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Peputy Simon Harris,
Minister for Health,
Department of Health,
Hawkins House,
Hawkins Street,
Dublin 2.

D02 vwWao

18% October, 2018.
Our Ref: 59560

Re: Clondalkin Area Committee Meeting of South Dublin County Council
held on 17t October, 2018,

Dear Minister Harris,

At the meeting of the Clondalkin Area Committee held on 17" October, the following
Maotion was adopted and approved by the Members:

Cathaoirleach’s Business

"That this Committee calls on the Minister for Health, Simen Harris, to approve funding
for a life-saving treatment for Irish Spinal Muscular Atrophy (SMA) patients. Spinraza Is
currently reimbursed in 20 other countries, changing the lives of patients there, but not
in Ireland. Spinraza could give those effected a better quality of life. Earlier this
summer, the Minister for Health announced that Ireland would join Belgium,
Netheriands, Luxembourg and Austria in the BeNeLuxA initiative to secure affordable
and timely availabllity to new medicines for Irish patients, As of September 1st,
Spinraza is available in all BeNelLuxA initiative countries apart from Ireland.”

| would be obliged for your comments and response as soon as possible to enable the
Council to revert to the Committee.

Yours sincerely,

eAepnendin M)\Uf—l«ﬂ

Fe‘:neadh Murphy,
Senior Staff Officer.
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E 'Thank you for your letter concernmg Splnraza i am havmg the issues you ralsed exammed
L and I wﬂi reply back to you shortly :

1 hope_ thlS is of ass_lstance to yo_u.

“Yours sincerely

Slmon Hams T D
Mlmster for Health _
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| _;Thank you for your correspondence concernmg the Motlon Agreed at the Meettng Clondalkln i =

e 'Area Meetmg of bouth Dubim County Councﬂ held on 17 October 20}8 o

':_'The HSE has statutory responStbthty for medlcme prlcmg and retmbarsement demsmns in oo
" ‘accordance with the Health’ (Pricing and Supply of Medical Goods) Act. 2013 The Act 7
oo 'spemﬁes the criteria for dec131ons on the retmbursement of medicines. As Minister for Health .~
- Ido not have any statutory power or funcnon in relatlon to retmbursement of medlcmes Y

2 For a medtcme 10 be con51dered for relmbursement by ‘the HSE 1t must ﬁrst have a markctmg o e

" authorisation from the European Medlcmes Agency (EMA) or -the Health Products_ b
' 'Regulatory Authortty (HPRA) before bemg assessed under the 9013 Act

: HSE dec1stons on whlch medtcmes are relmbursed by the taxpayer are made on objectlve

' _sc1ent1ﬁc and economic - grounds on - the - advzce -of " the Natlonai Centre for -
: Pharrnacoeconomms (NCPE) The NCPE conducts heaith technoiogy assessments (HTAS) for E
-the HSE and makes recommendattons on retmbursement to asmst HSE demsmns

B 'The NCPE uses a det:tswn framework to systematlcally assess whether a drug is _
'-cost-eﬁ'ectlve as a health intervention, Thts process ensures that only treatments that are'._ EREE
. clmtcal and cost effectlve are relmbursed : : :

_ Nusmersen (Spmraza) is mdlcated for the treatment of Sq spmal muscular atrophy (SMA), _
. dtsorder characterlsed by progresswe muscle atrophy and weakness '

_ '_In May 7017 the EMA granted market authortsatlon for nusmersen aud in October 201 7, the'
- _.HSE recetved a relmbursement apphcatton for nusmersen : L -

_ In December ’?017 the NCPE completed a HTA of nusmersen and did not recornmend__
' ._-retmbursemeat at the price submitted. The appltcatzon is being con31dered by the Rare =~
. Diseases Medicinal Products/Technoiogy Review' Committee and the HSE Drugs Group and

‘is due to ‘be considered. by the HSE Leadershtp Team shortiy foltowmg whtch the ;ﬁnai

. 'dec:lStons will be notified. =~ - .- :
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The HSE strives to reach a decision in as timely a manner as possible. However, because of
the s1gn1ﬁcant monies involved, it must ensure that the best price is achieved, as these
commitments are often multl-mlihon euro investments on an on-going basis, "This can lead to
'protracted dehbera‘nve Processes Wh1011 are usually bound by strict conﬁdentlaﬁy clauses at
the msastence of compames :

_As you W}ii be aware, I,reiand jomeci the Beneluxa Imtlauve on Pharmaceutlcai Policy on 22
“June 2018, In July 2018 two members of the Beneluxa imnatwe on Pharmaceutical Polzcy
-_(Belglum and the Netherlands) completed a joint negotlatlon for the reirnbursement of
_Splnraza These negotlatlons began before Ireland Jomed the coliaboratlon : x '

5 -As a cand1date country, Ireiand was not notlﬁed dae to conﬁdennal;ty arrangements that o

":negotiatlons were occurring for the reunbursement of Spmraza and we were not pany to the'
: negonahons emd proceedmgs that occun'ed - -

_-I h:qije'_this s of assi_s_iancé td yciu. "

Yours sincerely

. Simon Harris T.D.
‘Minister for Health



