An Roinn Slainte Oifig an Aire
agls Leanai Office of the Minister

DEPARTMENT OF HEALTH AND CHILDIREN

" CAugust 2010

Ms Mary Maguire

Meetings Administrator
Corporate Services Department
South Dublin County Council
County Hall, Tallaght

Dublin 24

Dear Ms Maguire

The Minister for Health and Children, Mary Harneyg T D has asked me to thank you for your
letter concerning the Low Dose Naltrexone S ' - i

Naltrexone 50 mg is licensed in Iroiand for use as an addmonal therapy w1th1n a
comprehensive treatment program ‘including psychoiogl,oal guldance for .

alcohol dependence to support-abstinence. Naltrexone 4.5 myg ‘low dose naltrexone’ , s not
licensed for use in Ireiand In‘order: for a hcence to: be granted-, there needs to be an
application from a company wh;ch proposes to market ’the product in Ireland.

Under EU Dlrectwe 2001/ 83/15(3 w}uch governs medlcmal products for human use, and the
national leg1slat10n that transposes this, a registered medical practitioner is permitted to
prescribe an: unauihonsed medicinal product to meet the special needs of one of his / her
patients. The use by the patient of the -product is under the direct personal responsibility of the
prescmber TSR SR

_ In Ireland such presorlbmg can happen where there is no product authorised for the particular
-medical condxtlon or:-where ‘a product is authorised but the authorization holder has chosen
~ not. to markot the product here. The prescribing of low dose naltrexone fits into the first

- catogory RE

- An unauthonsed product prescribed in [reland will not have been assessed for safety, quality

_ ' ;_or efﬁcacy by the Irish Medicines Board (IMB) or the European Medicines Agency. It may,
s '_-however have undergone a similar assessment, and have been authorised, in anot 1ercountry.

e 'I trtist -tha't"-this clariﬁes the matter for you.

R anate Secretary

' of the 1mportation of an unauthorised (‘exempt’) medicinal product.

'Dmagh Scully

. Luirfear failte roimh chomhfhreagras i nGaelige
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