
Section: 11.	Blood	products,	coagulation	factors,	and	plasma	substitutes	 	11.2.	Human	immunoglobulins

Normal	immunoglobulin Statut	de	médicament

essentiel	

Codes	ATC:	J06BA02EMLc

Indication Primary	immunodeficiencies	 Code	ICD11:	4A0Z

Type	de
médicament

Biological	agent

Type	de	liste Liste	complémentaire

Additional	notes All	human	plasma-derived	medicines	should	comply	with	the	WHO	requirements

Formulations Parenteral	>	General	injections	>	IV:	5%	protein	solution	;	10%	protein	solution	
Parenteral	>	General	injections	>	IM:	16%	protein	solution	
Parenteral	>	General	injections	>	SC:	15%	protein	solution	;	16%	protein	solution	

Historique	des
statuts	LME

Ajouté	pour	la	première	fois	en	1977	(TRS	615)
Modifié	en	1979	(TRS	641)
Modifié	en	1993	(TRS	850)
Retiré	en	2003	(TRS	920)
Ajouté	en	2007	(TRS	946)
Modifié	en	2007	(TRS	950)

Sexe Tous

Âge Aussi	recommandé	pour	les	enfants

Équivalence
thérapeutique

La	recommandation	concerne	ce	médicament	spécifique

Renseignements	sur
le	brevet

Lire	la	suite	sur	les	brevets.	

Balises Biological

Wikipédia Normal	immunoglobulin	

DrugBank Normal	immunoglobulin	(Immune	Globulin	Human)	

Résumé	des	preuves	et	recommandation	du	comité	d'experts

The	EMLc	Subcommittee	endorsed	the	inclusion	of	normal	human	immunoglobulin	on	the	complementary	list	of	the	EMLc.	The
EMLc	Subcommittee	considered	the	application	to	list	a	subcutaneous	formulation	of	polyvalent	human	normal	immunoglobulin.
The	specific	evidence	relating	to	subcutaneous	administration	was	assessed	alongside	the	detailed	application	for	the	listing	of
the	intramuscular	and	intravenous	forms	of	human	normal	immunoglobulin	considered	at	the	Expert	Committee	meeting	in
March	2007.	The	Subcommittee	accepted	that	while	the	burden	of	disease	in	children	was	likely	to	be	low,	data	supported	the
benefits	of	treatment	of	primary	immunodeficiency	disorders	with	human	normal	immunoglobulin	on	morbidity	and	survival.
The	main	trial	evidence	provided	in	support	of	listing	of	the	subcutaneous	human	normal	immunoglobulin	(SCIg)	was	Study
SCIG01	describing	an	open	label	study	of	SCIg	therapy	in	50	patients	(15	aged	<12	years,	7	aged	12-20	years,	28	adults)
previously	stabilized	on	either	SCIg	or	IVIg	therapy.	Efficacy	and	safety	short-term	was	assessed	as	well	as	long-term
effectiveness,	tolerability	and	patient	acceptability.	Mean	IgG	levels	increased	and	were	maintained	above	pre-treatment	levels
for	at	least	36	months	of	therapy.	There	was	no	marked	increase	in	frequency,	severity	or	seriousness	of	bacterial	infections
prior	to	and	during	SCIg	therapy;	most	patients	preferred	SCIg	to	their	previous	therapy	and	there	was	no	difference	between
patients	previously	treated	with	SCIg	and	IVIg.	No	clinically	relevant	changes	in	haematology	or	biochemistry	related	to	SCIg
were	reported.	Several	appendices	to	the	application	cited	other	observational	studies	and	a	review	of	SCIg	therapy,	all	of
which	supported	the	efficacy	and	safety	of	SCIg	therapy	as	an	alternative	to	IVIg	therapy.	Patient	satisfaction	and	quality	of	life
have	also	been	assessed,	with	the	majority	of	patients	preferring	SCIg	home-based	therapy.	The	Subcommittee	accepted	that
the	evidence	presented	in	the	application	supports	the	claims	of	efficacy	and	safety	of	polyvalent	human	immunoglobulin	for
subcutaneous	administration	and	it	appears	to	offer	some	advantages	in	patient/carer	convenience	over	IVIg	therapy	and

file:///?section=383
file:///?section=386
https://list.essentialmeds.org/medicines/465
https://www.whocc.no/atc_ddd_index/?showdescription=yes&code=J06BA02
https://icd.who.int/browse11/l-m/en#http://id.who.int/icd/entity/587326822/mms/unspecified
https://list.essentialmeds.org/files/trs/sC1L9Ib4I8o8cDqlyfhnKyoa8MGm7XUFDffFVNUc.pdf
https://list.essentialmeds.org/files/trs/D9GThPSnias5fEHbYKtzasG6vrq4VAyOisH7IyJN.pdf
https://list.essentialmeds.org/files/trs/P9kB7hDx34HM1WQccKRNVYNCXIa8ql92x55a2KgY.pdf
https://list.essentialmeds.org/files/trs/pQVcw1XRhOZ0IBI9c3NlO4xSBVYevsKVBEHesuZ8.pdf
https://list.essentialmeds.org/files/trs/LTaCgFFOL0uRMf13oowtnvIrr80zQ3re5gVEysHk.pdf
https://list.essentialmeds.org/files/trs/MYIhv7kaenC7Fp1Eu10KnMhY7l99jHjW57GOjFeJ.pdf
file:///patents
https://en.wikipedia.org/wiki/Immunoglobulin_therapy
https://www.drugbank.ca/drugs/DB00028


where	there	are	venous	access	problems.	The	Subcommittee	therefore	endorsed	the	inclusion	of	human	normal
immunoglobulin	for	subcutaneous	use	(subcutaneous	administration	of	15%,	16%	protein	solution)	for	the	treatment	of	primary
immunodeficiency	disorders	in	the	EMLc.


