FDA Approved Antiretrovirals for the treatment of HIV Infection

Revised April 2008

Drug

EFV/FTC/TDF
Atripla®

FDA Adult Dose

1 tablet QHS

Dosage Forms

Efavirenz (EFV) 600mg +
Emtricitabine (FTC) 200mg +
Tenofovir (TDF) 300mg

Alternative or Adjusted Dose
Single Tablet Regimen

Diet

Empty stomach
recommended

Special Considerations

Do not use if renal function is
impaired (must adjust individual
components)

Abacavir Hypersensitivity

Adverse Effects

Refer to individual agents

Hypersensitivity reaction

Abaca\éir 300mg BID . 300ma tablet DO NOT RECHALLENGE Symptoms may include: Fever,
Ziagen -or- 9 . With or without food If hypersensitivity suspected Rash, Nausea, Vomiting,
. ¢ 20mg/mL oral solution ] :
(ABC) 600 mg Daily Malaise or Fatigue,
No Renal Dosing Adjustments Respiratory Difficulties*
Didanosine + Tenofovir: Empty stomach with
. . Didanosine-EC: ¢ 125mg, 200mg, 250mg, If weight > 60 kg: water Numerous formulations with
Dldan03|ge 400ma Daily 400mg EC capsules ¢ ddI-EC 250mg Daily + TDF 300mg Daily; different dosing requirements Peripheral neuropathy,
Videx-EC It wei h? <60)l/< . together with or without food Videx-EC capsule exist — use caution!! Pancreatitis, Nausea,
(dd1) 25()gm Dail g (check package insert for other If weight <60 kg: formulation should Dose adjust for impaired renal Diarrhea*
9 Y formulations) « Appropriate dose not established, probably not be crushed, but function
ddl <250 mg/day swallowed whole
Emtricitabine ) . ) Dose adjust for impaired renal Generally well tolerated;
Emtriva® (FTC) 200mg daily e 200mg capsule With or without food functionJ P HeadachesyFatigue Nausea*
Lamivudine 150-mg _BID « 150mg, 300mg tablet . . Dose adjust for impaired renal Generally well tolerated;
Epivir® (3TC) or ¢ 10mg/mL oral solution With or without food function Headaches, Fatigue, Nausea*
300mg daily ’ ’

. ’ ) . Peripheral neuropathy,
Stavcgdme 40mg BID « 15mg, 20mg, 30mg, 40mg E,?,ii::JUSt for impaired renal Pancreatitis, Altered liver
Zerit If weight <60 kg: capsule . With or without food Co-administration with zidovudine func_tl(_)n, Lllpoatrophy,_

d4T) 30mg BID ¢ 1mg/ml for oral solution Hyperlipidemia, Ascending
( not recommended . A
paresis (rare)
Didanosine + Tenofovir
If weight >60 kg:
o ddI-EC 250mg Daily + TDF 300mg Daily;
Tenofovir DF together with or without food Generally well tolerated;
. ® . . If weight <60 kg: . . Dose adjust for impaired renal Nausea, Upset stomach,
ggg;j 300mg Daily 300myg tablet e Appropriate dose not established, probably With or without food function Vomiting, Fanconi Syndrome
ddl <250mg/day (rare)*
Atazanavir + Tenofovir
e ATV 300mg Daily + RTV 100mg Daily +
TDF 300mg Daily
i . R Dose adjust for impaired renal . .
Zidovudine 300mg BID 100mg capsule With or without food function Anemia, Neutropenia,
ir® - or- * 300mg tablet (suggest with food) Co-administration with stavudine Headaches, Nausea,
Retrovir™ (AZT) 200mg TID « 10mg/mL oral syrup 99 Body aches, Insomnia*

not recommended

* Class Adverse Reaction: lactic acidosis

potentiall

life threatening reaction with use of NRTIs

NRTI Fixed Dose Combinations

DO NOT use if renal function is

AZT/S.T.C® 1 tablet BID * Zldoyud|pe (AZT) 300mg + With or wﬂhput food impaired (must adjust individual Refer to individual agents*
Combivir ¢ Lamivudine (3TC) 150mg (suggest with food)
components)
ABC/3TC * Abacavir (ABC) 600mg + Ql?:cca%/\il:)r nypersensitiviy (see Refer to individual agents”
. ® 1 tablet Daily . R With or without food . . Headaches, Fatigue, Nausea
Epzicom Lamivudine (3TC) 300mg DO NOT use if reqal function is DO NOT RECHAL LENGE!
impaired (must adjust 3TC dose)
Abacavir hypersensitivity (see
« Abacavir (ABC) 300mg + abacavir)
ABC/AZTI3TC ] X With or without food DO NOT use if CrCl < 50mL/min Refer to individual agents*
o ® 1 tablet BID ¢ Zidovudine (AZT) 300mg + . e
Trizivir « Lamivudine (3TC) 150m (suggest with food) (adjust individual components) DO NOT RECHALLENGE!
9 DO NOT use in hepatic
dysfunction
FTC/TDF . « Emtricitabine (FTC) 200mg + . . DO NOT use if renal function is o .
Truvada® 1 tablet Daily « Tenofovir (TDF) 300mg With or without food impaired (must adjust individual Refer to individual agents

components)
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Drug FDA Adult Dose Dosage Forms Alternative or Adjusted Dose Diet Special Considerations Adverse Effects
Non-Nucleoside Reverse Transcriptase Inhibitors (NNRTI)
Delavirdine With or without food
. ® e 400mg TID . B . . Rash, Headache,
|(QDeLS\<;;|ptor « 600mg BID 100mg, 200mg tablet (Do Zr?ttaE:Eiiléi;’VIth Older agent; not commonly used Altered liver function
Dosage adjustment: EFV standard dose +
. « ATV 300mg Daily + RTV 100mg Daily Eg‘c‘;%;tg%ﬁ‘ Rash, CNS effects x 2-3 weeks
Efavirenz « 600mg tablet « FPV 700mg BID + RTV 100mg BID ATISTIAEE I ) (Abnormal dreams, Dizziness,
Sustiva® 600mg PO QHS « 50mg, 100mg, 200mg « FPV 1,400mg Daily + RTV 300mg Daily (not | , Avoid takingwith ~ - = Minimize alcohol intake Impaired concentration
cal su‘le Y recom;nended for tx exp pts) high-fat meals —food |+ False + cannabinoid test Insomnia, Drowsiness) Altéred
(EFV) ’ « LPVr 600mg/150mg (3 Ii)alis) BID may ";‘;f'eestze side liver function
* IDV 800mg BID + RTV 100-200mg BID
¢ Indicated for tx-experienced
patients with resistant HIV-1,
Do not co-administer etravirine with the including K103N mutation
. following ARVs: ) * Caution is warranted when co-
Etrawrmg « TPV/RTV, FPV/RTV, ATV/RTV Tanl:af:)l(lgnv;nrlg a administered with 3A4, 2C9, and Rash (most common in weeks
Intelence 200mg BID ¢ 100mg tablet * Protease inhibitors administered without stomach 5;’ 2C19 substrates (drug levels may 2-4, typically resolved x 1-2
(ETR) RTV absorption) be altered) weeks), Nausea
* NNRTIs P * Dose adjustment not required for
renal dysfunction, mild/moderate
hepatic dysfunction, or Hep B or
C co-infection
Dosage adjustment: NVP standard dose +
. . * ATV 300mg Daily + RTV 100mg Daily Rash, Hepatitis,
Nevirapi n®e 200mg Daily x first 14 | | 500 » FPV 700mg BID + RTV 100mg BID With or without food Hepatic necrosis (50% with
Viramune days, then 200mg BID 9 ) ¢ FPV 1,400mg Daily + RTV 300mg Daily (not (with food if with rash) — especially in women
¢ 10mg/ml oral suspension ) - )
(NVP) recommended for tx exp pts) RTV) with a baseline CD4 >250 or in
* IDV 800mg BID + RTV 100-200mg BID men with a baseline CD4 >400
* LPVr600mg/150mg (3 tabs) BID
Fusion Inhibitors
Injection site reaction:
L. Administered dose: * Available as kit containing 60 * Rotate injection sites Pain/discomfort, induration,
Enfuvw(gde 90mg/mL SQ BID doses w/ syringes, diluent & « Store at controlled room Erythema, Nodules
Fuzeon (108mg vial diluted alcohol pads temperature (59-86° F) Other: Diarrhea, Nausea,
(T-20) with 1.1 mL sterile * Also available as biojector ¢ Visit www.fuzeon.com for Vomiting, Fatigue, Insomnia,
water) device ordering information Nerve pain & Bruising with
biojector device
CCR5 Receptor Antagonist
When given with strong CYP3A inhibitors (with
or w/o a CYP3A inducer) including Pls (except Hepatotoxicity. Systemi
. 300ma BID tipranavir/ritonavir), delavirdine: « Only indicated in tx-experienced aﬁzf ?c?):z;t?/c;n y?ic?r IIC():
Maraviroc 9 « 150mg BID pts with CCR5-tropic-HIV-1, with Donatatoxicin
Selzentry (See alternative or ¢ 150mg, 300mg tablets With NRTIs, tipranavir/ritonavir, nevirapine: With or without food evidence of viral replication and Couah F") rexia URIy’Rash
MVC f e 300mg BID HIV-1 strains resistant to multiple gn. "y ! ’ ’
( ) adjusted dose) h . . Musculoskeletal Symptoms,
When given with CYP3A inducers (w/o a ARV agents Abdominal Pain. Dizziness
strong CYP3A inhibitor) including efavirenz: ’
e 600mg BID
Integrase Inhibitors
* Indicated for tx-experienced pts
. with evidence of viral replications
Raltegra\é”’ and HIV-1 strains resistant to Nausea. Headache. Diarrhea
|sentress 400mg BID ¢ 400mg tablet With or without food multiple ARV agents ’ L ’
Pyrexia
(RAL) ¢ Caution in patients with an Y
increased risk of myopathy or
rhabdomyolysis.
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Protease Inhibitors (PI)
Un-boosted: Use boosted dose of Atazanavir when used e In Pl-experienced patients. the
Atazanavir 400mg Daily with Efavirenz, Nevirapine, or Tenofovir: Take with a light combingtion of Atgzanaviry + Generally well tolerated;
® mg, mg, mg, . mg Daily + mg Daily meal for better - : iarrhea, Nausea, omina
Revataz 100 150 200 ATV 300mg Daily + RTV 100mg Dail | for b Ritonavir should be used Diarrhea, N Abdominal
Yy Boosted: 300mg capsule e Do not take with antacids, H2 blockers or absorption. e D diust for hepati discomfort, Rash,
(ATV) 300mg Daily proton pump inhibitors without consulting in?ssr?ngrﬁ or hepatic Hyperbilirubinemia™
+ RTV 100mg Daily the prescribing information. P
Darunavir B .
oosted only: . . . . . .
Prezista™ DRV 600mg BID 300mg tablet DRV requires RTV boosting Take with food for Caution in patients with known Diarhea, Nausea, Headache.
(DRV) + RTV 100mg BID enhanced absorption sulfonamide allergy ash, and Cold Symptoms
Un-boosted:
Fosamprenavir l134OOmg.BID When combining with Efavirenz or Nevira.pine: May:e ta}ker& W|t_hhor ¢ Caution ip patients with known .
oosted: f-APV 1400mg Daily + RTV 300mg Dail without food (wit Ifonamide all Rash, Diarrhea, N
Lexiva ~700mg BID + RTV 700mg tablet e mg Dally mg Dally food if with RTV) suffonamide aliergy ash, Diarrnea, fYausea,
100ma BID (not recommended for tx exp pts) * Dose adjust for hepatic Headache
(f-APV) > 40(?mg Qb + RTV o f-APV 700mg BID + RTV 100mg BID impairment
100mg-200mg QD
Un-boosted: Un-boosted IDV:  Ifintolerable, take with light, non-
Indinavir 800mg Q8H Dosage adjustment of Indinavir when used with Empty stomach or fat snack . )
o ® 100mg, 200mg, 333mg, NNRTIs (except DLV): low fat snack ¢ Drink at least 1.5 liters of fluids Nausea, V°.m"'”9' Kidney stone
Crixivan formation, Heartburn
Boosted: 400mg capsule e DV 1000mg Q8H daily H erbili;ubinemia”’
(IDV) 800mg BID + RTV « IDV 800mg BID + RTV 100-200mg BID Ritonavir boosted | * No grapefruit juice (decreased P
100-200mg BID IDV: take with food IDV level)
:i‘?p'“av,”/ This combination is Lopinavir 200mg/Ritonavir Can be given 2 tabs BID or 4 tabs Daily ¢ RTV has multiple drug
itonavir X 50mg tablet . . . . interactions via CYP450 and P- Diarrhea, Nausea, Headache,
Kaletra® ’%"T‘i/s)ted (contains LPV 80mg/RTV 20mg per mi ﬁ,‘ﬁj‘?g ?:iggt‘%‘t\‘/’)f LPVrwhen used with With or without food glycoprotein . Asthenia (lack of strength) **
(LPVr) oral solution « LPVr 600mg/150mg (3 tabs) BID * Refrigerate oral solution
Nelfinavir
. ® * 1250mg BID 250mg, 625mg tablet Take with food for * Important to provide anti-diarrheal Diarrhea, Nausea, Vomiting,
Viracept 50mg/1g scoop, powder for
(NFV) P e 750mg TID solut?ong p.p enhanced absorption agent Abdominal pain™
tonai " Romgerts capmles. iy sre
Ritonavir used in low doses to « Numerous combinations use ritonavir for ) P p - Diarrhea, Nausea, Headache,
N . ® 100mg capsule S Take with food for * DO NOT refrigerate oral solution
orvir boost drug levels of 80ma/mL oral soluti pharmacokinetic enhancement h d ab ti tall Numbness around the mouth,
other protease mg/mL oral solution « Most use 100-200mg RTV Daily enhanced absorption (may crystallize) Altered taste, Asthenia™
(RTV) inhibitors * Multiple drug interactions via ’
CYP450 and P-glycoprotein
Saquinavir .
Boosted only: .
Invirase® 1000mg BID gggmg thaabrlcétgel capsule SQV requires RTV boosting egﬁgﬁc%mgggn » Store at room temperature Diarrhea, Nausea, Headache™
(SQV) + RTV 100mg BID
Take with food for * Caution in patients with known
Tipranavir Boosted only: ' enhanced absorption sulfonamide allergy ) Diarrhea, Nausea, Vomiting
Apti ® ’ Separate Videx EC from TPV/RTV by at least 2 * Contraindicated in patients with ’ ’ ’
ptivus 500mg BID 250mg soft gel capsule - Stomach cramps, Rash,
+ RTV 200mg BID hours DO NOT take with moderate to severe hepatotoxicity Intracranial Hemorrhage™
(TPV) antacids * Refrigerate capsules — may store
at room temp up to 60 days

™ Pl Class Effects & Adverse Reactions: CYP3A4 inhibition, hepatotoxicity, hyperlipidemia (all Pls except ATV), insulin resistance/diabetes mellitus, fat maldistribution, osteonecrosis, increased bleeding

episodes in hemophiliac pts.
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