine Kinase

d4T  stavudine

ddl didanosine

EFV efavirenz

ELISA Enzyme-Linked Immunosorbent Assay
HAART Highly Active Antiretroviral Therapy
HIV Human immunodefi ciency virus

LF T liver function test

NRTI Nucleoside reverse transcriptase inhibitor

NNRTI Non-nucleoside reverse transcriptase inhibitor

PCP Pneumocystis carini Pneumonia
PCR polymerase chain reaction

QID Four Times Dialy

TID three times daily

WHO World Health Organization

ZDV  zidovudine (also know as azidothymidine (AZT))
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A presumptive diagnosis of severe HIV disease should be made if:

1. The child is confirmed as being HIV antibody- 2. The infant is symptomatic with two or more of the
positive following:
AND » oral thrush®

- severe pneumonia®

» severe sepsis®

OR

Y. A diagnosis of any AIDS-indicator condition(s) 4can
be made

Other findings that support the diagnosis of severe HIV disease in an HIV-seropositive infant include:
— Recent HIV-related maternal death or advanced HIV disease
— Child’s %CD4+ <20%

Confirm the diagnosis of HIV infection as soon as possible.

a. Oral thrush: Creamy white-to-yellow soft small plaques on red or normally coloured mucosa which can often be scraped off
(pseudomembranous), or red patches on the tongue, palate or lining of mouth, usually painful or tender.

b. Severe pneumonia: Cough or difficult breathing in a child with chest indrawing, stridor or any of the IMCI general danger signs;
i.e. lethargic or unconscious, not able to drink or breastfeed, vomiting, and presence or history of convulsions during current
illness; responding to antibiotics.

c. Severe sepsis: Fever or low body temperature in a young infant with any severe sign, e.g. fast breathing, chest indrawing,
bulging fontanelle, lethargy, reduced movement, not feeding or sucking breast milk, convulsions.

d AIDS-indicator conditions include some but not all HIV paediatric clinical stage 4 conditions such as Pneumocystis pneumonia,
cryptococcal meningitis, severe wasting or severe malnutrition, Kaposi sarcoma, extrapulmonary TB.
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Clinical stage 1

Asymptomatic
Persistent generalized lymphadenopathy

Clinical stage 2

Unexplained persistent hepatosplenomegaly

Papular pruritic eruptions

Extensive wart virus infection

Extensive molluscum contagiosum

Recurrent oral ulcerations

Unexplained persistent parotid enlargement

Lineal gingival erythema

Herpes zoster

Recurrent or chronic upper respiratory tract infections (otitis media, otorrhoea, sinusitis, tonsillitis)
Fungal nail infections

Clinical stage 3

Unexplained moderate malnutrition not adequately responding to standard therapy

Unexplained persistent diarrhoea (14 days or more)

Unexplained persistent fever (above 37.5 ¢C, intermittent or constant, for longer than one month)
Persistent oral Candidiasis (after first 6 weeks of life)

Oral hairy leukoplakia

Acute necrotizing ulcerative gingivitis/periodontitis

Lymph node TB

Pulmonary TB

Severe recurrent bacterial pneumonia

Symptomatic lymphoid interstitial pneumonitis

Chronic HIV-associated lung disease including bronchiectasis

Unexplained anaemia (<8.0 g/dl), neutropenia (<0.5x109/L3) or chronic thrombocytopenia (<50 x 109/L3)

Clinical stage 42

Unexplained severe wasting, stunting or severe malnutrition not responding to standard therapy

Pneumocystis pneumonia

Recurrent severe bacterial infections (e.g. empyema, pyomyositis, bone or joint infection, meningitis, but
excluding pneumonia)

Chronic herpes simplex infection; (orolabial or cutaneous of more than one month’s duration, or visceral at any site)
Extrapulmonary TB

Kaposi sarcoma

Oesophageal candidiasis (or candiadisis of trachea, bronchi or lungs)

Central nervous system toxoplasmosis (after the neonatal period)

HIV encephalopathy

Cytomegalovirus (CMV) infection; retinitis or CMV infection affecting another organ, with onset at age more than 1
month

Extrapulmonary cryptococcosis including meningitis

Disseminated endemic mycosis (extrapulmonary histoplasmosis, coccidioidomycosis, penicilliosis)

Chronic cryptosporidiosis (with diarrhoea)

Chronic isosporiasis

Disseminated non-tuberculous mycobacterial infection

Cerebral or B cell non-Hodgkin lymphoma

Progressive multifocal leukoencephalopathy

HIV-associated cardiomyopathy or nephropathy

a. Some additional specific conditions can be included in regional classifications (e.g. penicilliosis in Asia, HIV-associated
rectovaginal fistula in Southern Africa, reactivation of typanosomiasis in Latin America)
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In term infants: oral ZDV syrup (2 mg/kg, QID or 4 mg/kg BID) for 6 weeks.
In preterm infants: ZDV 1.5 mg/kg 1V or 2.0mg/kg PO TID.

ek sls aly 55 sl ZDV e sdeiadil 00,5 cdb o HAART (g5185k Ol 50 sob 4l =

NVP 2 mg /kg given oraly as single dose after birth as soon as possible (no later than 72
hours after birth) + 3TC 2mg /kg BID for 1 week.
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Laboratory tests for diagnosis and Baseline At initiation of Every six As required
Monitoring (at entry into | first-line months or symptom-
care) or directed
second-line
ART regimen
HIV diagnostic testing P

Haemoglobin( a) P P

WBC and differential count

%CD4+ or absolute CD4 cell count (b) P P P

Pregnancy testing in adolescent girls P C

Full chemistry (including, but not
restricted to, liver enzymes, renal
function, glucose,

lipids, amylase, lipase and serum
electrolytes) (e)

U U0 T T

HIV VL measurement( f)

Ol screening (where possible) P P

a Haemoglobin monitoring at week 8 after initiation of ART is recommended if ZDV is used.

b HIV-infected children not yet eligible for ART should be monitored with CD4 count every six months. For infants
and children who develop new or recurrent WHO stage 2 or 3 events, or whose CD4 count approaches threshold
values, the frequency of CD4 measurement can be increased.%CD4+ is preferred in children <5 years of age.

¢ Pregnancy testing may be needed for adolescent girls prior to initiating a regimen containing EFV.

d For pregnant adolescent girls, provide prophylaxis or combination ART to those who are in need of it for their own
health and/or to prevent vertical transmission. (See PMTCT Guidelines)

e Routine monitoring (every six months) of full chemistry, particularly lipid levels, liver enzymes and renal function,
should be considered for infants and children on second-line drugs.

f At present, VL measurement is not a prerequisite for initiation or regular monitoring of ART in resource-limited
settings. VL can be used to diagnose HIV infection, and to confirm clinical or immunological failure prior to switching
treatment regimen.
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Table 5. Recommendations for initiating ART in infants and children

Age Infant & children > 25mons to 59 > 5 years
<24 mons? mons
%CD4 all’ <25 NA
Absolute CD4 alP < 750 cells/mm3 < 350 cells/mm3

a: All HIV-infected infants should receive ART due to the rapid rate of disease progression.
b:In children with absolute lymphopaenia, the CD4 percentage (%CD4+) may be falsely elevated.

Table 6. Recommendations for initiating ART in HIV-infected infants and children

according to clinical stage and immunological markers

Clinical Stage | Inmunological
< 24 mons Treat all
> 24 mons Stage 42 Treat All ?
Stage 3% Treat All
Stage 2 Treat if CD4 <age- adjusted
threshold
Stage 1 Don’t treat if no CD4
available

a Stabilize any opportunistic infection (Ol) before initiating ART.
b Baseline CD4 is useful for monitoring ART even if it is not required to initiate ART.

QU395 9 UISl3g5 1O Adal Uloyd S ¥ (S 5.0

:Cﬁw‘?a‘)wd‘g.k;- &M@b)bdhﬁj)dh‘\:—éﬂ

Table 7. Summary of preferred first-line ARV regimens for infants and children

Patient group

Standard first-line regimen

INFANTS

Infant or child <24 months not exposed to
ARVs

NVP + 2 NRTP

Infant or child <24 months exposed to
NNRTI

LPV/r + 2 NRTI®

Infant or child <24 months with unknown NVP + 2 NRTP
ARV exposure
CHILDREN
Children 24 months to 3 years NVP + 2 NRTI?

Children >3 years

NVP or EFV + 2 NRTI?

 Lamivudine (3TC) + zidovudine (ZDV)
» 3TC + abacavir (ABC)
» 3TC + stavudine (d4T)

1) as e Cuelel a4 S 5 ol j58 D NRTI w3 .a
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Table 8. Preferred first-line regimens for specific situations
Situation Preferred first-line regimen
CONCOMITANT CONDITIONS

Child or adolescent with severe NVP + 2 NRTIs (avoid ZDV)
anaemia (Hb<7.5 g/dl) or severe
neutropenia (WBC<500 cells/mm®)
Child <3 years with TB treatment NVP + 2 NRTIs ( ZDV+ 3TC)
OR

3 NRTIs:

ZDV or d4T + (3TC + ABC)

Child >3 years or adolescent with EFV + 2 NRTIs

TB treatment OR

3 NRTIs:

ZDV or d4T + (3TC + ABC)
Adolescent with hepatitis B TDF + FTC or 3TC + NNRTI*

* EFV should not be initiated in the first trimester of pregnancy or prescribed to women with the potential to become
pregnant, unless effective contraceptive use is assured.

YA



Table 9. Recommendations for the timing of ART following the initiation of TB
treatment with a rifampicin-containing regimen in HIV-infected infants and children

Clinical stage of
child with TB (as an
event indicating
need for ART)

Timing of ART
following initiation of
TB treatment
(rifampicincontaining
regimen) ®

Recommended ART regimen °

Any CD4 count and
any WHO clinical
stage of HIV for
infants and children

Start ART soon after
TB treatment between
2 and 8 weeks
following start

of TB treatment.

In children <3 years:

Preferred first-line regimen & Two
NRTIs + NVP"

(Except if <2 years of age and previously
exposed to NVP)

or

Triple NRTI first-line regimen &(d4T or
ZDV) + 3TC + ABC

In children >3 years:

Preferred first-line regimen &Two NRTIs
+ EFV©

or

Triple NRTI first-line regimen & (d4T or
AZT + 3TC + ABC)

In chidren who have been started on a
triple NRTI regimen for the purposes of
TB/HIV co-treatment, it is preferable to
switch to a standard first line regimen on
completion of TB treatment

a Administration of co-trimoxazole prophylaxis is important in children with TB/HIV

coinfection.

b Lead-in dosing should not be used when initiating NVP-containing ART with TB
treatment. In addition, the NVP dose should be close to the maximum target dose of 200
mg/m2. Careful clinical monitoring with laboratory support, if available, is recommended
where NVP is administered concurrently with rifampicin.

¢ EFV is not currently recommended for children <3 years of age, and should not be given
to postpubertal adolescent girls who are either in the first trimester of pregnancy or are
sexually active and not using adequate contraception
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Table 10. Recommended regimens in infants and
children in the event of treatment failure of first-line regimens

Recommended second-line regimen: boosted Pl component + two NATI components

First-line regimen
at failure

2 NRTl= + 1 HNRTI:
AZT- or d4T-containing

ar
ABC-containing

Triple NRTI

Preterred second-line regimen
ATl components

Pl component Strength of Quality of
(NRTIFNNRTI) ® recommendation  evidence
ABC + 3TC
ar Py Strong Moderate
ABC + ddl
AZT+ 3TC
plus
ar
ALZT + ddl LP/ Strang High
ddl? + EFVz or
HvP

a Continuation of 3TC in second-line regimens may be considered.
b ddI may not need to be taken on an empty ssomach in children.
c EFV iscurrently not recommended for children <3 years of age,
and should be avoided in postpubertal adolescent girlswho are
ether in the first trimester of pregnancy or are sexually active and

not usi nﬁ a:lﬁuate contrac:ﬁtion.
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3TC: 4 mg per kg of body weight (maximum dose, 150 mg) twice daily

2
ZDV: 180-240 mg per m of body surface area every 12 hours

Surface area (m2) = [Height (cm) X Weight (kg)
v 3600

d4t: Pediatric dose (age 14 days up to weight of 30 kg): 1 mg per kg of body weight every 12 hours.
Adolescent (weight >30 kg)/Adult dose: Body weight 30-<60 kg: 30 mg twice daily. Body weight >60 kg: 40 mg
twice daily

EFV: Only for >3 years of age. Administer EFV once daily.

OY Q09 osbead g gl 593 YY) o lad Jgaa

EFV dose (mg) Body Weight
(Kilograms)

200 10-<15

250 15-<20

300 20-<25

350 25-<32.5

400 32.5-<40

600 >40

NVP: Children 2 mo-8 yr: 4 mg/kg PO once daily for 14days; if tolerated, increase dose to 7 mg/kg PO bid
(maximum dose 200 mg PO bid)

= or >8 yr 4 mg/kg PO once daily for 14 days; if tolerated, increase dose to 4 mg/kg PO bid (maximum dose 200
mg PO bid)

ABC: 8 mg per kg of body weight (maximum dose 300 mg) twice daily. ABC nat approved for use in infants
aged <3 months.
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Simplified table giving number of tablets of child-friendly solid formulations for moming and evening dosing

Children 6 weeks of age and abowe

adulttab | tablets by
Number of tablets by weight-band morming and evening

3-5.0kg 500 kg 10— 12.0 kg 14— 10.0kg 20-24.0 kg 25- 34.0kg

am am pm am pm am pm am pm am pm

SINGLE DRUGS

AIT B0 1 1 1.5 15 2 2 2.5 25 3 3 300 1 1
ABC B0 1 1 1.5 15 2 2 2.5 25 3 3 300 1 1
NVP 50 1 1 15 15 2 2 25 25 3 3 200 i i
ddl P 2 2t 3 2 3 3 4 3 4 4 s 5 5
COME INATIO NS

AZTIATC 60730 1 1 15 15 2 2 25 25 3 3 300150 i i
AZT/STCMVP - 60/30/50 1 1 15 15 2 2 25 25 3 3 S00A50/200 1 1
ABC/AZTATC  60/B0/30 1 1 1.5 15 2 2 2.5 25 3 3 300/300A450 1 1
ABCATC E0MA0 1 1 1.5 15 2 2 2.5 25 3 3 b

d4T/3TC /30 1 1 15 15 2 2 25 25 3 3 WA50 i i
d4TETCNVE - 6/30/50 1 1 15 15 2 2 25 25 3 3 301507200 1 1
LPVir® 10025 NR NR NR NR 2 1 2 2 2 2 10025 3 3

a.This dose of ddl is onli aiErOEriate for children 3 months of age or older and weighing between 5 kg and 5.9 kg.

¢ Higher doses of LPV/r may be required when co-administered with enzyme-inducing drugs such as NVP, EFV, fos-amprenavir
(FPV), rifampicin.
NR= not recommended
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Table 12. Simplified table giving ml of liquid formulation and number of tablets or capsules of adult solid formulation for
morning and evening dosin

Strengthof Ghildren 6weeks of age and above
tamgm) [ Wunber i letdoapeus @ nlbywegttbandmomg mdeveing |

liquid (mgiml) Mumber of tablets/capsules or ml bywe ghi-band marning and evening
and “::: tab/ 2_ENkp £ —0.0kp 10— 12.0 kp 14 — 100 kg 20— 24 fkg
img) an B am Fin I pim am pin E] B
ATT "0 rmg.fml; & ml am 9 ml 9 ml 12 ml 12 ml 05 0.5 1 05
20 mg
ABC 20 meyfrl; 3ml Im 4ml 4ml & ml 6 ml 05 0.5 1 05
300 mg
K1[K 10 g frel: Iml Im 4 ml 4 mil Foml & ml N& n& 1 Nk
150 mn
d4T 1 mg/irl; 15 mg Gml Gm Sml Sml 1{5mgl 1{15mg) 1@0mg) 1{20mg) 120mg) {20 mg
or 21 myg
MVE 10 rrgdfl; 5ml 5m &ml aml 10 ml 10 ml 1 0.5 1 0.5
200 my
ddl 10 mg/ml; Imla fmla Sml & ml £ ml & ml 4 3 4 4
25 mg
LPYTr  B020mo'ml 1orlSmP 1ori5mlt 1.5ml 1.5ml 2ml 2ml 2.5ml 25m im Aml

a.This dose of ddl is only appropriate for children 3 months of age or older and weighing between 5 kg and 5.9 kg.
b LPV/r liquid: for 3 — 3.9 kg, use 1 ml a.m. and 1 ml p.m.; for 4 — 5.9 kg use 1.5 ml a.m. and 1.5 ml p.m. In addition, higher doses
of LPV/r may be required when co-administered with enzyme-inducing drugs such as NVP, EFV, FPV or rifampicin.



Table 14. Simplified table giving number of tablets of child-friendly solid formulations for once-daily dosing

Number of tablets orcapsulzs by weight-band once daily

3-E.0kg -0 kg 10-130kg  H-100kg 20— 240k 25— 34.0kg

Onez caily Onea daily Onea daily Onee daily Onee daily Unae daily
SINGLE DRUGS
Cry= 200 my I KM 1 1.5 1.5 200 i
ddib 12Smgor MF MR 1 (%5 mg) A ) 212 my) 1Hmg FL ?
20 mig BC

a.EFV is not recommended for children below 3 years and weighing less than 10 kg.
b ddl EC is not recommended for children weighing less than 10 kg; this dose is recommended only for those 10 kg and above.
NR = not recommended EC = enteric coated
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