











: Growth Charts

ANNEX G
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ANNEX H: ICAP Developmental Checklist

Age Milestones

Raises head and chest when prone, responds to sound,
1 month . . . o

vocalizes, follows moving object to midline

Holds head up, lifts chest off table, smiles socially, recognizes
2 months . )

primary caregiver, hands together, makes sounds — eh, ugh

Supports on forearms in prone, holds head up steadily, hands open
3 months : o

at rest, recognizes most familiar adults, coos

Rolls back to front, reaches for objects, laughs, orients to voice,
4 months . :

puts objects or toys in mouth

Rolls over from stomach to back, imitates speech sounds, e.g.
5 months . .

makes razzing sounds, reacts differently to strangers

Sits unsupported, transfers objects from one hand to the other,
6 months -

babbles, reaches for familiar persons
9 months Pulls to stand, uses f‘!nger a7r]d thumb to pick up small objects,

waves bye-bye, says “mama
12 months Walks alone, imitates actions, uses two word together

Walks backward independently, imitates action, feeds self
15 months .

with spoon
18 months Runs, kicks a ball, can remove garment of clothing, scribbles,

ses 6 words

Walks up and down stairs, can wash hands, combine words, follows
2 years

two step command

Catches a ball and balances on one foot, can put on shirt,
3 years

speech is understandable

4 years

Can dress alone, draws a person, use complex speech
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ANNEX H continued

{@ World Health
Windows of achievement for six gross motor milestones “®¢ Organization

H Walking alone Lo |
H Standing alone —
H Walking with assistance —
H Hands-&-knees crawling —
H  Standing with assistance i
H  sitting without support

Age in months

Reference: WHO Multicentre Growth Reference Study Group. WHO Motor Development Study: Windows of achievement
for six gross motor development milestones. Acta Paediatrica Supplement 2006:450:86-95.
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ANNEX I: Paediatric ARV drug formulations, side effects and

special instructions for Children

NUCLEOSIDE REVERSE TRANSCRIPTASE

Drug / Formulation

Comments

Side Effects

Abacavir (ABC)
Oral solution 20mg/ml
Tablet: 300mg

Can be given with food.

Tablet can be mixed with small
amount of water and taken
immediately.

Instruct patient how to recognize
and respond to potentially fatal
hypersentivity reaction.

Patients should not interrupt
therapy without consulting their
healthcare provider.

DO NQOT rechallenge after
hypersensitivity reaction.

Common: HA, Gl
upset and rash.

Less common: lactic
acidosis,
hepatomegaly with
steatosis.
Life-threatening:
potentially fatal
hypersensitivity
reaction (fatigue,
rash, N/V, sore throat,
joint and muscle
pain, cough, and
dyspnea).

Didanosine

(ddI)

Powder for oral
solution: reconstituted
10ml/ml

Chewable tablets:
25mg, 50mg, 100mg,
150mg

Enteric coated cap-
sules: 200mg, 250mg,

If tablets are dispersed in water,
at least two tablets of appropriate
strength should be dissolved to
ensure adequate buffer.

Keep suspension refrigerated,
shake well, stable for 30 days.
Enteric formulation may be better
tolerated.

Common: diarrhoea,
abdominal pain, N/V.
Less common:
increased LFTs, lactic
acidosis with
hepatomegaly and
steatosis, peripheral
neuropathy,
hyperuricemia.

Life threatening:

400mg pancreatitis, which is
rare in children.

Lamivudine (3TC) Can be given with food. Common: HA,

Oral solution 10mg/ml Store solution at room temperature | nausea, abdominal

Tablet: 150mg and use within one month of pain.

opening.

Tablet can be mixed with small
amount of water and taken
immediately. Side effects are rare.

Less common:
pancreatitis,
neutropenia,
increased LFTs.
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ANNEX I: Paediatric ARV drug formulations, side effects and

special instructions for children

NUCLEOSIDE REVERSE TRANSCRIPTASE

Drug / Formulation

Comments

Side Effects

Stavudine (d4T)
Oral solution 1mg/ml
Capsules: 15mg
20mg, 30mg, 40mg

Keep liquid refrigerated.

Stable for 30 days.

Capsules can be opened and mixed
with small amount of food or water.
DO NOT USE WITH AZT.

Common: HA and Gl
intolerance.

Less common:
peripheral
neuropathy,
lipoatrophy.
Life-threatening:
lactic acidosis with
severe hepatomegaly
and steatosis.

Zidovudine (AZT or
ZDV)

Oral solution 10mg/ml
Tablet: 300mg
Capsule:300mg

Can be given with food. Syrup is
light-sensitive, store in a glass jar.
Capsule can be opened and con-
tents dispersed or tablet crushed
and combined with food or small
amount of water.

Large volume of syrup not well tol-
erated in older children.

DO NOT USE WITH d4T.

Common: HA and Gl
intolerance.

Less common:
peripheral
neuropathy,
lipoatrophy.
Life-threatening:
lactic acidosis with
severe hepatomegaly
and steatosis.




ANNEX I: Paediatric ARV drug formulations, side effects and

special instructions for children

NUCLEOSIDE REVERSE TRANSCRIPTASE

Drug / Formulation

Comments

Side Effects

Efavirenz (EFV)

Syrup: 30mg/ml
Capsule:50mg, 100mg,
200mg

Only for children >3 yrs.

Syrup requires higher dose than
capsules.

Can be given with food (but avoid
high fat foods).

Capsule can be opened and added
to food: to avoid peppery taste mix
with sweet food or jam

Best given at night time to avoid
CNS effects.

Common: skin rash,
somnolence,
insomnia, abnormal
dreams, confusion,
hallucinations.

Less common:
increased LFTs.

Nevirapine (NVP)
Oral solution 10mg/ml
Tablet: 200mg

Store at room temperature.

Can be given with food.

Tablets can be divided and
combined with small amount of
water or food and immediately
administered.

Patients should be warned of rash.

Do not escalate dose if rash occurs.

For SJS and TEN discontinue drug
and do not rechallenge.
Multiple drug interactions.

Common: skin rash,
HA, nausea,
diarrhoea.

Less common:
increased LFTs.
Life-threatening:
Steven Johnsons
syndrome, TEN, fatal
hepatitis.
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ANNEX I: Paediatric ARV drug formulations, side effects and

special instructions for children

PROTEASE INHIBITORS

Drug / Formulation

Comments

Side Effects

Lopinavir /ritonavir
(LPV/r)

Oral solution
80mg/ml LPV plus
20mg/mlr
capsules:133.3mg
LPV plus 33.3mgr
Tablet: 200 mg
LPV plus 50 mg r

Preferable to store capsules and
liquid in a refrigerator.

Can be stored at room temp 250C
for two months

Should be taken with food.
Capsules should not be opened or
crushed, swallow whole.

Liquid has low volume but bitter
taste. Tablets require no cold
chain; can be used in children on
full adult dose.

Common: diarrhoea, HA,
nausea,

vomiting, increase

in blood lipids

Less common:
pancreatitis, diabetes,
hyperglycaemia,

hepatic toxicity, fat
redistribution.

Nelfinavir (NFV)
Powder for oral
suspension (mix with
liquid): 200 mg per

Take with food.

Store at room temperature.
Crushed tablet preferred even
for infants.

Common: diarrhoea,
nausea, vomiting, HA
Less common: asthenia,
abdominal pain, rash,

level teaspoon Drug interactions less than with lipodystrophy.
(50mg per 1.25 ml | RTV/PI

scoop) Tablet: 250mg

Ritonavir Take with food to increase absorp- | Common: N/V,

(RTV) tion and reduce Gl side effects. diarrhoea, headache,
Suspension: Oral solution must be refrigerated. | abdominal pain,
80mg/ml Can be kept at room temperature | anorexia

Capsule: 100mg

(2500C) if used within 30 days.
Bitter taste, coat mouth with
peanut butter or chocolate milk.

If given with ddl there should be 2
hours between taking each drug.

Less Common:
circumoral paraesthesia,
increased LFTs,
lipodystrophy, elevated
cholesterol and triglycerides,
hyperglycaemia.

Saquinavir (SQV)
Capsule: 200mg
Tablet: 500mg

NOT approved for use in children
<25kg. Should be used in
combination with RTV or LPV/r.
Administer two hours before meal to
increase absorption. Sun exposure
can cause photosensitive reaction.

Common: diarrhoea,
abdominal pain, HA,
nausea; Less common:
lipodystrophy,
hyperglycaemia.

Source: Modified from antiretroviral therapy of HIV infection in infants and children in resource-limited settings. WHO 2006
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ANNEX J. Antiretroviral Dosing Guide for Children (modified from WHO Guidelines 2006)

NNRTIs
ABACAVIR LAMIVUDINE STAVUDINE
Weight 8mg/kg/dose 4mg/kg/dose 1mg/kg/dose
in Kg TWICE daily TWICE daily TWICE daily
20 mg/ml| 300 mg 10mg/ml| 150mg |1 mg/ml| 15,20, 30 mg
solution tablets solution tablet solution capsules
5-5.9 2 ml 3ml 6 mi
10 mg
6-6.9 3ml 3ml 7 ml (as 0.5 x 20 mg)
10 mg
7-7.9 4 ml 4 ml 8 ml (as 0.5 x 20 mg)
889 | 4ml 4 ml 9 ml 10me
e (as 0.5 x 20 mg)
10 mg
9-9.9 4 ml 4 ml 10 ml (as 0.5 x 20 mg)
10-109| 5ml 5 ml 15 mg cap
11-11.9| 5ml 0.5 tab 5ml 15 mg cap
12-139| 6ml 0.5 tab 6 ml 0.5 tab 15 mg cap
14-16.9 0.5 tab 0.5 tab 20 mg cap
17-19.9 0.5 tab 0.5 tab 20 mg cap
1 tab in am 1 tabinam
20-24.9 0.5 tab in pm 0.5 tab in pm 20 mg cap
25-29.9 1tab 1 tab 30 mg cap
30-34.9 1tab 1 tab 30 mg cap
35-39.9 1tab 1 tab 30 mg cap
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ANNEX J. Antiretroviral Dosing Guide for Children
NNRTIs continued

ZIDOVUDINE DIDANOSINE
Weight 180-240 mg/mzldose 90-120mg/| 1 mg/kg/dose |180-240mg/
in Kg TWICE daily m2/dose TWICE daily m</dose
ONCE daily
TWICE
daily
10 100mg | 300mg | 10 mg/ml | 25,50,100mg | 125, 200,
mg/ml | capsules | tablets | suspension chewable 250, 400 mg
syrup tablets EC capsules
25mg+ 25 mg
5-5.9 | 6ml 4 ml tabs
25mg+ 25 mg
6-6.9 | 7 ml 5ml tabs
25 mg+ 25 mg
7-79 | 8ml 6 ml tabs
8-89 | 9ml | lcap 6m [2OmE*25me
tabs
9-9.9 [10ml| 1cap 6m [2OM8*25me
tabs
50 mg + 25 mg tabs in am 125 mg EC
10-10.9 | 10 ml 1 cap 6 M |5 25 metabeinom cap
50 mg + 25 mg| 125 mg EC
11-11.9| 10 ml lcap 7 ml tabs cap
50 mg + 25 mg| 125 mg EC
12-13.9| 11 ml 1cap 7 ml tabs cap
2 caps inam 50 mg + 50 mg tabs in am 200 mg EC
14-16.9 1 cap in pm 0.5 tab 8 ml 50 mg + 25 mg tabs in pm cap
2 caps inam 50 mg + 50 mg| 200 mg EC
17-19.9 1 cap in pm 0.5 tab 9 ml tabs cap
100 mg+ 25 mg| 250 mg EC
20-24.9 2caps | 0.5tab tabs cap
1 tab in am 100 mg+ 25 mg| 250 mg EC
25-29.9 2 caps 0.5tabin pm tabs cap
100 mg + 25 mg| 250 mg EC
30-34.9 3 caps 1 cap tabs cap
100 mg+ 25 mg| 250 mg EC
35-39.9 3 caps 1 cap tabs cap




ANNEX J. Antiretroviral Dosing Guide for Children
NNRTIs continued

NEVIRAPINE EFAVIRENZ
Weight Induction Dose Maintenance Dose Dose as shown
in Kg 160-200mg/m2/dose | 160-200mg/m2/dose | ONCE daily for
ONCE DAILY TWICE DAILY children 3 YEARS
AND OLDER
10 mg/mi 200 mg 10 mg/ml 200 mg 50, 100, 200 mg
suspension tablets solution tablet capsules
5-5.9 6 ml 6 mi
6-6.9 7 mi 7 mi
7-7.9 8 ml 8 ml
8-8.9 9ml 9 mi
9-9.9 9 ml 0.5 tab 9 ml 0.5 tab
10-10.9 10 ml 0.5 tab 10 ml 0.5 tab 200 mg cap
11-11.9 10 ml 0.5 tab 10 ml 0.5 tab 200 mg cap
12-13.9 11 mi 0.5 tab 11 ml 0.5 tab 200 mg cap
14-16.9 0.5 tab ()l_gat:t)i?nap”; 200 me ;’550 me
17-19.9 1 tab &;at:tj?nap”% 200 e 5550 me
20-24.9 1 tab ()l_gatgbi?nap”;q 200 m%;psloo me
25-29.9 1 tab 1 tab 203 gg)gr:gl(g%;”g
30-34.9 1 tab 1 tab 200 mgcap X 2
35-39.9 1 tab 1 tab 200 mgcap X 2
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ANNEX J. Antiretroviral Dosing Guide for Children
Protease Inhibitors

LOPINAVIR/RITONAVIR NELFINAVIR RITONAVIR*
Weight 10-16 mg/kg/dose Target dose Starting | Maintenance
in Kg TWICE daily <10kg:~75mg/kg/dose dose dose
>10kg to 19.9kg: 250 mg/mzl 400 mg/mZ/
60mg/kg/dose g;max dose dose
dose of 1250mg . .
TWICE daily TWICE daily | TWICE daily
80mg 133mg 200mg 250mg | 625 mg 80mg/ ml 80mg/ ml
Lopinavir/ | Lopinavir/ | lopinavir/ | taplets tablets solution solution
20mg 33mg 50mg
ritonavir | ritonavir | ritonavir
perml | capsules [ tablets
5-59 | 1ml 2 tabs 1ml 1.5 ml
6-6.9 | 1.oml 2 tabs 1 ml 2 ml
: 1.5 ml 3tabsinam 1 ml
7-7.9 m 1 cap > tabs n prm m 2 ml
8-8.9 2 ml 1 cap 3 tabs 1.5 ml 2 ml
9-9.9 2ml 1 cap 3 tabs 1.5ml 2.5ml
10-10.9| 2ml | 1lcap 3 tabs 1.5 ml 2.5ml
11-11.9| 2ml | lcap 3 tabs 1.5ml 2.5ml
2 caps in am
12:13.9| 2ml [|oinpm| 1tab | 4 tabs 1.5ml 3ml
2 caps inam
14-16.9| 2ml [ oinpm| 1tab | 4tabs 2ml 3ml
17-19.9| 25ml [Jeme| 1tab | Stabs | 2 caps
20-24.9| 3ml | 2caps | 1tab | 5tabs | 2 caps
2 tabsinam
25-29.9| 3.5ml | 2caps (77" om 5tabs | 2 caps
30-34.9| 4ml [ 3caps | 2tabs | 5tabs | 2 caps
35-39.9| 5ml [ 3caps | 2tabs | 5tabs | 2 caps

* Ritonavir Dosing is based on manufacturers information

123




ANNEX J. Antiretroviral Dosing Guide for Children
Adult Fixed-Dose Combinations

STAVUDINE + STAVUDINE + ZIDOVUDINE + | ZIDOVUDINE +
LAMIVUDINE LAMIVUDINE+ LAMIVUDINE |LAMIVUDINE +
NEVIRAPINE ABACAVIR
Weight Dose shown Dose shown Dose shown Dose shown
in Kg TWICE Daily TWICE Daily TWICE Daily TWICE Daily
30 mg d4T/ 30 mgd4T/ 300 mg AZT/ | 300 mg AZT/
150 mg 3TC/ 150 mg 3TC/ 150 mg 3TC 150 mg 3TC/
tablets 200 mg NVP tablets tablets 300 mg ABC
tablets
10-10.9 0.5 tab 0.5 tab
11-11.9 0.5 tab 0.5 tab
12-13.9 0.5 tab 0.5 tab
1tabinam 1 tabinam
14163 | (5 bin pm 0.5 tab in pm 0.5 tab 0.5 tab
1 tabinam 1 tabinam
17-199 | 4 5tahin pm 0.5tabin pm 0.5 tab 0.5 tab
20-24.9 1 tab inam 1 tabinam 1 tab inam 1 tab inam
’ 0.5tabinpm 0.5tabinpm 0.5tabinpm 0.5tabinpm
1 tabinam 1tabinam
25-29.9 1 tab 1 tab 0.5 tab in pm 0.5tabin pm
30-34.9 1 tab 1 tab 1 tab 1 tab
35-39.9 1 tab 1 tab 1 tab 1 tab
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ANNEX J. Antiretroviral Dosing Guide for Children
Pediatric Fixed-Dose Combinations

Lead-in Period

Maintenance Formulation

Formulation and Dosing and Dosing
Weight
Range (Kg) | Triple FDC am Dual FDC pm | Triple FDC | am | pm
Triomune Lamivir-S Triomune
3-5.9 Triomune Baby | 1 Lamivir-S 1 Triomune 1 1
Baby Baby
6-9.9 Triomune 1.5 Lamivir-S 1.5 | Triomune | 1.5 | 1.5
Baby Baby Baby
10-13.9 Triomune 2 Lamivir-S 2 Triomune 2 2
Baby Baby Baby
14-19.9 Triomune 1.5 Lamivir-S 1 Triomune | 1.5 1
Junior Junior Junior
20-24.9 Triomune 1.5 Lamivir-S 1.5 | Triomune | 1.5 | 1.5
Junior Junior Junior
25-34.9 Adult FDC 1 Adult FDC 1 Adult FDC 1 1
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