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Raltegravir Statut	de	médicament

essentiel	

Recommandation	du	comité	d'experts

Contexte

Bénéfices

Codes	ATC:	J05AJ01EMLc

Indication Human	immunodeficiency	virus	disease	without	mention	of	associated	disease	or	condition,
clinical	stage	unspecified	 Code	ICD11:	1C62.Z

INN Raltegravir

Type	de
médicament

Chemical	agent

Type	de	liste Liste	de	base

Additional	notes For	use	in	pregnant	women	and	in	second-line	regimens	in	accordance	with	WHO	treatment
guidelines

Formulations Oral	>	Liquid:	100	mg	granules	for	oral	suspension	
Oral	>	Solid:	400	mg	tablet	(EML)	;	25	mg	tablet	(chewable)	

Historique	des
statuts	LME

Ajouté	pour	la	première	fois	en	2017	(TRS	1006)
Modifié	en	2019	(TRS	1021)
Modifié	en	2021	(TRS	1035)

Sexe Tous

Âge Aussi	recommandé	pour	les	enfants

Équivalence
thérapeutique

La	recommandation	concerne	ce	médicament	spécifique

Renseignements	sur
le	brevet

Main	patent	is	active	in	several	jurisdictions.	For	more	information	on	specific	patents	and
license	status	for	developing	countries	visit	www.MedsPal.org
Lire	la	suite	sur	les	brevets.	

Wikipédia Raltegravir	

DrugBank Raltegravir	

The	Expert	Committee	recommended	deletion	of	raltegravir	100	mg	chewable	tablets	from	the	core	list	of	the	EML	and	EMLc,
and	of	raltegravir	400	mg	tablets	from	the	core	list	of	the	EMLc.	The	Expert	Committee	recommended	the	deletion	from	the
core	list	of	the	EML	and/or	EMLc	of	the	antiretroviral	formulations	and	strengths	as	requested	in	the	application.	The	Committee
considered	the	rationale	behind	the	proposed	deletions	to	be	reasonable,	and	that	removal	of	these	formulations	would	ensure
full	alignment	between	the	Model	Lists	and	recommendations	included	in	the	most	recent	WHO	antiretroviral	treatment
guidelines	and	The	2021	optimal	formulary	and	limited-use	list	for	antiretroviral	drugs	for	children.

Formulations	and	strengths	of	antiretroviral	medicines	proposed	for	deletion:	Lamivudine:	tablet	150	mg	(EMLc)	Abacavir:
tablet	(dispersible,	scored)	60	mg	(EMLc)	Efavirenz:	tablet	(scored)	200	mg	(EML	and	EMLc)	Ritonavir:	oral	liquid	400	mg/5	mL
(EML	and	EMLc);	oral	powder	100	mg	in	sachet	(EMLc)	Atazanavir:	solid	oral	dose	form	100	mg	(EML	and	EMLc);	300	mg	(EML)
Lopinavir	+	ritonavir:	oral	liquid	400	mg	+	100	mg/5	mL	(EML	and	EMLc)	Raltegravir:	chewable	tablet	100	mg	(EML	and	EMLc);
tablet	400	mg	(EMLc)	Lamivudine	+	nevirapine	+	zidovudine:	tablet	30	mg	+	50	mg	+	60	mg	(EMLc);	150	mg	+	200	mg	+	300
mg	(EML)

Recommendations	were	made	by	the	WHO	HIV	Department	to	delete	the	above-mentioned	antiretroviral	formulations	from	the

file:///?section=332
file:///?section=343
file:///?section=345
file:///?section=349
https://list.essentialmeds.org/medicines/289
https://www.whocc.no/atc_ddd_index/?showdescription=yes&code=J05AJ01
https://icd.who.int/browse11/l-m/en#http://id.who.int/icd/entity/1508081745/mms/unspecified
https://list.essentialmeds.org/files/trs/Peg0tiQr5EGnZrpKTi2wqVXvmUzTEp0oYfY2V63K.pdf
https://list.essentialmeds.org/files/trs/upzppOSPYB9uERmSypnQpurE1E4KB2E2nUpxTYDh.pdf
https://list.essentialmeds.org/files/trs/hHDQtV59PtnnPEJQ5mVfaUuDMfCQzSoduRDvWWxq.pdf
http://www.medspal.org/
file:///patents
https://en.wikipedia.org/wiki/Raltegravir
https://www.drugbank.ca/drugs/DB06817


Directives	de	l'OMS

EML	and/or	EMLc	in	order	to	achieve	alignment	between	WHO’s	2019	Update	of	recommendations	on	first-	and	second-line
antiretroviral	regimens	(1)	and	The	2021	optimal	formulary	and	limited-use	list	for	antiretroviral	drugs	for	children:	policy	brief
(2).	Lamivudine	tablet	150	mg	and	abacavir	dispersible,	scored	tablet	60	mg	are	proposed	for	deletion	from	the	EMLc.	These
formulations	have	been	excluded	from	the	2021	optimal	formulary	since	a	regimen	of	three	nucleoside/nucleotide	reverse-
transcriptase	inhibitors	for	tuberculosis	co-treatment	is	no	longer	needed	given	the	introduction	of	dolutegravir.	Efavirenz
scored	tablet	200	mg	is	proposed	for	deletion	from	both	the	EML	and	EMLc.	This	formulation	has	been	excluded	from	the	2021
optimal	formulary	as	efavirenz-containing	regimens	are	not	a	preferred	or	alternative	regimen	for	children	in	the	WHO
guidelines	(1).	Active	phase	out	is	being	supported	by	major	procurement	agencies	as	regimens	containing	efavirenz	are	now
considered	suboptimal	in	light	of	the	high	level	of	resistance	to	non-nucleoside	reverse-transcriptase	inhibitors	documented	in
many	countries.	The	200	mg	formulation	of	efavirenz	is	not	an	appropriate	strength	formulation	for	treatment	of	adults.
Efavirenz	600	mg	tablets	remain	on	the	EML	for	adult	use.	Ritonavir	oral	liquid	400	mg/5	mL	is	proposed	for	deletion	from	both
the	EML	and	EMLc.	This	formulation	was	proposed	for	deletion	in	2019	but	was	retained	until	the	availability	of	alternative
ritonavir	formulations	was	established.	It	was	recommended	for	deletion	without	further	discussion	by	the	Expert	Committee	in
2021	(3).	Furthermore,	this	formulation	is	no	longer	necessary	for	lopinavir	+	ritonavir	super-boosting,	as	dolutegravir	is	a	more
suitable	option	for	tuberculosis	co-treatment.	Ritonavir	heat-stable	tablets	25	mg	and	100	mg	remain	on	both	the	EML	and
EMLc.	Ritonavir	oral	powder	100	mg	in	sachet	is	proposed	for	deletion	from	the	EMLc.	It	is	no	longer	included	in	the	2021
optimal	formulary,	and	as	with	ritonavir	oral	liquid,	this	formulation	is	no	longer	necessary	for	lopinavir	+	ritonavir	super-
boosting	since	dolutegravir	became	available.	Atazanavir	solid	oral	dose	form	100	mg	and	300	mg	are	proposed	for	deletion
from	the	EML	and	EMLc.	Single-agent	atazanavir	formulations	require	separate	administration	of	ritonavir;	therefore
alternatives	are	preferred	(e.g.	dolutegravir	10	mg	or	50	mg,	and	solid	fixed-dose	formulations	of	lopinavir/ritonavir).	Atazanavir
100	mg	was	excluded	from	the	2021	optimal	formulary	for	this	reason.	Lopinavir	+	ritonavir	oral	liquid	400	mg	+	100	mg/5	mL
is	proposed	for	deletion	from	the	EML	and	EMLc.	This	formulation	has	been	replaced	in	practice	by	solid	oral	dose	forms	(pellets
and	granules),	which	remain	on	the	EML	and	EMLc.	This	formulation	of	lopinavir	+	ritonavir	was	also	excluded	from	the	2021
optimal	formulary.	Raltegravir	chewable	tablet	100	mg	is	proposed	for	deletion	from	the	EML	and	EMLc,	and	raltegravir	tablet
400	mg	is	proposed	for	deletion	from	the	EMLc.	Raltegravir	100	mg	chewable	tablet	was	replaced	on	the	2018	optimal
formulary.	It	was	proposed	for	deletion	from	the	EML	and	EMLc	in	2019,	but	was	retained	until	the	availability	of	the	25	mg
formulation	was	established.	It	was	recommended	for	deletion	without	further	discussion	by	the	Expert	Committee	in	2021	(3).
Raltegravir	chewable	tablet	25	mg	and	granule	100	mg	remain	on	the	EML	and	EMLc.	Raltegravir	400	mg	tablets	remains	on
the	EML.	Lamivudine	+	nevirapine	+	zidovudine	fixed-dose	combinations	are	proposed	for	deletion	from	the	EML	(150	mg	+
200	mg	+	300	mg)	and	EMLc	(30	mg	+	50	mg	+	60	mg).	Nevirapine-containing	regimens	are	not	recommended	in	WHO
guidelines	as	a	preferred	or	alternative	regimen	(1).	Active	phase	out	is	being	supported	by	major	procurement	agencies	as
these	regimens	are	now	considered	suboptimal	in	light	of	the	high	level	of	resistance	to	non-nucleoside	reverse-transcriptase
inhibitors	documented	in	many	countries.

The	proposed	deletions	are	in	alignment	with	recommendations	in	current	WHO	guidelines	and	The	2021	optimal	formulary	and
limited-use	list	for	antiretroviral	drugs	for	children:	policy	brief.
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