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Lyfjastofnun

I. Inngangur

Arid 2006 var ekki sidur vidburdarrikt hja stofnuninni en fyrri ar baedi hér heima og einnig i framlagi okkar
til Evrépusamstarfsins. Nytt skipurit tok gildi i upphafi ars med peirri nybreytni ad tvé teymi voru sett &
laggirnar. Um er ad reeda préunarteymi sem hefur pad hlutverk ad styra stefnumétun og framtidarsyn

og verklagsteymi sem heldur utan um geedahandbdk og alla verkferla.

Merkum afanga var nad & arinu pegar fyrstu samanburdarattekt lyfjastofnana & Evrépska efnahagssveedinu
lauk i vor. Tilgangur samanburdardttektar er ad samreema vinnubrégd lyfjastofnana og ad leera af henni.

[ kjolfar Uttektarinnar hof Lyfiastofnun adgerdir til drbéta med verkefnum sem mikilvaegt er ad séu sifellt

i endurskodun.

Lyfjastofnun ték virkan patt i samstarfi lyfjastofnana & Evrépska efnahagssvaedinu. Stofnunin tok ad sér

i fyrsta skipti ad vera vidmidunarland i umséknarferli um markaosleyfi lyfs med gagnkveemri vidurkenningu.
Azetlad er ad taka ad sér fleiri slik verkefni & arinu 2007. P4 ték stofnunin ad sér fleiri verkefni vegna
visindaradgjafar en &rid aour.

Upplysingateekni er mikilveegasta vinnuteeki lyfjastofnana EES til aukinnar hagkveemni og skilvirkni.
Lyfjastofnanir & Evropska efnahagssveedinu leggja pvi mikla dherslu & préun & pvi svidi sem Lyfjastofnun litur
& sem forgangsverkefni og hefur verid akvedio ad hefja innleidingu rafreennar stjérnsyslu hja stofnuninni.

Lyfjastofnun gefur Gt Sérlyfjaskra, bzedi netdtgafu og einnig i bokarformi. Akvedid hefur verid ad heetta
utgafu Sérlyfjaskrar & prenti i ndverandi mynd.

Lyfjastofnun hefur  nokkur ar haldid freedslu- og kynningarfundi med lyfjafyrirteekjum og lyfiafreedingum
starfandi i lyfiabidum sem hafa maelst vel fyrir. [ 4r var  fyrsta skipti haldinn fundur med félagasamtskum
sjuklinga og neytenda. Pessi fundur tékst vel og er getlunin ad slikir fundir verdi haldnir arlega.

Heilmikid hefur verid unnid i starfsmannamalum stofnunarinnar og syndi vidhorfskénnun sem gerd var i
desember ad margt hefur tekist vel. Sa pattur sem meeldist lakari en 4dur laut ad adstddu og var pad fyrir-
sjaanlegt par sem nuverandi hiisneedi prengir téluvert ad starfseminni og leitast verdur vid ad finna lausn

4 husnaedisvanda stofnunarinnar & nzesta ari.

Eftirlitssvidio hefur verid endurskipulagt og nyir eftirlitsmenn hafa verid radnir til starfa. Gott samstarf hefur
verid vio irsku lyfiastofnunina um pjélfun nyrra eftirlitsmanna og er stefnumétun vardandi eftirlitid ad mestu
lokid. Pa hefur lyfiagatin verid endurskipuldgd og nyir starfsmenn verid pjélfadir. Tekin hefur verid akvéroun
um ad nota Eudravigilance grunninn sem aukaverkanagagnagrunn Lyfjastofnunar.

Nefnd & vegum heilbrigdis- og tryggingamalaraduneytis hefur unnid ad métun lyfiastefnu og gert er rad fyrir
a0 skyrslu verdi skilad & naesta ari, par ad litandi. Umreeda hefur verid um ad Lyfjastofnun taki ad sér fleiri
verkefni 4 neestu arum. Arid 2007 mun stofnunin taka vid lyfiatolfreedivinnslu fra heilbrigdis- og trygginga-
méalaraduneyti.

Pad hefur skapad vanda ad nokkur lifsnaudsynleg lyf hafa ekki markadsleyfi 4 [slandi. Arangur hefur nadst
vardandi lyf fyrir menn en tekist hefur ad f& nokkur pessara lyfja aftur inn & markadinn med markadsleyfi.
Mikilvaegt er ad skoda fleiri Grraedi. A nzesta ari verdur ahersla 16gd 4 ad filga dyralyflum med markadsleyfi
og baeta upplysingar um dyralyf.

D o arndb
Ourmnr a2y xhnnns ornddTRin
Rannveig Gunnarsdéttir forstjori
April 2007
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[. Summary

Good progress at home and in the work of Medicines Agencies of the European Economic Area has
characterised this yet another eventful year 2006. A new Organizational Structure was implemented at
IMCA in the beginning of the year, including two new committees: one for future strategy and development
and the other responsible for Quality and SOPs for working procedures of the Agency.

The Benchmarking exercise, BEMA, was a milestone for the harmonisation and cooperation of the EEA
Medicines Agencies, finishing the first round in 2006. The goal of Benchmarking is to harmonise even more
the work of Regulatory Agencies and use as a good opportunity for learning. Following the BEMA exercise,
IMCA is looking at ways of improving, which is an ongoing project.

IMCA is contributing to the work of the European Regulatory Authorities by actively participating in the work
of EMEA and Heads of Agencies. This year IMCA acted as a RMS for the first time and plans to continue
to be a RMS in 2007. IMCA has been active in the Scientific Advice Working Party and will continue
contributing to the work.

Information Technology is an essential tool for the work and efficiency of the network of Regulatory
Athorities. The need to improve software, electronic communications and storing of data has been a priority
project and IMCA is starting to prepare for a paperless administration. IMCA’s website has been restructured
and a new website will be published in first half of 2007.

IMCA has published the Medicinal Product Catalogue, both on the website and in a paper version. IMCA
has decided to publish the catalogue only electronically. IMCA hosts every year Info Days for Industry.
They are well attended and received. Last year IMCA held for the first time an Info Day for Patient Groups.
It proved to be a success and will be repeated.

Results from staff opinion surveys show a high and improving staff morale. The only exceptions are
comments made about IMCA’s premises. Those comments were expected and IMCA needs to seek a
solution to the inadequate premises. The present location does not suffice. The inspection unit has been
reorganised and new inspectors are undergoing training with good support from the Irish Medicines Board.
Policy for the inspection unit is being implemented. Pharmacovigilance needs to be strengthened and it has
been decided to use the Eudravigilance system as IMCA's system for collecting all adverse events reports
from Iceland.

A committee at the Ministry of Health and Social Securities is working on a medicines strategy with the
aim of publishing the strategy document in 2007. Following this work IMCA may need to undertake new
responsibilities. In 2007 the Agency will take over the responsibility of assembling drug statistics from the
Ministry of Health and Social Security.

Availability of medicinal products on the Icelandic market has been a problem, especially the lack of
veterinary medicinal products and some essential human medicinal products. Some progress has been
made in keeping on the market inexpensive essential human medicinal products, which sell in low volumes
only but there is need for new solutions. Next year the aim is to look for ways to increase availability of
veterinary medicinal products and improve information on veterinary medicinal products.

. S \
Rannveig Gunnarsdéttir Executive Director
April 2007



II. Statutory function, Mission

. II. Hlutverk, markmio og leidarljos
Statement and Core Values

Loégbundid hlutverk Lyfjastofnunar er ad:

Meta lyf og adrar vérur i samreemi vid 16g og reglur sem
gilda & Evrépska efnahagssveedinu.

The statutory function of the Icelandic Medicines
Control Agency is as follows:

Annast Utgafu, breytingu, nidurfellingu og afturkéllun
markadsleyfa lyfja (marketing authorisation) i samraemi vid
peer reglur sem gilda & Evrépska efnahagssvaedinu.
Afgreida umsoknir um leyfi til ad nota lyf sem ekki hafa
markadsleyfi hér & landi.

Annast Utgafu leyfa til rannsékna med lyf (kliniskar lyfja-
préfanir og rannséknir & adgengi lyfia) og hafa eftirlit med
framkveemd slikra rannsékna.

Annast skraningu aukaverkana lyfja, eftirlit med lyfjagat
og veita upplysingar um lyf { samvinnu vid Landleeknis-
embeettio.

Annast faglegt eftirlit med innflutningi lyfja, lyfjaefna

og hréefna til lyfjagerdar eda annarrar véru sem undir
stofnunina heyrir.

Annast faglegt eftirlit med starfsemi lyfjabuda, lyfjaheild-
verslana, lyfiagerda og blédbanka. Ennfremur eftirlit med
handhofum markadsleyfa lyfia, umbodsmonnum peirra

og annarra fyrirteekja, stofnana og einstaklinga er selja,
framleida, flytja inn eda bla um Iyf.

Hafa eftirlit med lyfjaauglysingum og sja til pess ad kynning
og dreifing lyfja sé i samraemi vid gildandi 16g og reglur svo
og ad sérlyf & markadi uppfylli krofur.

Samvinna vid erlendar stofnanir & svidi lyflamala, s.s.
lyfiastofnun Evrépu (EMEA), adrar lyfjastofnanir EES,
lyfiaskrarnefnd Evrépurédsins og alpjédasamtok lyfjaeftir-
litsmanna, PIC/S.

Icelandic Medicines Control Agency

To evaluate medicinal products and other products falling
under this act in accordance with the rules in force in the
European Economic Area and under the EFTA Convention
of the European Free Trade Association.

Issuing, amending and suspending marketing
authorisations for medicinal products in accordance with
the rules in force in the European Economic Area.

To process applications for using Medicinal Products that
do not have a valid Marketing Authorisation in Iceland.
Issuing licenses for clinical trials and monitoring the
implementation of such trials.

To ensure registration of adverse effects of medicinal
products and the provision of information on medicinal
products in cooperation with the Directorate of Health.
Monitor import of medicinal products, active substances
and raw materials for the preparation of medicinal
products.

To ensure professional monitoring of industry, pharmacies,
pharmaceutical wholesalers, holders of marketing
authorisations for medicinal products and their agents.

To monitor advertisements of medicinal products in
accordance with current law and regulations.

Cooperation with foreign institutions in the field pharma-
ceutical affairs, as cooperation with the European Agency
for the Evaluation of Medicinal Products (EMEA),
cooperation with other regulatory authorities in EEA,
European Pharmacopoeia Committee and Pharmaceutical
Inspection Convention/Scheme, PIC/S.



Hlutverk Lyfjastofnunar Mission Statement

Hlutverk Lyfjastofnunar er ad studla ad heilbrigdi The mission of the Icelandic Medicines Control
manna og dyra med: Agency is to promote the health of humans and

mati & geedum og 6ryggi lyfia svo tryggja megi ad géd og
6flug lyf séu & markadi,

faglegu eftirliti svo lyf og skyldar vérur og starfsemi
fyrirteekja i lyfjadreifingu uppfylli kréfur heilbrigdisyfirvalda,
upplysingagjof svo heilbrigdisstéttir og almenningur hafi
nyjar 6hadar upplysingar um lyf med neytendavernd ad
leidarljési,

med skilvirkri pjonustu vid hagsmunaadila i samvinnu vid
helstu sérfreedinga & svidi lyfamala.

Leidarljos Lyfjastofnunar

Gaedi: Lyfjastofnun leggur dherslu & ad hja stofnuninni
starfi &vallt vel menntad, haeft og upplyst starfsfélk og
sérfreedingar & svidi lyfiamala, vid mat a gaedum og dryggi
lyfja, vid faglegt eftirlit med adilum i lyfjaframleidslu,
dreifingu og upplysingamidlun. Lyfjastofnun bydur skapandi
vinnuumhverfi og géda starfsadstddu og teekifeeri til
simenntunar og til frampréunar i starfi.

Traust: Areidanleiki og 6gud vinnubrdgd tryggja éryggi
og skapa traust hagsmunaadila. Lyfjastofnun vill skapa
traust hagsmunaadila s.s. med 6flugri upplysingagjéf,
samkvaemni og areidanleika, virdingu og opnum sam-
skiptum og samvinnu.

Pjonusta: Lyfjastofnun vill veita hagsmunaadilum bestu
faglegu pjonustu sem vél er & hverju sinni, vid Gtgafu
markadsleyfa lyfja, upplysingagjof um lyf og leidbeiningar
um gildandi 16g og reglugerdir, svo tryggja megi ad géo og
6flug lyf séu & markadi. Petta er gert med gédu adgengi
ad upplysingum og leidbeiningum hja Lyfjastofnun, adgengi
ad feerustu sérfreedingum og vel menntudu og pjalfudu
starfsfolki { 6flugu samstarfi vio heilbrigdisyfirvold, erlendar
systurstofnanir a EES sveedinu og Lyfjastofnun Evrépu.

animals by:
evaluating the quality and safety of medicinal products
to ensure that good and robust medicinal products are on
the market,
scientific monitoring so that medicinal products and the
activities of companies distributing medicinal products
meet the requirements of public health authorities,
provision of information so that health professionals and
the general public have up-to-date, unbiased information
about medicinal products, with consumer protection as
a guideline,
efficient service for stakeholders in cooperation with the
best qualified experts in the field of pharmaceutical affairs.

Core Values

Quality: The Icelandic Medicines Control Agency aims

at always having qualified and informed employees along
with experts in the field of pharmaceutical affairs,
evaluating the quality and safety of medicinal products,
providing professional monitoring of parties producing,
distributing medicinal products and of disseminating
information. The Icelandic Medicines Control Agency offers
a creative work environment, good work facilities and
opportunities for continuing education and professional
development.

Trust: Reliability and disciplined working procedures
ensure safety and engender trust amongst stakeholders.
The Icelandic Medicines Control Agency wants to inspire
stakeholders’ trust, e.g. through dynamic dissemination of
information, consistency and reliability, respect and open
relations and cooperation.

Service: The Icelandic Medicines Control Agency aims

at providing stakeholders with the best professional

service available in issuing marketing authorisations for
medicinal products, disseminating information on medicin-
al products and instructions on current law and regulations,
in order to ensure that good and robust medicinal products
are on the market. This is accomplished by good accessi-
bility to information and instructions at the Icelandic
Medicines Control Agency, access to the most capable
experts and highly trained employees in dynamic collabo-
ration with regulatory authorities in the EEA and the
European Agency for the Evaluation of Medicinal Products.

Lyfjastofnun



III. Skipurit Organisation Chart

Nytt skipurit tok gildi 1. jantiar 2006  Organisation Chart, January 1st 2006

Verklagsteymi
Procedures WG
Préunarteymi Framkveemdarad
Policy WG Executive Support

8 Lyfjastofnun Icelandic Medicines Control Agency



IV. Lyfjanefnd

Lyfjanefnd Lyfjastofnunar er radgjafarnefnd stofnunarinnar um
lyfiamél. Nefndin er skipud fimm ménnum med sérfreedi-
kunnattu & sem vidustu svidi lzeknis- og lyfjafreedi. Radherra
skipar formann. Adra nefndarmenn, auk fimm varamanna, skipar
radherra i samradi vid formann. Pegar fiallad er um dyralyf taka
seeti i nefndinni yfirdyraleeknir og dyraleeknir, skipadir af radherra
i samradi vio formann nefndarinnar. Varamenn peirra eru
skipadir & sama hatt. Skipunartimi nefndarinnar er fjégur ar.
Lyfjanefnd hélt sj6 fundi & arinu 2006.

Lyfjanefnd Lyfjastofnunar skipa:

Formadur:
Sigurdur B. Porsteinsson, yfirlaeknir

Adrir nefndarmenn:

Ami Kristinsson, sérfreedingur / leeknir

Brynjar Vidarsson, sérfreedingur / leeknir

Elin Soffia Olafsdottir, préfessor / lyfjafraedingur
Jakob L. Kristinsson, désent / lyfjafreedingur
Halldér Runolfsson, yfirdyraleeknir

Sigurdur Orn Hansson, forstédumadur / dyralaeknir

IV. The Pharmaceutical Committee

The Pharmaceutical Committee is an advisory committee of

the Agency. The Committee is comprised of five persons with
the broadest possible expertise in medicine and pharmaceuticals.
The Minister appoints the Chairman and other members in
consultation with the Chairman. When veterinary medicinal
products are dealt with the Chief Veterinary Officer and a
veterinarian appointed by the Minister attend. The Committee

is appointed for a four-year term.

Chairman:
Sigurdur B. Porsteinsson, Infectious Disease Consultant

Other committee members:

Armi Kristinsson, Cardiology Consultant

Brynjar Vidarsson, Hematology Consultant

Elin Soffia Olafsdéttir, Professor in Pharmacy

Jakob L. Kristinssson, Associate Professor in Pharmacy
Halldér Rundlfsson, Chief Veterinary Officer

Sigurdur Orn Hansson, Director/Veterinarian

Lyfjastofnun Icelandic Medicines Control Agency 9




V. Stjornsysla Administration

Rekstur 2004-2006 IMCA budget summaries 2004-2006 in Thous. Kr.

Tekjur / Revenue

Skatttekjur / Tax income
Umsdknargjéld / Fees
Adrar tekjur / Other income

Tekjur alls / Total Revenue
Rekstarkostnadur / Expenditure

Samtals laun / Staff

Ferdir og fundir / Travel cost and meetings
Adkeypt pjénusta / IT services and admin. cost
Hdsnaedi / Building

Onnur rekstargjéld / Other expenditure

Rekstarkostnadur alls / Total Expenditure

Stada i arslok / Balance

Upplysingataekni

Lyfjastofnun tekur virkan patt i samstarfsverkefnum a svioi
upplysingataekni med lyfiastofnunum & EES. [ peim tilgangi var
gerd sérsmioi vio upplysingakerfi Lyfjastofnunar til ad audvelda
flutning & gognum til EMEA. Med aukinni samvinnu hefur ordid
liost ad upplysingateeknikerfi Lyfjastofnunar hafa hvorki pann
sveigjanleika né umfang sem porf er &. Tekin var akvéroun &
arinu ad fara i greiningu & upplysingateekniporfum stofnunar-
innar og hvada moguleikar eru fyrir hendi til ad auka pjénustustig
stofnunarinnar. Hagreeding var gerd i rekstri upplysingakerfa
og lagdar Inurnar fyrir rekstur til lengri tima. P4 hefur heimasida
verid { heildarendurskodun. Ny heimasida verdur tekin  notkun &
fyrri hluta naesta arsins 2007.

Icelandic Medicines Control Agency

2004 2005 2006
120,800 136,726 105,140
71,012 72,585 91,831
2,831 10,282 30,749
194,643 219,593 227,720
2004 2005 2006
138,823 154,185 174,981
9,619 11,721 11,829
17,532 16,269 31,498
7,820 8,260 9,151
4,691 11,315 6,748
178485 201,750 234,207
27,458 17,843 (6,487)
IT

Development of EU IT database are in full progress and demand
more active participation from EEA states each year. Included
was a tailor-made change to the IT system of the Agency in
order to facilitate transfer of data to EMEA. The increased
cooperation within EEA revealed also the shortcomings of the
Agency’s IT system with respect to opt flexibility and scope.
During the year it was decided to analyse the prospective needs
of the Agency and the feasibility of furthering service to its
clients as well as making long-term future plans.




Verklagsteymi og gaedamal

Storf verklagsteymis héfust arid 2006 i kijolfar breytinga & skipu-
lagi og skipuriti stofnunarinnar. Hlutverk teymisins er ad tryggja
mikilveega peetti i stefnu Lyfjastofnunar, m.a. ad stofnunin veiti
gdbda pjénustu og skilvirka afgreidslu erinda, bui vid einfalda
verkferla, skilvirkt skipulag og skynsamlega verkaskiptingu.

[ teyminu eiga saeti fulltrdar fra svidum stofnunarinnar auk
upplysingateeknistjéra og geedastjéra, sem er formadur.

Teymid hélt fimm fundi & arinu. Drygstum tima hefur verid

varid { ad fjalla um geedamal og geedahandbok, Gttektir p.&a m.
erlenda samanburdardttekt og drvinnslu hennar.

Préunarteymi

Tilgangur préunarteymis er ad vera vettvangur skodanaskipta
um stefnu Lyfjastofnunar, markmid og framtidarsyn. A érinu var
samin meistaraprofsritgerd i opinberri stjornsyslu (MPA) vio fé-
lagsvisindadeild Haskola [slands undir yfirskriftinni; Stefnumar-
kandli aeetlanagerd fyrir Lyfjastofnun: Adferdafraedi, greining
og tillbgur (h6fundur Gudmundur H. Pétursson) sem nyttist vel
i vinnu préunarteymisins. Préunarteymi dsamt 60ru starfsfélki
tok patt  greiningarvinnu sem fram fér vegna verkefnisins.

Upplysingadeild

Helstu verkefni upplysingadeildar eru tgafustarfsemi,
umsjén med heimasidu, tolfreedidrvinnsla & lyfiasélu, umsjén
med stefnumidudu arangursmati (Balanced Scorecard) og
upplysingagjof til almennings og fagstétta.

Tolfreeditrvinnsla lyfjasdlu var endanlega flutt til Lyfjastofnunar
fré heilbrigdis- og tryggingamalaraduneytinu. Patttaka
norreenni- samvinnu um upplysingar um lyfiasélu fluttist
einnig til Lyfjastofnunar. Upplysingar pessar eru gefnar at af
NOMESCO (Nordic Medico Statistical Committee) i Health
Statistics in the Nordic Countries.

A &rinu 2006 kom Gt Sérlyfiaskra 2005, unnid var ad gerd
nyrrar heimasiou, sem verdur tekin i notkun fyrri hluta ars
2007. Haldnir voru freedslufundir med starfsfélki lyfjabuda
og lyfiafyrirteekja, pa var haldinn freedslufundur med fulltrdum
fra sjuklingasamtékum og neytendum sem meeltist vel fyrir.

Procedures and quality

The Procedures Team was initiated following a reorganisation
of the Agency during 2006. The main objective of the team is
to ensure essential elements of the strategy of the organisation,
inter alia that the agency renders good service to its clients,
efficient handling of cases and requests, utilises simple
procedures, effective organisation and a reasonable

division of tasks. The Procedures Team observes and works
on implementing current strategy of the agency and has
acted as forum for discussions on procedures-related

issues requiring a general and broad approach. The team

is comprised of representatives from the agency’s units,
along with the head of IT and the quality manager who acts
as its chairman. The team convened five times during the
year. Substantial time has been spent on quality matters,

the quality manual and internal follow-up from an external
benchmarking exercise.

Strategy

The function of the Strategy Team is to act as a forum for
exchange of views on the strategy of the agency, its objectives
and vision for the future.

A master’s thesis in public administration from the School of
Social Sciences at the University of Iceland titled “Strategic
Planning for the Icelandic Medicines Control Agency, Meth-
odology, Analysis and Recommendations” (author Gudmundur
Pétursson) , was a useful tool. The Strategy Team, along with
several staff of the agency, took part in analytical tasks in con-
nection with the project.

Statistics and Communication

The main tasks of the Information Sector are publishing,
maintenance of the website, statistical evaluation, performance
management tool Balanced Scorecard and provision of
information to the general public and to health professionals.
The statistical evaluation of sales figures is a new task for
the agency, which has been transferred from the Ministry of
Health and Social Security, along with corresponding Nordic
cooperation. The Nordic Medico-Statistical Committee
(NOMESCO) regularly publishes this information in Health
Statistics in the Nordic Countries.

A Medicinal Product Catalogue was published in 2006, and
progress was made in updating the agency website, which
will be published in the first half of 2007. Info days were
held for pharmacy staff and industry as well as for patients’
organisations, which were well received.

Lyfjastofnun



V1. Eftirlitssvio

Ekki tokst ad standa vid Uttektaraeetlun fyrir arid 2006.
Endurskipulagning hefur verid & Eftirlitssvidi og mannabreytingar
sem leitt hafa til pess ad dzetlanir hafa farid dr skordum. Pjélfun
eftirlitsmanna vegna uUttekta & kliniskum lyfjarannséknum og
Uttektar & blédbanka héfst & arinu og lokiod var vio stefnumétun
og markmidssetningu vardandi eftirlit stofnunarinnar.

VI. Inspection Unit

Set targets for inspections for 2006 were not met. This was
mainly due to training of new inspectors and new responsibili-
ties as Good Clinical Practice, GCP and blood banks and Good
Vigilance Practice, GVP.

Setting policy for the Inspection Unit was finalised along with
setting objectives for inspections.

Eftirlit / Inspections 2004 2005 2006
Lyfjaframleidendur og vélsk6mmtunarfyrirtaeki / Industry 6 7 4
Lyfjabtdir, lyfiautibu og lyfiasélur / Pharmacies and pharmacy branches 39 20 4
Heilbrigdisstofnanir og sjlukrahtusapdtek / Health institutions and hospital pharmacies 11 13 0
Dyralaeknar / Veterinarians 10 0 0
Lyfjaheildsélur / Wholesalers 5 1 2
Markadsleyfishafar og umbodsmenn / MAHs and Representatives of MAHs and GVP 3 0 0
Skyndieftirlit / Inspections not scheduled 0 9 5
GMP - dttekt / GMP — inspection 0 0 2
bjalfun og erlent samstarf / Team training inspections 2 4 0
Samtals / Total 76 54 17
Yfirlit yfir verkefni / Main tasks 2004 2005 2006
Eftirlitsferdir / Inspections 77 54 17
Sérlyfjaeftirlit / Medicinal Products on the market 10 10 10
Utgéfa vottorda / Issuing of Certificates 679 363 663
Flokkun voru / Classification of products 190 72 47
Vaboo / Rapid Alerts 60 60 71

Dreifibréf / Circulars
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Lyfjagat - Aukaverkanatilkynningar Pharmacovigilance

Alls barust & arinu 71 tilkynning um aukaverkanir fra heilbrigdis- The agency received 71 adverse reaction reports for human
starfsfélki og markadsleyfishofum lyfia. Af pessum tilkynningum MP in 2006. Twenty-four of those were rated serious, involv-
voru 24 metnar alvarlegar og var um ad reeda 20 lyf sem ing twenty medicinal products. One adverse reaction report was
tengdust aukaverkununum. Af skradum sérlyfjum voru 5 skrad received for a veterinary medicinal product. It has been decided
& sidustu 5 arum. Ein tilkynning barst Lyfjastofnun vegna to use Eudravigilance databases (human and vet) for all adverse
dyralyfs. Tekin hefur verid akvordun um ad nyta Eudravigilance reaction report in Iceland.

gagnagrunnana Evrépsku lyfiastofnunarinnar (Eudravigilance
human, Eudravigilance vet) sem aukaverkanagagnagrunna
Lyfjastofnunar.

Tilkynningar um aukaverkanir Reported adverse reactions

84

27
B Allar aukaverkanir / All Reports
B Par af alvarlegar / Of which SARs
2004 2005 2006
Kliniskar lyfjarannséknir Clinical trials
Arid 2006 barust 25 umsaéknir um leyfi til kliniskra lyfja- The agency received 25 applications during the year for
rannsékna a ménnum. Tveer umsoknir voru dregnar til baka clinical trials in humans. Two of those were withdrawn and
og fidrum umséknum var hafnad. Alls eru i gangi 58 kliniskar four rejected. There are currently 58 clinical trials in progress.

lyfjarannséknir.

Kliniskar lyfjarannsoknir / Clinical Trials 2004 2005 2006
Heildarfjéldi umsckna / Total number of applications 20 18 25
Sampykktar / Accepted 15 19 14
Hafnad / Rejected 0 0 4
[ vinnslu / Not finalised 5 4 5
Dregin til baka / Withdrawn 2
Heildarfjoldi lyfjarannsékna i gangi / Total number in progress 58
Rannséknir & vegum lyfjafyrirtaekja / Commercial 19
Rannséknir & vegum annarra en lyfjafyrirteekja / Non commercial 6
Lyfjarannsdknir i ménnum / Clinical trials in humans 24
Lyfjarannsdknir i dyrum / Clinical trials in animals 1
Fjélbjédleg lyfjarannsdkn / Multicenter clinical trials 9 10 12
Adeins framkvaemd hér & landi / Clinical trials only in Iceland 11 8 13
Fasi | / Phase | 0 0 3
Fasi Il / Phase Il 9 5 3
Fasi Ill / Phase Il 8 10 12
Fasi |V / Phase IV 2 2 4
Annad — préun greiningateekis, formgalli / Other 1 1 3

Lyfjastofnun
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VII. Skrdaningarsvio

Sett markmid arsins ad halda timamaork um mat umsdékna um
markaosleyfi og tegundarbreytingar stédust.

Sett markmid um ao fjdlga Evrépskum verkefnum stédust, pa
er att vio visindaradgjof, 23 verkefni, gerd tvennra leidbeininga
og prjar matsgerdir voru ryndar.

island tok einnig ad sér ad vera vidmidunarland vegna umsékna
um markadsleyfi med gagnkveemri vidurkenningu.

Veitt leyfi eftir arum Authorisations

Midleeg ML
EU MA

Lands ML
National MA

Gagnkveem ML
MR 7/ DC MA

Samhlida innfl.leyfi
Parallel Import

VII. Licencing Unit

Set targets regarding time limits for assessing applications for
2006 were met.

The agency set targets for increasing scientific advice projects
for EMEA, peer-review and writing guidelines for EMEA’s Ef-
ficacy Working Party, which were met.

Iceland acted as a Reference Member State for application for
marketing authorisation through a mutual recognition procedure.

A total of 243 new authorisations were granted
in 2006.

W 2004
W 2005
[ 2006

Gild leyfi 31. des. 2006 Valid authorisations 31. Dec. 2006

9 183
81

The total number of marketing authorisations in
Iceland 31 December 2006 was 3,426.

W Midleeg ML / EU MA

[J Lands ML / National MA

W Gagnkveem ML / MR/DC MA
W Natturulyf / Herbal MA

[l Samhlida innflutt / Parallel Import

W Sméaskammtalyf / Homeopatic
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Endurnyjun markadsleyfa Renewed MAs

246

49

2004

325

121

2005

319

160

2006

Total number of renewals has increased
since last year.

B MR og lands / MR and national
W Midleeg / Centralised/(EU)

Midlaeg markadsleyfi utgefin innan timamarka Central Application for MAs issued within time limis in 2006

2004

7%

2005

80%

2006

The set time limit for handling applications for central marketing
authorisations is 30 days after a EU Commission Decision.
80% applications were finalised within set limits.

M Innan marka / Within limits
M Utan marka / Outside limits

Gagnkvaem ML utgefin innan timamarka MR/DC MAs issued within time limits in 2006

68%

32%

2004

63%

2005

97%

3%

2006

The set time limit for marketing authorisations through he mutual
recognition procedure is 30 days after finalisation of the MR or DC
procedure. 97% applications were finalised within set limits.

W Innan marka / Within limits
M Utan marka / Outside limits

Lands ML utgefin innan timamarka National MAs issues within time limits in 2006

2004

Icelandic Medicines Control Agency

2005

91%

2006

Assessment was within set limits in 91% of cases in 2006
for national authorisations.

M Innan marka / Within limits
M Utan marka / Qutside limits



Samhlida leyfi utgefin innan timamarka Parallel authorisations issued within time limits in 2006

100%

2004

Tegundabreyting I og Il - lokid

79%

2005

2006

2004

Visindaradgjof Scientific Advice

2005

2929

2006

2005

2006

Parallel import licenses were issue for 21 products in 2006, with 60%
within set time limits (120 days) and 90% were finalised within 135 days.

M Innan marka / Within limits
W Utan marka / Outside limits

Type I and Il variations - finalised in 2006

B Tegundabreyting | / Type |
B Tegundabreyting Il / Type Il

B Visindaradgjsf EMEA / SA EMEA
B Visindaradgjof IMCA / SA IMCA
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. VIII. Lykiltolur 2006 Key figures 2006

Rekstrartélur / Budget summary M. Kr
Rekstrartekjur / Revenue -227,720
Rekstrarkostnadur / Expenditure 234,207
bar af launakostnadur / Staff 174,981
Rekstraratkoma / Balance 6,487

Starfsmannamal / Human Resources

Starfsmenn i lok ars 2006 / Staff Fjoldi / Number
Heildarfjoldi starfsmanna / Total staff 35
Heildarfjoldi st6dugilda / Total fulltime posts 31,7
Starfsmannavelta / Staff turnover Hlutfall /7 Percentage
Starfsmannavelta / Staff turnover 19
Skipting eftir starfsgreinum / Professions Fjoldi / Number
Liffreedingur / Biology 1
Efnafraedingar / Chemistry 2
Tannlaeknir / Dentist 1
Laeknar / Phycisians 3
Vidskiptafreedingur / Buisness administration 1
Lyfjateeknar / Pharmacy technicians 6
Lyfjafreedingar / Pharmacists 13
Hjdkrunarfreedingur / Nurse 1
Télvunarfreedingur / IT expert 1
Légfreedingur / Attorney at law - Advocate 1
Adrir starfsmenn / Others 5
Skipting eftir kynjum / Gender Fjoldi / Number
Konur / Female 27
Karlar / Male 8
Medalaldur / Average age Aldur / Average Age
Medalaldur / Average age 48

Innlit & heimasidu / Visit to website
Heimasida / Home page 244,836

Sérlyfjaskra / National Formulary 183,891
Adrar sidur / Other 116,052

Icelandic Medicines Control Agency



Lyfiamarkadurinn & Islandi / The Pharmaceutical market in Iceland

Lyfjafyrirteeki (eftirlitshbegar) / Industry Fjoldi / Number
Framleidslufyrirteeki / Industry 10
Lyfjaheildsélur / Wholesalers 5
Lyfjaverslanir, utibt og lytsélur / Pharmacies and pharmacy branches 97

Adrir eftirlitshegar / Others

Heilbrigdisstofnanir / Hospitals, Nursing homes and Health clinics 174
Dyraleeknar / Veterinarians 129
Kliniskar rannsdéknir opnar / Clinical Trials in progress 58

Lyfjabtié af medalstzerd & islandi i drslok 2006 / Average Pharmacy in Iceland

Fjoldi / Number
Opnunarstundir & viku / Opening hours per week 52.9
Lyfjadvisanir / Prescriptions 39,076
Lyfjafreedingar / Pharmacists 1.4
Lyfjateeknar / Pharmacy technicians 0.8

Adrir starfsmenn / Other employees 2.5

Lyfjastofnun Icelandic Medicines Control Agency 19



ATC Kostnadur og notkun lyfja / Cost and DDD M. Kr.* DDD/1000

inh./day
A Meltingarfeera- og efnaskiptalyf / Alimentary tract and metabolism 1,746 113
B Bloédlyf / Blood and blood forming organs 872 101
C Hjarta- og sedasjiukdémalyf / Cardiovascular system 2,089 367
D Hudlyf / Dermatologicals 423 94
G bvagfeeralyf, kvensjukdémalyf og kynhormdnar / Genito urinary system
and sex hormones 958 140
H Horménalyf, nnur en kynhormdnar / System hormonal preparations
excluding sex hormones 250 32
J Sykingalyf / General antiinfectives, systemic 1,387 25
L AExlishemjandi lyf og lyf til naemistemprunar / Antineoplastic
and immunomoduling agents 1,698 11
M Védvasjikdéma- og beinagrindarlyf / Musculo-skeletal system 828 80
N Tauga- og gedlyf / Central nervous system 4,600 208
P Sniklalyf / Antiparasitica 45 1
R Ondunarfzeralyf / Respiratory system 1,287 108
S Augn- og eyrnalyf / Sensory organs 299 11
4 Ymis lyf / Various 149 0,1
Samtals / Total 16,629 1,381
Velta kostnadarsémustu lyfja & islandi / Most costly Medicinal Products M. Kr.
Remicade 292,1
Nexium 195,3
Helixate NexGen 194,9
Ibufen 180,4
Nexium 174,4
Seretide Diskus 164,5
Zarator 137,6
Cozaar Comp. 130,0
Enbrel (Lyfjaver) 122,8
Seretide Diskus 106,5
Sandoglobulin 105,3
Casodex 100,9
Rebif 100,2
Herceptin 99,6
Paclitaxel Mayne 933
Velta / Turnover M. Kr.*
Lyf afgreidd & lyfsedil / Precription drugs 9,973
Lausasélulyf / OTC-drugs 2,195
Sjukrastofnanir og fl. / Hospitals and institutions 4,461

Samtals / Total turnover 16,629

Heimild/Reference: Heilbrigdis- og tryggingamélaraduneytid / The Ministry of Health and Social Security
* Utséluverd (r apSteki med vsk. samkvaemt lyfjaverdskré 12.2005 / Retail price incl. vat. Reference price list 12.2005
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Skraningarsvid / Licencing Unit

Markadsleyfi / Marketing authorisation and applications

Markadsleyfi / Marketing authorisations

Umsdknir i vinnslu / Applications in progress

Ny markadsleyfi veitt | New marketing authorisations
Endurskraningar / Renewals

Afskraningar / Withdrawals

Eftirlitssvio / Inspection Unit

Yfirlit verkefna / Overview on tasks

Eftirlitsferdir / Inspections

Sérlyfjaeftirlit / Medicinal Products on the market
Utgéfa vottorda / Issuing of certificates

Flokkun véru / Classification of products

Vabod / Rapid Alerts

Dreifibréf / Circulars

Eftirlitspegar - fjoldi uttekta / Inspections

Lyfjaframleidendur og vélsk6mmtunarfyrirtseki / Industry

Lyfjabudir, lyfjautibt og lyfjasélur / Pharmacies and pharmacy branches
Lyfjaheildsélur / Wholesalers

Skyndieftirlit / Inspection not scheduled

GMP — dttekt / GMP - inspections

Fjoldi / Number
3,426

548

243

241

149

Fjoldi / Number
17

10

663

47

71

2

NG Nd AN N

Samtals / Total 17

Lyfjagat / Advers reactions Fjoldi tilkynninga / Number of reports

Mannalyf / Human Medicinal Products
Dyralyf / Veterinary Medicinal Products
Kliniskar lyfjarannsoknir / Clinical trials

Nyjar rannséknir & vegum lyfjafyrirteekja / Commercial
Nyjar rannsoknir & vegum annarra en lyfjafyrirteekja / Non commercial

71
1

Fjoldi / Number

19
6
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