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3TC
ABC
AIDS
ALT
ART
ARV
AST
BID
BUN
CD4
CK
Cr
CMV
CNS
CRP
d4T
ddI
DOT
EFV
ELISA
HAART
HIVANP
HBsAg
HBV
HCV
HDL
HIV
HPV
HSV
IDU
IDV
IgG
INR
IRIS
LDH
LFT
LPV
MAI
NFV
NNRTI

TDF
TID
TSH
VDRL

VLDL
ZDV

lamivudine
abacavir
Acquired Immuno deficiency Syndrome
Alanine Aminotransferase
Antiretroviral Treatment
Antiretroviral
Asparate Aminotransferase
twice daily
Blood Urea Nitrogen
cell cluster of differentiation antigen 4 cell
Creatine Kinase
Creatinin
cytomegalovirus
Central Nervous System
C -reactive protein
stavudine
didanosine
Directly Observed Treatment
efavirenz
Enzyme-Linked Immunosorbent Assay
Highly Active Antiretroviral Treatment
HIV associated nephropathy
Hepatitis B Surface Antigen
Hepatitis B Virus
Hepatitis C Virus
high-density lipoprotein
human immunodeficiency virus
human papillomavirus
herpes simplex virus
injecting drug user
indinavir
immunoglobulin G
international normalized ratio
immune reconstitution inflammatory syndrome
lactate dehydrogenase
liver function test
lopinavir
Mycobacterium avium-intracellulare
nelfinavir
non-nucleoside reverse transcriptase inhibitor
nucleoside/nucleotide reverse transcriptase inhibitor
nevirapine
once daily
opportunistic infection
opioid substitution therapy
Pneumocystis jirovecii pneumonia (formerly P. carinii pneumonia)
polymerase chain reaction
persistent generalized lymphadenopathy
protease inhibitor
people living with HIV and AIDS
progressive multifocal leukoencephalopathy
low dose ritonavir (for boosted PI )
ritonavir
tuberculosis
tenofovir
three times daily
thyroid-stimulating hormone
venereal disease research laboratory
viral load
very-low-density lipoprotein
zidovudine (also know as azidothymidine (AZT))
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Primary HIV Infection

* Asymptomatic

*Acute retroviral syndrome

Clinical Stage 1

*Asymptomatic

*Persistent generalized lymphadenopathy

Clinical Stage 2

*Moderate unexplained weight loss (10% of presumed or measured

body weight)

*Recurrent respiratory infections (respiratory tract infections, upper

respiratory infections, sinusitis, bronchitis, otitis media, pharyngitis)
*Herpes zoster

*Minor mucocutaneous manifestations
(angular cheilitis, recurrent oral
ulcerations, seborrheic dermatitis
prurigo, popular pruritic eruptions,
fungal fingernail infections)

Clinical Stage 3

Conditions for which a presumptive diagnosis can be made on the basis of clinical signs or simple

investigations

*Severe weight loss (> 10% of presumed or measured body weight)
*Unexplained chronic diarrhea for>1 month

*Unexplained persistent fever for>1 month (intermittent or constant)
*Oral candidiasis (thrush)

*Oral hairy leukoplakia

*Pulmonary tuberculosis within the last 2 years

*Severe presumed bacterial infections
(eg, pneumonia, empyema
pyomyositis, bone or joint infections
meningitis, bacteremia)

*Acute necrotizing ulcerative
stomatitis, gingivitis or

periodontitis

Conditions for which confirmatory diagnostic testing is necessary

*Unexplained anemia (hemoglobin <8g/dl)
*Neuttopenia(neutrophils < 500 cells / ul)

* Thrombocytopenia (platelets < 50.000 cells / u1)

Clinical Stage4

Conditions for which a presumptive diagnosis con be made on the basis of clinical signs or simple

investigations

*HIV wasting syndrome, as defined by the CDC
*Pneumocystis jiroveci (formerly carinii) pneumonia
*Recurrent severe or radio logic bacterial pneumonia
*Chronic herpes simplex infection (oral or genital, or
anorectal site) for > 1 month

*Esophageal candidiasis

*Extra pulmonary tuberculosis

*Kaposi sarcoma

*Central nervous system toxoplasmosis
*HIV encephalopathy

Conditions for which a confirmatory diagnostic testing is necessary

*Cryptosporidiosis
*[sosporiasis

*Cryptococcosis, extrapulmonary
*Disseminated no tuberculosis mycobacteria
infection

*Progressive multifocalcal
leukoencephalopathy

*Candida of the trachea, bronchi, or lungs
lymph node)

*Visceral herpes simplex
infection,cytomegalovirus
infection (retinitis or organ
other than liver, spleen, or

* Any disseminated mycosis (eg,
histoplasmosis,
coccidioidomycosis,
penicilliosis)

*Recurrent non typhoidal
salmonella septicemia
*lymphoma (cerebral or B-cell
non Hodgkin)

eInvasive cervical carcinoma
*Visceral leishmaniasis
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Preferred Regimens *
Zidovudine + Lamivudine + Efavirenz* Efavirenz
OR is not

. . . . . . recomme
Zidovudine + Lamivudine + Nevirapine**

nded for

Alternative regimens use in
Efavirenz* + lamivudine +( didanosine or abacavir***) first
Or trimester
Nevirapine**+ lamivudine +( didanosine or abacavir***) p{egnanc
Preferred Regimens for HIV/HBV coinfection yorin
Tenofovir + Lamivudine + Nevirapine** women
Tenofovir + Lamivudine + Efavirenz* with high

pregnancy potential or who are not using effective and consistent contraception.

**A high incidence of symptomatic hepatic events was observed in women with pre-nevirapine CD4 counts 2250
cells/uL and men with CD4 counts 2400 cells/ulL; nevirapine should not be initiated in these patients unless the
potential benefit clearyl outweighs the risk.Cocurrent hepatic disorders increase risk of nevirapin hepatotoxicity
***Abacavir may be associated with hypersinsivity syndrom which may can be fatal, It is recommended to test for
HLA B5701 before initiating Abacavir. Where this test is not available, initiate abacavir with appropriate clinical
counseling and monitoring for any signs of hypersensitivity reaction. If any signs of hypersensitivity appears
discountinue Abocavir and do not rechallenge.
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Comments

Baseline | Week | Week | Every 3 month

\/

Complete Blood
Count

Repeat earlier if
clinical indicated

Liver Function Tests V (If NVP, Pls, Repeat earlier if

HCV coinfection) clinical indicated
Cholesterol Repeat earlier if
Triglycerides clinical indicated
FBS Repeat earlier if

clinical indicated

BUN, Creatinine Repeat earlier if

clinical indicated

B I - = .

Urine analysis Repeat annualy if
(If receiving TDF
HIVAN) | earlier if clinically

indicated

CD4 Count

Pregnancy test If starting

Efavirenz

Viral Load If treatment

failure suspected
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immunological

[ Is the patient adherent to ART? ]

No Yes

NS [ Check viral load

Try to improve patient ]
adherence, and l u

continue ART for 6

month under close viral load < viral load >
observation 5000 5000
cpoies/ml cpoies/ml
Do not switch switch to
to failure failure
regimen regimen
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or
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TDF + 3TC + (EFV or NVP)
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ARV drug Common associated toxicity Suggested substitute
Abacavir o Hypersensifcivity r'eactior.\ . ZDV or TDF

e Increased risk of ischemic heart disease

e Sensory peripheral neuropathy. Is reversible if the drug is discontinued

e |actic acidosis promptly, if symptom resolve completely

e motor weakness may be restarted at half the
DAt e lipoatrophy recommended dose.

e pancreatitis, hepatotoxicity when used with

ddi
e pancreatitis ZDV, or TDF

e hepatotixicity
e peripheral neuropathy

ddi e asymptomatic hyperuricemia,
e hypertriglyceridemia
e diarrhea, abdominal discomfort, nausea
e Persistent and severe CNS toxicity 1.NVP
e (depression, confusion) 2.Triple NRTI if no other choice
e Hypersensitivity reaction, Stevens-Johnson
syndrome,Rash
EFV e Hepatic toxicity

e Hyperlipidaemia

e Male gynaecomastia

e Potential teratogenicity (first trimester of
pregnancy or women not using adequate
contraception

e Glintolerance, nausea, vomiting, diarrhoea IDV/r

e Asthenia

e Hyperlipidaemia (especially
hypertriglyceridaemia)

e Elevated serum transaminases

LPV/r e Hyperglycaemia

e Fat maldistribution

e Possible increased bleeding episodes in
patients with haemophilia

e PRinterval prolongation, QT interval
prolongation and torsade de pointes

e Hypersensitivity reaction, Stevens-Johnson 1.EFV

syndrome, Rash 2.Triple NRTI if no other choice
e Hepatic toxicity
e Hyperlipidaemia

NVP

33




ARV drug

Common associated toxicity

Suggested substitute

Asthenia, headache,
diarrhoea,nausea, vomiting, flatulence
Renal insufficiency, Fanconi

syndrome

1.If used in initial regimen:

AZT (or ddi if no other choice)

2.If used in failure

Regimen:Within a public health approach,

TDF Osteomalacia, Decrease in bone mineral there is no option If patient has failed
density AZT/d4T in first-line therapy. If
Severe acute exacerbation of hepatitis may | feasible, consider re.fer.ra.l toa higher
occur in HBVcoinfected patients who level of care where individualized
discontinue TDF therapy may be available
Bone marrow suppression:macrocytic 1.If used in initial regimen: TDF (or ddi if
anaemia or neutropaenia no other choice)

7DV Gastrointestinal intolerance, 2.If used in failure regimen: ddi

headache, insomnia, asthenia
Skin and nail pigmentation
Lactic acidosis with hepatic steatosis
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Adverse events Major first-line | Recommendations
ARVs
Acute pancreatitis dat 1.Discontinue ART.Give supportive treatment

with laboratory monitoring. 2.Resume ART
with

an NRTI with low pancreatic toxicity risk, such
AZT OR TDF

Drug eruptions(mild to severe,
including stevens-Johnson
syndrome or toxic epidermal
necrolysis

NVP, EFV(less
commonly)

1.In mild cases, symptomatic care. EFV rash
often stops spontaneously after 3-5 days
without need to change ART.

2.1f moderate rash,

non-progressing and without mucosal
involvement or systemic signs, consider a
single NNRTI substitution (i.e. from NVP to
EFV).

3.In moderate and severe cases, discontinue
ART and give supportive treatment.

After resolution: triple NRTI

Dyslipidaemia

All Pl except
unboosted ATV,
NRTIs
(particularly d4T)
EFV

1.Lifestyle modification: diet, exercise ,and/or

smoking cessation

2.Switching to agents with less propensity for
causing hyperlipidemia

3. Pharmacologic Management

Anaemia, neutropaenia

AZT

If severe (Hb <7.0 g/dl and/or ANC <750 cells/
mm3), replace with an ARV with minimal or
no

bone marrow toxicity (e.g. ddi or TDF) and
consider blood transfusion

Hepatitis

All ARVs
(particularly NVP)

If ALT is at more than five times the basal
level,

discontinue ART and monitor. After
resolution,

restart ART, replacing the causative drug (e.g .
EFV replaces NVP).

Hypersensivity reaction

ABC

Discontinue ABC and switch to another NRTI
Rule out other causes of symptoms (e.g.,
intercurrent illnesses such as viral syndromes
and other causes of skin rash)

Most signs and symptoms resolve 48 hours
after discontinuation of ABC
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Adverse events

Major first-line
ARVs

Recommendations

Lactic acidosis

All NRTIs(particularly
da)

Discontinue ART and give supportive
treatment. After resolution resume ART with
TDF.

Lipoatrophy and Al NRTIs Early replacement of the suspected ARV drug
lipodystrophy (particularly d4T) (e.g. d4T for TDF or
AZT)
Neuropsychiatric EFV Usually self-limited, without the need to
changes discontinue ART.
If intolerable to the patient, replace NVP with
EFV. Single substitution recommended
without cessation of ART.
Renal toxicity (renal TDF Consider substitution with AZT
tubular dysfunction)
Peripheral neuropathy daT Replacement of d4T with AZT, TDF.

Symptomatic treatment (amitriptyline,
vitamin B6).
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Effect on Effect on
Antiretroviral medication Comment
methadone buprenorphine
Nucleoside reverse transcriptase inhibitors
Abacavir Increased Not studied No effect Unclear if increase in
clearance of methadone clearance is
methadone caused by abacavir,
monitor for symptoms
withdrawal
Didanosine | No effect No effect Methadone decreases Enteric- coated capsule
(chewable didanosine AUC by 57% for recommended for
tablet) buffered tablet, partly pateints on methadone
corrected by enteric — coated
capsule to whitin range in
historical controls
Lamivudine | No effect No effect Not studied Zidovudine —
Lamivudine co-
formulation studied
only; no effect on
methadone
Stavudine No effect Not studied Decrease in sravudine AUC; Change unlikely to be
by 23% and C. Max by 44% clinically Significant
Tenofavir No effect No effect Not studied -
Zidovudine | No effect No effect Increase in Zidovudine AUC Watch for Zidovudine
by 40% related toxity
(symptoms and
labratory) when on
methadone
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Effect on Effect on Antiretroviral
Comment
methadone buprenorphine medication
Non- Nucleoside reverse transcriptase inhibitors
Efavirenz Significant Significant effect : Not studied Opiate withdrawal
effect : mean decreases in common with methadone;
decreases in buorenophine AUC by increase in methadone
mean around 50 %; no dose necessary ; no change
methadone clinical symptoms of buorenophine dose
AUC by 57% | withdrawal
Nevirapine | Significant No effect No effect on Opiate withdrawal
effect : nevirapine with symptoms common with
decreases in methadone or methadone; increase in
mean buorenophine methadone does necessary
methadone
AUC by 46%
Protease inhibitors
Lopinavir — | decreases No effect No effect on Decrease in AUC of
ritonavir methadone methadone or methadone caused by
AUC by 26- buorenophine on lopinavir; one study
36% antiretroviral drugs reported opioid withdrawal
symptoms in 27% of
patients, increase in
methadone dose might be
necessary in some patients
Nelfinavir | decreases mean | Not studied decreases in AUC of | Despite decrease in

methadone

AUC by 40%

active nelfinavir
metabolite by 48% but
not on nelfinavir itself
when combined with

methadone

methadone AUC clinical
withdrawal is usually
absent and piriori dose
adjustments are not
needed; TDM might be
useful in patients with
good adherence and

biological failure
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Effect on methadone

Effect on

buprenorphine

Antiretroviral

medication

Comment

Other common treatment drugs for HIV-related co morbidities

Azithromycin

Not studied in human

beings

Not studied in

human beings

No Change in
Azithromycin AUC

Preferred over

clarithromycin

Ciprofloxacin

Not studied in human

beings

Not studied in

human beings

No significal change
with entric coated

didanosine formulation

No expected

interaction

clarithomycin | Not studied in human | Not studied in Atazanavir increases Adjust clarithromycin
beings human beings clarithromycin with lopinavir or
concentration by 50% } i
and can cause QT darnavir only if renal
prolonogation; insufficiency, use
darunavir, tipranavir, azithromycine instead
and lopinavir increase ) )
. . of clarithromycin
clarithromycin
concentrations and when given with
increase side- effects; efavirenz, etravirene ,
efavirenz and
. decrease
nevirapine decreases
clarithromycin AUC clarithromycin does by
by 39%; efaviranz 50% with atazanavir
associated with
increased rash;
fluconazole increases
clarithromycin
concentrations and is
associated with QTc
prolongation;
clarithromycin
increases maraviroc
and saquinavir
concentrations
Fuconazole Increasesmethadone Not studied in Several interactions, No clinical need for
AUC levels by 35%; human beings but not of clinical dose adjustment
no signs or symptoms significant
of opioid excess
Ofloxacin Not studied in human | Not studied in No significal No expected

beings

human beings

interactions

interaction
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Effect on Antiretroviral
Effect on methadone Comment
buprenorphine medication
Pegylated No interactions Not studied in No interactions No interactions with
interferon human beings methadone; no
alfa expected interactions
with bupernophine or
ART
Phenytion The action of No significant NNRT inhibitor -
Methadon may be interaction plasma consenteration
reduced and may may be reduced,
cause withdrawal decreasing the
symrtoms efficacy. Plasma
phenytoin levels may
be elevated, increasing
the risk of toxicity
Rifampin Decreases methadone | Not Studied in | Substantial reduction Should not be comined
AUC by 30-65% ;70% | human beings in concentrations of all | with protease
of patients on protease inhibitors, inhibiters or
methadone developed raltegravir, enfuvirtide, | nevirapine, clinical
withdrawal symptoms and nevirapine pharmacodynamic
1 to 33 days after studies support
receiving rifampicin efavirenz given at 600
mg or 800 mg per day;
raltegravir does should
be increased to 800 mg
per day
Rifabutin Not Significant Not studied in Protease inhibiters In patients requiring a
interaction human beings significantly increase protease inhibiters; the
rifabutin concentration | nifabutin dose should
be descreased to 150
mg thrice weekly
Ribavirin Not studied in human | Not studied in - No interactions with

beings

human beings

methadone
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Effect on Antiretrovial
Effect on methadone Comment
buprenorphine medication
Common psychiatric medications
Airpiprazole Not studied in human | Not studied in Not studied in No anticipated
beings human beings human beings interactions
Amitripyline Increase methadone Not studied in PI increase Dry mounth,
concentrations (via human beings amitriptyline hypotension,
decreased clearance) concentrations (dry | confusions; monitor
mounth, and adjust
hypotension, amitriptyline as
confusions) indicated
Carbamazepine | Decreases methadone | Not studied in Decreases Symptoms of
concentrations; human beings concentration of withdrawal reported,
precipitates opioid many antiretroviral | monitor for
withdrawal symptoms drugs and should be | symptoms of opioid
avoided when withdrawal
possible
Citaloparm No Clinically No Clinically Not studied in --
significant interaction | significant human beings
interaction
Desipramine Associated with Not studied in PI decrease Start with lower

increased desipramine

concentrations

human beings

Desipramine Levels

by 59%

desipramine and
monitor and adjust
desipramine

clinically

Diazepam or

Increased risk of

Increased risk of

Should avoid or use

Use with caution and

midazolam sedation and life sedation and life carefully with most | monitor for
threatening respiratory | threatening boosted protease symptoms of opioid
depression respiratory inhibitors excess
depression
Duloxetine May lead to increased | Not studied in Not studied in -

duloxetine
concentrations, Not

studied in human

human beings

human beings
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beings

fluvoxamine Increase methadone Not studied in Not studied in Monitor for
concentrations; human beings human beings symptoms of opioid
discontinuation excess and
associated with withdrawal
precipitation of opioid depending on
withdrawal symptoms initiation and
stopping of
fluvoxamine,
recepectively
Fluoxetine Might increase Not studied in Increase in ritonavir | No dose adjustment
methadone human beings AUC by 19% necessary
concentration
Haloperido Not studied in human | Not studied in Not studied in --
beings human beings human beings
Lamotrigine No clinically Not studied in Lopinavir and --
significant interaction | human beings ritonavir decrease
lamotrigine
concentration
Mirtazapine Not studied in human | Not studied in Not studied in No expected

beings

human beings

human beings

interactions
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Effect on
Effect on methadone Antiretrovial medication Comment
buprenorphine
Common psychiatric medications (continued)
Olanzapine | Not studied in human | Not studied in Ritonavir decreases Increase
beings human beings olanzapine AUC by 50% olanzapine dose
to symptoms
Quetiapine | Result in increased Not studied in Not studied in human beings | Monitor for
methadone human beings symptoms of
concentration opioid excess
Resperidone | Decreases methadone | Not studied in Not studied in human beings | Monitor for
concentration human beings symptoms of
opioid
withdrawal
Sertraline No Clinically No Clinically Darunavir decreases Might need to
significant interaction | significant sertraline AUC by 50% titrate sertraline
interaction close upwards
Topiramate | Not studied in human | Not studied in Not studied in human beings | None expected;
beings human beings not hepatically
metabolized
Valproic Increase methadone Not studied in Lopinavir and ritonavir --
acid concentration; human beings decrease valproic add

associated with

increased sedation

concentration and valproic
add increases lopinavir

concentration
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Generic Name
(abbreviation)

Formulation and
food effect

Dosing
Recommendations

Dose adjustment in renal disease

Dose adjustment in hepatic disease
(Please refer to annex 6 to see about
Child-Pugh Scoring)

Storage

Abacavir 300 mg tablets or | 300 mg twotimes/day; No Dose Adjustment Room Temperature
(ABC) 20 mg/mL oral or Child-Pugh Score  Dose (15-302C)

solution 600mg once daily; 5-6 200mg BID (use oral sclution)

. =6 Contraindicated

Take without

regard to meals
Didanosine 200 mg tablets Body weight > 60kg: No Dose Adjustment Room Temperature
(ddl) 400mg once daily ; Dase (once daily) (15-302C)

Take 1/2 hour with TDF, 250mg once | CrélmLimin) =60kg  <60kg

before or 2 daily f&:g ?gmu %Oﬁg

- g g
hours after a Body weight < 60kg: =10, HD.CAPD 10(mg Timg
meal 250mg once daily ;
with TDF, 200mg once
daily

Efavirenz 600 mg tablets 600 mg daily No Dose Adjustment use with caution in patients with hepatic Room temperature
(EFV) Take on an empty impairment (15-309C)

stomach to

reduce side

effects at or

before bedtime
Indinavir 400 mg capsules 800 mg every 8 hours; No dose adjustment Mild to moderate hepatic insufficiency RoomTemperature
(IDV) because of cirrhosis: 600mg g8h (15-309C)

For unboosted
IDV: Take 1 hour
before or 2 hours
after meals; may
take with skim
milk or low-fat
meal

For RTV-boosted
1DV: Take with or

With RTV:

[IDV 800 mg + RTV
100 or 200 mg] every
12

hours

protect from
moisture




Generic Name
(abbreviation)

Formulation and
food effect

Dosing
Recommendations

Dose adjustment in renal disease

Dose adjustment in hepatic disease
(Please refer to annex 6 to see about
Child-Pugh Scoring)

Storage

without food

Lamivudine 150 mg and10 150 mg two CrCl(mL/min) ~ Dose No dose adjustment Room Temperature
(3TC) mg/mL oral times/day; or J-4 lrﬂmg q24h (15-302C)

solution 300 mg daily 15 1x150mg then 100mg 924

1530 1x130mg, fhen Slmg g4

Take without JorlD [ 30mg, then 25 mg g4b

regard to meals Tk dose after HD session on dialysts davs
Lopinavir Each tablet LPV/r 400mg/100mg No Dose Adjustment use with caution in patients with hepatic Oral tablet isstable
+Ritonavir contains LPV 200 | B|p impairment atroom
(LPV/r) mg + RTV 50 mg or temperature

LPV/r 800mg/200mg o
Oral solution: once daily Oral solution is

Each 5 mL
contains LPV 400
mg + RTV 100
mg

Note: Oral
solution contains
42% alcohol

Once-daily dosing is
only recommended for
Pl-naive pts and not
for pregnant women

stable at 2- 8°C,
when stored at
room temperature
(up to 259C) for
2months
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Generic Name
(abbreviation)

Formulation and
food effect

Dosing
Recommendations

Dose adjustment in renal disease

Dose adjustment in hepatic disease
(Please refer to annex 6 to see about
Child-Pugh Scoring)

Storage

ablet: take
without regard
to meals

Oral solution:
take with food

Nelfinavir 250 mg tablets 1,250 mg BID or No dose adjustment Mild hepatic impairment: no dosage Room temperature
(NFV) 750 mg TID adjustment (15-30°C)
Moderate to severe hepatic impairment:

50 mg/g oral do not use

powder

Take with food
Nevirapine 200 mg 200 mg daily for 14 HD patients: Some suggest additional | Child-Pugh Class B or C: contraindicated Room temperature
(NVP) tablets or days; thereafter, 200mg after dialysis (15-30°C

200 mg by mouth

50 mg/5 mL oral two times/day

suspension

Take without

regard to

meals
Stavudine Body weight Dase No Dose adjustment Room temperature
(d4T) 40 mg capsule | >60 kg: 40 mg two g;_(%]{)tmlf‘nﬁn] %%?n?qﬂh ‘lé?ulg;gql‘h (15-302C)

Take times/day; (50l Muggdh Bnggldh

without regard to Take dose after FD session on dialysis deys

meals Body weight

<60 kg: 30 mg two
times/day
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Generic Name
(abbreviation)

Formulation and
food effect

Dosing
Recommendations

Dose adjustment in renal disease

Dose adjustment in hepatic disease
(Please refer to annex 6 to see about
Child-Pugh Scoring)

Storage

Tenofovir 300 mg tablet 1 tablet once daily g;'_ilgﬁmlf'"ﬂﬂ] 3%%9:1”14% No Dose adjustment Room temperature
£ -30¢

(TDF) 10-29 300m twice weekly (15-30C)

Take =1( not on HD 10 recommendation

i HD 300mg q7d

without regard to Take dose after HT) saazion on dislvsiz dava

meals
Zidovudine 100 mg capsules, | 300 mg two CrCl{mL/min) Dose No Dose adjustment Room temperature
(AZT, ZDV) 300 mg tablets, times/day or =15orHD 100mg TID or 300mg cnce daily (15-302C)

10 mg/mL oral
solution

Take without
regard to meals

200 mg three times/
day
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General Do you ever wake up feeling tired?
Fever Do you have fevers or chills? How high, and for how long?
Night sweet Do you ever sweat so much at night that it soaks your sheets and nightclothes?
Anorexia How is your appetite?
Weight What was your weight during last 1 year?
Have you lost or gained weight unintentionally?
Eyes Have you noticed any changes in your vision,

especially blurred vision or vision loss, double
vision, new “floaters” or flashes of light?

Head, Ears, Nose, and
Throat

Have you noticed any white spots in your mouth
or a white coating on your tongue (thrush, oral
hairy leukoplakia)?

Do you ever get sores in your mouth or the back
of your throat? Gum problems?

Cardiovascular

Any swelling in feet or hands?

Any palpitations or chest pain?

Any shortness of breath during activities or
while you are lying down?

Pulmonary

Do you have a cough?

Can you describe it? Dry or productive, amount,
color, odor, presence of blood in sputum? When
is it the worst?

Do you ever feel short of breath?

Does that happen when you are sitting still
lying down, or moving around?

Gastrointestinal

Do you have nausea or vomiting?

Do you have diarrhea, or more than 3-5 unformed stools a day? bloody, pus,
mucus?

Pain or cramping with diarrhea? Tenesmus?

Do you have problems with constipation, blood in the stools, or other?

Do you have pain in your throat, esophagus, or

behind your breas J..one when you swallow?

Genitourinary

Women:

Do you have any lesions or sores on your genital
area now, or have you in the past?

Have you had any lower abdominal pain?

Have you noticed a vaginal discharge or odor?
Do you have any burning, frequency or pain on urination?
Men:

Any discharge from your penis?

Have you noticed any swelling or testicular pain?
Do you have difficulty starting your stream of
urine?

Are you getting up at night to urinate?

Have you had burning or pain on urination?

Musculoskeletal

Do you have any muscle aches or pains?
Back pain, joint pain, and/or swelling?

Skin

Have you ever had “shingles” (zoster)?
Have you noticed any rash or skin problems or pruritis? If so, where?

Neurologic

How often do you get headaches?

Describe the headaches—Ilocation, timing,

duration, alleviating or aggravating factors.

Do you have difficulty with your memory or

ability to concentrate? If so, describe.

Do you have any numbness, tingling, burning, or pain in your hands or feet?
Have you ever had a seizure or “fit”? If so, describe the seizure—
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When? How long did it last? Loss of consciousness? Was medical
care sought?
Do you have or have you had any weakness in your arms or legs?

Endocrine

Sex Steroids: Have you noticed any changes in your libido?
Diabetes: Have you had any increase in thIRISt, hunger, or
urination?

Thyroid: Have you noticed changes in your energy level?
Do you have intolerance to heat or cold?

Hematologic/Lymphatic

Do you have swollen glands ?
If so, describe—location, painful, size if measurable
Nosebleeds or bleeding gums?

Psychiatric

Have you experienced

a decrease in your interest or pleasure in your
activities? .

How is your sleep?

Do you feel more angry, sad, depressed, numb,
irritable, or anxious than usual?

How many hours do you sleep each night?
What is your sleeping schedule?
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Weight Record at each visit.

Height Should be measured once.

Temperature Document at each visit.

Blood Pressure Measure at each visit

Heart Rate Provide a baseline rate for later evaluation of anemia, dehydration, and other physical
conditions.

BMI Can be helpful in determining obesity, wasting and ART related weight gain. BMI is obtained
from weight in kilograms divided by the square of the height in meters.

e BMI < 18.5 = underweight
e 18.5-24.9 = normal range
e 25-29.9 = overweight

e >30=obese

Eyes Visual acuity and visual fields by confrontation.

Tests of extraocular movements and pupillary size and reaction
Funduscopic examination—with or without mydriatics; especially
important if CD4 count is <100 cells/pL.

Ears/Nose Palpate frontal and maxillary facial sinuses.

Oral Cavity Assess gingiva and teeth. Assess mucosal surfaces (remove dentures, if present); note any
lesions, discolorations, or skin abnormalities. Have patient lift tongue to assess the posterior
side.

Assess teeth status

Lymph Nodes Document site, size, and characteristic of each palpable node.

Skin Examine the entire body, including scalp, axillae, palms, pubic and perianal areas, soles of
feet.

Describe all lesions: size, borders, color, symmetry/asymmetry,distribution, raised/flat,
induration, encrustation.

Note evidence of folliculitis, seborrheic dermatitis, psoriasis, Kapos sarcoma, fungal
infections, prurigo nodularis, etc.

Lungs Auscultate and percuss.

Note any abnormal sounds including crackles or wheezes

Note any absence of air movement (pneumothorax, pleural effusion, etc) and form of thorax
Heart Note rate and rhythm, heart sounds, murmurs, extra heart sounds.

Palpate for PMI (point of maximal impulse).

Examine for JVD (jugular venous distension).

Breasts Palpate for breast masses in both men and women.

Abdomen note distension, obesity, undernutrition, vascular prominence, petechiae.

Palpate—note hepatomegaly or splenomegaly; note any tenderness or rebound

Genitals/Rectum Inspect the genitalia and perirectal area; note lesions, warts, etc.

Rectal examination for anorectal lesions, warts, etc, and evaluation

Female Patients

Speculum examination—note any lesions on vaginal walls or cervix. Obtain a Papanicolaou
smear

Extremities/
Musculoskeletal

Joints—note any enlargement, swelling, or tenderness.
Muscles—for the major muscle groups, pay close attention to
Note nail changes (clubbing, cyanosis, fungal infections).
Assess for pedal or leg edema.

muscle bulk (normal or decreased), tenderness, or weakness.

Neurologic

Mental status—including orientation, registration, recent and remote memory, and ability to
calculate (serial subtraction)

Cranial nerves

Peripheral sensory examination should include pinprick, temperature, and vibratory stimuli.
Extremity strength and gait for myopathy, neuropathy, and cerebellardisease

Fine motor skills such as rapid alternating movements (often abnormal in dementia)

Deep tendon and plantar reflexes

Psychiatric

Patient’s general mood (depressed, anxious, hypertalkative, etc)
Verbal content—answers questions appropriately; .
Inappropriate or unusual behavior, such as extremes of denial,
hostility, or compulsiveness
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History

Physical Examination

Every visit (at least every 3 months)

*New symptoms

*Medications: HIV-related medications,Medications
for other conditions

,Over-the-counter medications,Herbs or vitamins
*Adherence to medications and clinical care
*Risk reduction; prevention with positives
*Mood

*Alcohol and recreational drug use

*Tobacco use

*Allergies

*Pain

*Social supports

*Housing condition

*Domestic violence

+Vital signs (temperature, blood pressure, heart rate,
respiratory rate)

*Weight

*General appearance, body habitus (including
evaluation for lipodystrophy)

+Skin

*Oropharynx

*Lymph nodes

*Heart and lungs

*Abdomen

*Psychiatric—mood, affect

*Neurologic

Every 6 months

*As above

*As above plus:

*Visual and funduscopic exam

* Ears/nose

*Screening for syphilis in all patients at risk for this
infections

Every 6 months (twice) , and, if both are normal, annually thereafter)

As above

*Women: cervical Papanicolaou smear, pelvic exam

Annually

Update initial history:
HIV-related symptoms, hospitalizations, major
illnesses, family history

Complete physical to include:
Genitorectal exam

Prostate exam

Breast exam

Testicular exam
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Test Rationale Result Frequency and Comments

CD4 Count *For HIV staging and prognosis | Reported in cells/uL | *Repeat every 6 months for
*Guides initiation of ART Reportrd in % in patients not taking ART.
eIndicates risk of opportunistic some special *Repeat every 3 months for
illnesses and guides initiation of | situation patients taking ART.
prophylaxis against *Repeat if results are
opportunistic inconsistent with the clinical
infections picture or with previous
*Used to monitor immune trends.
reconstitution during ART

Quantitative *Detect virologic failure Reported in at the time of suspecius

Plasma HIV RNA copies/mL. treatment failure:

(HIV Viral Load) * e  Repeat viral load
after 4-8weeks to
approve viral
resistance

Complete Blood *Detects anemia, Normal *Repeat every 6 months

Count (CBC) with | thrombocytopenia, Repeat more

Differential and Leucopenia frequently if

Platelets eFor evaluation of ARV drugs patients taking ART

and other drugs toxicities
or bone marrow
. » results may influence choice suppressive drugs (
of ARVs every 3 months)
Abnormal *Requires follow-up
evaluation as indicated.
*Repeat more frequently if the
patient’s results
are abnormal or he/she is
taking bone marrow
suppressive drugs.

Chemistry Profile *Detects electrolyte Normal/abnormal *Repeat every 6 months in

(Electrolytes, abnormalities, patients without need to ARV

Creatinine, Blood renal insufficiency, hepatic *Repeat BUN/Cr every 6

Urea Nitrogen, enzyme months in patients taking

Liver elevations ARV

Transaminases) *May influence ARV selection. *Repeat Liver

* May be useful to monitor drug Transaminases 2 and 4 weeks
toxicities. after initiation of ARV and
then every 3 months in
patients taking NVP, PIs or
HCV coinfection
*Repeat earlier if clinical
indicated

(Total Cholesterol, | *Baseline before starting ART Normal *Repeat annually or more

LDL, HDL, *Monitoring during ART frequently (every 3-6

Triglycerides) months) based on initial

(Fasting Blood results, or risk of

Glucose) cardiovascular disease.

*Repeat cholesterol and
triglycerides every 3 months
in taking ARV

Repeat FBS every 6 months in
taking ARV
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Test Rationale Result Frequency and Comments
Abnormal severy 3-6 Month depending
on management protocol
Hepatitis B « Indicates active hepatitis B » HBsAg negative * Consider vaccination if
Surface Antigen (less than 10 IU/ml) HBs Ab negative
(HBsAg)( more * HBsAg positive eIndicates chronic or acute

than 10 IU/ml)

hepatitis B infection;
requires further evaluation

Hepatitis B Core
Antibody (IgM,
1gG)

eIndicates past exposure or
ongoing infection

* Anti-HBc negative

*The patient most likely has
not been infected with
hepatitis B; consider
vaccination if HBsAg
negative.

* Anti-HBc positive

*The patient most likely has
been infected with

hepatitis B; this test alone
does not distinguish past
exposure from active infection
And need further evaluation
according it’s guidline.

Hepatitis B
Surface Antibody
(Anti-HBs)

* Indicates immunity status

 Anti-HBs negative

sthe patient is not immune to
hepatitis B; consider
vaccination, unless patient has
HBsAg positive or HBcAb
positive

* Anti-HBs positive

*The patient is immune to
hepatitis B either by previous
infection or by immunization;

Anti-HCV
Antibody (HCV
Ab

* Hepatitis C status

* HCV negative

* patient is not infected with
hepatitis C.

* Consider annual screening in
high-risk patients.

* HCV positive

* Patient has chronic hepatitis
C infection or past
infection with immunity
(Must be confirm by HCV
PCR)

Toxoplasma
gondii 1gG

*Detects exposure; if positive,
increased risk of developing
CNS toxoplasmosis if CD4
count <100

cells/uL

Normal/negative

*Repeat if patient becomes
symptomatic or when CD4
count drops to <100 cells/uL.

Abnormal/positive

*Note as baseline information.
«Start toxoplasmosis
prophylaxis when CD4 count
drops to <100 cells/uL.

PPD skin
test(tuberculin
skin test)

(if no

history of
tuberculosis or
positive PPD)

 Detects latent Tuberclosis
infection

* Negative

*Repeat every 6-12 months.
*Repeat if CD4 count was
<200 cells/pL on initial test
but increases to > 200
cells/uL. After ARV treatment

positive (induration
>5mm)

*Treat for latent |.. infection

after ruling out active
tuberclosis.

Chest X-Ray

*Detects latent or active
diseases

* Normal

* Perform during initial visits
and repeat as indicated for
pulmonary symptoms or
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Test

Rationale

Result

Frequency and Comments

positive PPD.

¢ Abnormal

*Evaluate for tuberclosis,
PCP, or other pathology.

Papanicolaou
Smear (cervical
for women

)

*Detects abnormal cell changes,
dysplasia

* Normal

*Repeat in 6 months; then
annually if negative on 2
smears and no ongoing risk
factors.

¢ Abnormal

*Perform workup, treat
and follow up more
frequently as

indicated by condition.

(VDRL); or
(RPR)

* Syphilis screening

*Negative titer

* Repeat every 3-12 months,
depending on risk factors ,if
indicated.

*Positive titer:
confirm
With FTAabs-Ab

Treat patient; refer partner(s)
of previous 60 days for
evaluation and treatment;
counsel about safer sex.
Perform serial testing if
monitoring active disease.

Urinanalysis (UA)

* Detects proteinuria or pyuria

* Normal

* Repeat annually.

e Abnormal

*Rule out HIV-associated
nephropathy and other causes
of nephropathy.

ECG

sbaseline for comparison due to
greater risk for cardiovascular
disease with ART

*Repeat as indicated

G6PD level

Prevent hemolytic reaction of
some drugs

Normal rang

e  Perform once
e Nointervention is
necessary

Abnormal rang

Avoid oxidant drugs such as
dapsone, primaquine and
sulfonamids , if possible

Pregnancy test

If starting Efavirenz

HLABS5701

If starting Abacavir*
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the Child-Pugh score

: (J:. X N >

Score Bilirubin Albumin PT (Sec) Hepatic Ascites
(mg/dl) (gm/dl) encepha (grade)

1 <2 >3 1-4 None None

2 2-3 2.8-3.5 4-6 1-2 Mild
3 >3 <2.8 >6 3-4 Severe

Child class: A:5-6, B:7-9, C:>09.

A=mild liver disease

B=moderate liver disease

C=severe liver disease
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Vaccine Infant and adult Comments
children
BCG Not Not -—--
recommended recommended
a
DPT/DT/dT recommended recommended As part of routine schedule
Hepatitis B recommended Use if indicated | In infants and children as part of routine
schedule
In adults depends on HBs Ag, Anti HBs and
Anti HBc resultsb.
OPV Not Not Also contraindicated in close contacts
recommended recommended
1PV Recommended® | Recommended? | -----
MMR Recommended® | Recommended® | As part of routine schedule(children)®
Influenza Recommended? | Recommended" | ------
& h
Pneumococcal | Recommended' | Recommended' | ------
Polysacharide
vaccine(PPV23
)
Pneumococcal | Recommended’ | Not |~
) recommended
conjugated
vaccine( PCV)
Haemophilus Recommended® | Not
inlluenzae recommended
type b
conjugate
vaccine (Hib)

e A. The harm of BCG vaccine has been found
recommended delaying vaccination until the infant’s HIV status is known.

to outweigh the benefits for HIV-infected infants. It is

e b. No vaccination is required in those with evidence of previous HBV infection.The standard (0, 1 and 6 months)
and rapid (0, 1, 2 and 12 months) schedules is recommended. The HBsAb level should be measured 6—8 weeks
after vaccination. Vaccine recipients with HBsAb <10 IU/L should be offered three further double-doses, given at
monthly intervals. Retesting for HBsAb is recommended 6—8 weeks after the final vaccine dose .Vaccine
recipients with an HBsAb response >10 but <100 IU/L should be offered one additional vaccine dose. Responses
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should be rechecked 6—8 weeks later.Following successful immunization, the HBsAb level should be measured
yearly. A booster should be offered to persons whose HBsAb levels have declined <10 and ideally <100 IU/L.The
management of persons who are HBsAg-negative, HBcAb-positive and HBsAb-negative is controversial. They
may be offered one vaccine dose, tested for HBsAb 2 weeks later and offered two furtherr doses if the HBsAb
level remains <10 IU/L. Routine testing for HBV DNA to diagnose an occult infection is not recommended
because HBV DNA detection is intermittent.

e C. HIV-infected children should receive a five-dose vaccination course with IPV.Those with a history of
incomplete vaccination should receive the remaining doses of IPV to complete a five-dose vaccination
course, regardless of the interval since the last dose and type of vaccine received previously.

e d. For unvaccinated HIV-infected adults at increased risk of exposure to poliovirus,a primary series of IPV is
recommended

e . HIV-infected asymptomatic children or children with signs of mild immunosuppression should routinely receive
MMR and other measles-containing vaccines (MCVs), the same as non-infected children. MMR and other MCV's
should not be administered to PLWHA, either children or adults, who show evidence of moderate or severe
immunosuppression, defined as CD4 <15% of TLC for children <13 years old or <14% of TLC for those 213
years old. HIV-infected symptomatic patients who are exposed to measles should receive HNIg regardless of
their prior vaccination status.

e f The MMR vaccine contains live attenuated viruses.In adults, two doses should be administered to confer
protection again measles, with the second dose given at any time but at least 1 month after the first. One vaccine
dose is required to confer protection against rubella.

e g. The administration of inactivated vaccine recommended to all children 6-59 mo of age as well as household
contacts and out-of-home caregivers of children 0-23 mo of age. Because of the decreased potential for causing
febrile reactions, only the split-virus vaccine is recommended for children <12 yr of age. Two doses of vaccine
(0.25 mL for 6-36 mo of age; 0.5 mL for 3-8 yr of age) at least 1 mo apart are recommended for first time of
immunization in children <9 yr of age.

e h.vaccination is recommended for all hiv infected patients regardless of age and CD4 count before the annual
influenza season.

e j.One dose of PPV23 should be administered routinely in all HIV infected patients older than 23 months old,
irrespective of HIV and immune status. In children <2 years old, antibody response with PPV to most serotypes is
generally poor. Consider boosting after 5-10 year.

e J. Special considerations :

»  For infants, doses are routinely given at 2, 4 and 6 months of age, and a booster dose is recommended
at 12—15 months of age.

» Unvaccinated children 7—11 months old, including those with HIV, should receive two doses of PCV 6-8
weeks apart, followed by a booster at age 12—15 months.

» Unvaccinated HIV infected children 12—59 months old should receive two doses of PCV, 6—-8 weeks
apart

» PCV is not routinely recommended for children older than 5, regardless of HIV status.

» Revaccination after an age-appropriate primary series with PCV is not currently recommended.
However children 2 and older who receive a primary series of PCV should also have PPV 6-8 weeks

after the last dose of PCV.
k. Minimum age: 6 weeks. Vaccine IS not generally recommended for children aged > 5 years. Routinely recommended
for children at age of 2, 4, 6 months and booster dose at 12-15 months.

67



10.

11.

12.

13.

14.

;&b

*

. Antiretroviral therapy for HIV infection in adults and adolescents:Recommendations for a public

health approach 2010 revision. World Heaith Organization.

Eramova I,Matic S, and Munz M.Patient Evaluation and Antiretroviral Treatment,for Adults and
Adolescents .Clinical Protocol for the WHO European Region.World Health Organization
2006,Denmark.

Clinical Manual for Management of the HIV-Infected Adult. AETC National Resource
CenterUniversity of Medicine and Dentistry of New Jersey,2006,USA.

Guidelines for the Use of Antiretroviral Agents in HIV-1-Infected Adults and
Adolescents. DHHS, December 1, 2009,USA.

European Guidelines for the Clinical Management andTreatment of HIV Infected Adults , 2009.
Hammer S M. Management of Newly Diagnosed HIV Infection. N Engl J Med ,2005; 353:1702-
1710.

DeSimone, JA, Pomerantz, RJ, Babinchak, TJ. Inflammatory reactions in HIV-1-infected persons
after initiation of highly active antiretroviral therapy. Ann Intern Med 2000; 133:447.

. Pantaleo G, Graziosi C, and. Fauci A S.The Immunopathogenesis of Human Immunodeficiency

Virus Infection. N Engl ] Med ,1993; 328:327-335.

Charles H. Hinkin C H, Barclay T R, Castellon S A, Levine A J, Durvasula R S, Marion S D,
Myers H Fand Longshore D .Drug Use and Medication Adherence Among HIV-1 Infected
Individuals.AIDS Behav. 2007;11:185-194.

Rueda S, Park-Wyllie LY, Bayoumi AM, Tynan AM, Antoniou TA, Rourke SB and Glazier RH
.Patient support and education for promoting adherence to highly active antiretroviral therapy for
HIV/AIDS ,2006 Issue 4.Accesses at 2/8/2007.

Bartlett J. The Strategies for Management of Antiretroviral Therapy (SMART) Study Group.
CD4+ count-guided interruption of antiretroviral treatment. N Engl J Med. 2006;355:2283-2296.
Judith A. Aberg, Jonathan E. Kaplan, Howard Libman, et al. Primary Care Guidelines for the
Management of Persons Infected with Human Immunodeficiency Virus: 2009 Update by the HIV
Medicine Association of the Infectious Diseases Society of America.

Frederick L Altice, Adeecba Kamarulzaman, Vincent V Soriano, Mauro Schechter, Gerald H
Friedland HIV in people who use drugs: Treatment of medical, psychiatric, and substance-use
comorbidities in people infected with HIV who use drugs. Accessed at: www.thelancet.com
Published online June 20, 2010 DOI:10.1016/S0140-6736(10)60829-X.

Martyn A. French Immune Reconstitution Inflammatory Syndrome: A Reappraisal. CID 2009:48
(1 January): 101-107.

5o oo il Laslom S e 35 50 = Cudles Cdglae (g (el 5 Oloy 9 Cedlage lisoblsz s

1386 ol g0 05

68



