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[.  Inngangur

Skortur & lyfjlum a littum markadssvaedum & Evropska efnahagssveedinu er malefni sem hefur fengid
téluverda athygli & arinu. Forstjorar lyfiastofnana a Evropska efnahagssveedinu hittast reglulega og eitt af
morgum verkefnum hépsins var ad stofna starfshop sem skodadi sérstaklega skort & mannalyfijum a litlum
markadssveedum. Framkvaemdastjorn ESB hefur stadfest ad hér sé um vanda ad reeda sem naudsynlegt
sé ad bregdast vid, jafnvel med lagabreytingu.

[ kjolfar alpingiskosninga i mai sl. var myndud ny samsteypustjorn. Nyr heilbrigdisradherra hefur lagt aherslur
a lyfiamal og breytingar i heilbrigdismalum. Fidlbreyttara urval lyfja og lausnir & peim vanda pegar akvedid

lyf er ekki faanlegt er medal mikilveegra verkefna. Med petta markmid i huga leitadi radherra eftir samvinnu
vid hinar Nordurlandapjédirnar um sameiginlegan norreenan lyfamarkad. Vinnuhépur, sem fsland styrir, var
settur a laggirnar til ad kanna hvort slikt markmid veeri framkveemanlegt.

Ny visindanefnd um Iyf fyrir bérn var skipud i samraemi vid reglugerd 1901/2006/EB. Nefndin a stort verkemni
fyrir hdndum. Lyfjastofnun Evrépu, EMEA, gerir sivaxandi kréfur um vinnuframlag sérfreedinga lyfiastofnana
EES an pess ad greidsla s&€ moguleg i mdrgum tilvikum. Umreeda hefur verid um pessar auknu kréfur a
fundum forstjéra lyfiastofnana EES. Stofnanirnar hafa takmarkad rekstrarfé og auknar kréfur & sérfreedivinnu
til EMEA veldur vandmalum heima fyrir. Vinnuhdpur a vegum forstjéranna er ad skoda pessi mal og leita
lausna.

Vinnuélag a lyfiastofnanir EES eykst med hverju ari. NU er svo komid ad flestar lyfiastofnanir EES eru

med margra manada bidlista fra lyfjafyrirtaekjum um ad taka ad sér ad vera i forsvari fyrir umsoknir med
gagnkveemri vidurkenningu, ,Decentralised/ Mutual Recognition applications (DC/MRA)”.

Nefnd sem fjallar um slikar umsoéknir, CMDh, hefur lagt fram tilldgur til pess ad draga Ur pessum vanda.
Lyfiastofnun hefur sett sér markmid um ad fidlga umséknum & naestu arum sem stofnunin mun hafa umsjon
med. Med petta markmid i huga er naudsynlegt ad fidlga sérfreedingum, sem aftur kallar & steerra hiisneedi,
en leit ad nyju husneedi er pegar hafin.

Lyfiastofnun hof tilraunaverkefni i mai sl. par sem teki®d var vid tilkynningum um aukaverkanir lyfia fra
almenningi. Petta verkefni var ekki mikid kynnt og adeins barust fimm tilkynningar. Fra og med nasstu
aramo6tum mun Lyfiastofnun taka vid tilkynningum um aukaverkanir fra almenningi & sama hatt og fra
heilbrigdisstarfsfolki.

Lyfiastofnun hefur hafid endurnyjun & hugbunadarkerfum stofnunarinnar i peim tilgangi ad auka skilvirkni og
sinna pannig betur fyrirliggjandi og nyjum verkefnum. Heilbrigdisradherra opnadi nyjan vef Lyfiastofnunar

i april og hefur hann meelst vel fyrir hja notendum.

Samningur var gerdur vid hugbunadarfyrirtaekid Skyrr um ad adlaga stadladan Microsoft hugbunad ad
porfum stofnunarinnar. Stefnt er ad pvi ad fyrsti afangi ad nyju kerfi verdi tekinn i notkun & arinu 2008

sem skref ad pvi markmidi ad stofnunin verdi pappirslaus arid 2010.

Starfsemin hefur gengid vel i & en mikid alag hefur verid a starfsfélki stofnunarinnar vié ad ljuka verkefnum
og takast a vid ny. Kann ég 6llum starfsménnum bestu pakkir fyrir vel unnin storf.

?Wﬂ;% Gonens B TR

Rannveig Gunnarsdottir, forstjori
April 2008
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[.  Summary

Non-availability of medicinal products has been a hot topic this year. Heads of Medicines Agencies in EEA
have been active and amongst many projects a task force was established to look into availability of human
medicinal products in small markets where non-availability is a common problem. The Commission has
acknowledged this problem and will look at the legislation with an amendment in mind.

Following elections for Parliament in May in Iceland there was a new coalition Government. The new Minister
of Health focuses on medicines and changes in the health care system. A broader selection of medicinal
products and solutions for non-availability of medicinal products on the Icelandic Market is amongst other
important issues.

With these targets in mind the Minister of Health sought collaboration with the other Nordic Countries
towards a common Nordic Market for medicinal products. A Working Group was established, headed by
Iceland, to explore the feasibility of such a goal.

A new scientific committee, the Pediatric Committee, was established according to the new Regulation
EC/1901/2006. The committee will have a heavy agenda. An increasing demand has been for Scientific
Experts to contribute to the work at EMEA where EMEA is not able to cover the cost of the work.

This has been discussed at the meetings of Heads of Medicines Agencies in EEA. All Agencies have a limited
Budget and an increased demand for the Experts at Community level is creating problems at home.

A task force on behalf of Heads of Medicines Agencies is looking into this problem focusing on solutions.

The workload at Medicines Agencies in EEA is increasing. There are not enough available resources at

the Agencies for them to act as a Reference Member State, RMS, for Decentralised/ Mutual Recognition
applications (DC/MRA), which is creating a problem for the Industry. The Committee for DC/ MR Procedures
has come up with suggestions to Heads of Agencies and the Industry, with the aim of increasing resources
s0 the countries can take the role of RMS. IMCA has been preparing for the future by taking on new
responsibilities and facing the increasing demand for acting as a Reference Member State.

In 2008 IMCA plans to take on more MR/ DC applications as a Reference Member State.

To face these new tasks search for a new location has started.

In May IMCA decided to start a pilot project to accept adverse event reports of medicinal products from
patients. The pilot project was not promoted much so only 5 adverse events were reported. From the
beginning of next year IMCA will be accepting reports from patients as well as from health professionals.

IMCA has focused on IT and renewing the IT systems. The Minister of Health opened our new website in
April which has been well received by users. A contract was made with an IT company, Skyrr, to adjust
Microsoft software for the Agency. The plan is that in 2008 parts of the new system will be functioning
with the aim that IMCA will be a paperless Agency in 2010.

In summary this has been a productive year and the staff of IMCA has been hard pressed in managing
all activities including taking on some new ones. | express my thanks to all staff for a job well done.

?Wﬂ;% Gonens B TR

Rannveig Gunnarsdottir, Executive Director
April 2008
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II. Hlutverk, markmio og leidarljos

Logbundid hlutverk Lyfjastofnunar er ad:

° Meta lyf og adrar vérur sem heyra undir lyfialdg nr. 93/1994 i samraemi vid peer reglur sem gilda a Evrépska
efnahagssveedinu.

o Annast Utgafu, breytingu, nidurfellingu og afturkdllun markadsleyfa lyfia (Marketing Authorisations) i samreemi
vid reglur sem gilda & Evropska efnahagssveedinu.

° Afgreida umsoknir um leyfi til ad flytja inn og selja gegn lyfsedli lyf sem ekki hafa markadsleyfi hér & landi.

° Annast Utgafu leyfa til rannsokna med lyf (kliniskar lyfjaprofanir og rannsoknir & adgengi lyfja) og hafa eftirlit
med framkveemd slikra rannsokna.

° Annast skraningu aukaverkana lyfia, eftirlit med lyfiagat og veita upplysingar um lyf i samvinnu
vid Landlaeknisembaettio.

° Annast faglegt eftirlit med innflutningi lyfia, lyfiaefna og hraefna til lyfiagerdar eda annarrar véru sem undir
stofnunina heyrir.

° Annast faglegt eftirlit med starfsemi lyfiabuda, lyfiaheildverslana og lyfiagerda og eftirlit med handhéfum

markadsleyfa lyfila og umbodsménnum peirra og annarra fyrirteekja, stofnana og einstaklinga er selja,
framleida, flytja inn eda bua um Iyf.

° Hafa eftirlit med lyfiaauglysingum og sja til pess ad kynning og dreifing lyfia sé i samraemi vid gildandi 16g
og reglur.

° Hafa sértaekt eftirlit med avana- og fiknilyfilum.

o Hafa eftirlit med starfsemi blédbanka og vefiamidstddva.

° Hafa samvinnu vid erlendar stofnanir & svidi lyflamala, s.s. Lyfiastofnun Evrépu (EMEA), adrar lyfiastofnanir

EES, lyfiaskrarnefnd Evrépuradsins og alpjédasamtok lyfjaeftirlitsmanna, PIC/S.

Hlutverk og markmid Lyfjastofnunar

Hlutverk og markmid Lyfjastofnunar er ad studla ad heilbrigdi manna og dyra meé:

o Mati @ geedum og avinningi/aheettu vid notkun lyfs og tryggja ad naudsynleg lyf séu & markadi,

° Faglegu eftirliti svo lyf og skyldar vorur og starfsemi fyrirteekja i lyfiadreifingu uppfylli kréfur heilbrigdisyfirvalda,

° Upplysingagjof svo heilbrigdisstéttir og almenningur hafi nyjar 6hadar upplysingar um lyf med neytendavernd
ad leidarljosi,

o Skilvirkri pjonustu vid hagsmunaadila i samvinnu vid helstu sérfreedinga a svidi lyfiamala.

Leidarljos Lyfjastofnunar

o Gazedi: Lyfiastofnun leggur aherslu & ad hja stofnuninni starfi avallt vel menntad, haeft og upplyst starfsfélk og
sérfreedingar a svidi lyflamala, vid mat & geedum og 6ryggi lyfja, vid faglegt eftirlit med adilum f lyfiaframleidsiu,
dreifingu og upplysingamidlun. Lyfiastofnun bydur skapandi vinnuumhverfi, gdéda starfsadstédu og teekifeeri
til simenntunar og framproéunar i starfi.

o Traust: Areidanleiki og 6gud vinnubrégd tryggja 6ryggi og skapa traust hagsmunaadila. Lyfiastofnun vill skapa
traust hagsmunaadila s.s. med oflugri upplysingagjof, samkvaemni og areidanleika, virdingu og opnum
samskiptum og samvinnu.

o 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
naudsynleg lyf séu & markadi. Petta er gert med godu adgengi ad upplysingum og leidbeiningum hja
Lyfiastofnun, adgengi ad feerustu sérfreedingum og vel menntudu og pjalfudu starfsfolki i 6flugu samstarfi
vid heilbrigdisyfirvold, erlendar systurstofnanir & EES sveedinu og Lyfjastofnun Evrépu.
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II. Statutory Function, Mission Statement and Core Values

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

. Evaluate medicinal products and other products falling under the Medicinal Products Act No. 93/1994
in accordance with the rules in force in the European Economic Area.

. Issue, amend and suspend marketing authorisations for medicinal products in accordance with the rules
in force in the European Economic Area.

. Process applications for using medicinal products that do not have a valid marketing authorisation in Iceland.

o Issue licences for clinical trials and monitor the process of such trials.

o Ensure registration of adverse effects of medicinal products and the provision of information on medicinal
products in cooperation with the Directorate of Health.

o Monitor import of medicinal products, active substances and raw materials for the preparation of medicinal
products.

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

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

o Monitor use of narcotic drugs.

o Monitor blood and tissue establishments.

. Cooperate with foreign institutions in the pharmaceutical field, i.a. the European Medicines Agency (EMEA),

other regulatory authorities in EEA, European Pharmacopoeia Committee and Pharmaceutical Inspection
Convention/Scheme, PIC/S.
Mission Statement

The mission of the Icelandic Medicines Control Agency is to promote the health of humans
and animals by:

. Evaluating the quality and risk/benefit of medicinal products and ensure that essential medicinal products
are available.

. Scientific monitoring so that medicinal products and the activities of companies distributing medicinal
products meet the requirements of public health authorities.

o 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

o 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 and distributing medicinal products and
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
medicinal products and instructions on current law and regulations, in order to ensure that essential medicinal
products are on the market. This is accomplished by good accessibility to information and instructions at
the Icelandic Medicines Control Agency, access to the most capable experts and highly trained employees
in dynamic collaboration with regulatory authorities in the EEA and the European Medicines Agency.

Lyfjastofnun - Icelandic Medicines Control Agency (IMCA)




III. Skipurit III. Organisation Chart

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

Forstjori

Executive Director

Lyfjanefnd
"""""" Pharmaceutical
Committee
Verklagsteymi
Procediiiesii Framkveaemdarad
bréunarteymi Executive Support
Policy WG
Stjérnsysla / Skraningarsvid / Eftirlitssvid /
Administration Licencing Unit Inspection Unit
o Geedamal / o Markadsleyfi / o Eftirlit /
Quality Marketing Authorisations Inspection
e Upplysingataekni / e Undanpagur / e |yfjagat /
IT Special Licences Pharmacovigilance
e Fjarmaladeild / e Kliniskar lyfiarannséknir / e Flokkun /
Financial Sector Clinical Trials Classification
o | 6gfraedideild /
Legal Sector
e Upplysingadeild /
Information Sector
— — — —_—
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IV. Lyfjanefnd

Lyfianefnd Lyfjastofnunar er radgjafarnefnd stofnunarinnar
um lyfiamal. Nefndin er skipud fimm ménnum

med sérfraedikunnattu a sem vidustu svidi leeknis- og
lyfiafreedi.

Heilbrigdisradherra skipar formann.

Adra nefndarmenn, auk fimm varamanna, skipar radherra
i samradi vid formann. Pegar fjallad er um dyralyf taka
saeti { nefndinni yfirdyraleeknir og dyraleeknir, skipadir af
radherra i samradi vid formann nefndarinnar.

Varamenn peirra eru skipadir & sama hatt.

Skipunartimi nefndarinnar er fidgur ar.

Lyfianefnd hélt atta fundi a arinu 2007.

Lyfianefnd Lyfjastofnunar skipa:

Formadur:
Sigurdur B. Porsteinsson, yfirlasknir.

Adrir nefndarmenn:

Arni Kristinsson, sérfraedingur / laeknir.

Brynjar Vidarsson, sérfraedingur / leeknir.

Elin Soffia Olafsdttir, préfessor / lyfiafraedingur.
Jakob L. Kristinsson, désent / lyfiafreedingur.
Halldér Rundlfsson, yfirdyraleeknir.

Sigurdur Orn Hansson, forstédumadur / dyralaeknir.

IV. The Pharmaceutical
Committee

The Pharmaceutical Committee is an advisory committee
to the Agency. The Committee is comprised of five persons
with the broadest possible expertise in medicine and
pharmaceuticals.

The Minister of Health appoints the Chairman.

Other members including five alternatives are appointed
by the Minister in cooperation with the Chairman.

When veterinary medicinal products are dealt with the
Chief Veterinary Officer and a veterinarian appointed by
the Minister of Health attend the meetings.

The Committee is appointed for a four-year term.

Chairman:
Sigurdur B. Porsteinsson, Infectious Disease Consultant.

Other committee members:

Arni Kristinsson, Cardiology Consultant.

Brynjar Vidarsson, Hematology Consultant.

Elin Soffia Olafsddttir, 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 (IMCA)
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Lyfjastofnun

V. Stjornsysla

Rekstur 2005-2007 i m. kr*

Tekjur / Revenue
Skatttekjur / Tax income
Umsoknargjold / Fees

Adrar tekjur / Other income

Tekjur alls / Total Revenue

Rekstarkostnadur / Expenditure

Samtals laun / Staff
Ferdir og fundir / Travel and meetings

Adkeypt pjonusta / IT services and outsourced services

Husnaedi / Accommodation
Onnur rekstrargjold / Other expenditure

Rekstrarkostnadur alls / Total Expenditure

Stada i arslok / Balance

V. Administration

Budget summaries 2005-2007 in M. IKr.*

2005 2006 2007
136,7 105,1 117,3
72,6 91,8 118,5
10,3 30,7 26,3
219,6 227,7 262,0
2005 2006 2007
154,2 175,0 205,2
11,7 11,8 11,2
16,7 31,5 38,6
8,3 9,2 10,2
11,3 6,7 12,0
201,8 234,2 277,2
17,8 (6,5) (15,2)

* Bradabirgdayfirlit fra mars 2008 / * Preliminary statement March 2008

Upplysingataekni

Nyr hugbunadur fyrir vef Lyfjastofnunar var tekinn

i notkun og nyr vefur opnadur i lok april.

A haustmanudum var samid vid Skyrr um gerd nys
upplysingakerfis fyrir Lyfjastofnun sem aetlad er ad
pjona flestum pattum stofnunarinnar.

Fyrsti &fangi kerfisins neer til lyfiamalakerfis og
samskiptakerfis stofnunarinnar en i seinni afbngum
verdur [6gd ahersla a rafreena mottdku gagna og
rafreen samskipti.

Medicines C

rol Agency (IMCA)

IT

A new website was developed and launched at
the end of April.

In the autumn a contract was signed with an

[T company, Skyrr, to develop our new IT system.
The first part will include the medicinal products
repository and following will be the website portal
stressing electronic communication.




Verklagsteymi og gaedamal

Meginstarf verklagsteymis stofnunarinnar arid 2007 var

ad fylgja eftir pattum sem fram komu vid Uttekt lyfiastofnana
Evropu, Benchmarking of European Medicines Agencies
(BEMA). Skodad var sérstaklega hvada pattum matti

breyta eda basta vid og var héfd hlidsjon af pvi sem adrar
lyfiastofnanir hafa gert best.

Tuttugu og fiégur ny gaedaskjol voru gefin Ut a arinu,
stefnuskjol, verkferlar, vinnulysingar og eydublod.

Auk pess voru fiorutiu énnur skjol uppfeerd og endurdtgefin.
Innri Uttektir héldu afram & arinu og voru sérstaklega skodadir

ferlar vid landsskraningu lyfia og adkoma lyfianefndar ad peim.

Prounarteymi

Meginahersla préunarteymis Lyfiastofnunar arid 2007 var
ad reeda tilldgur ad verkefnum fyrir stefnumadtunardag
stofnunarinnar og starfsdag starfsmanna og fara yfir og
endurskoda meginmarkmid arsins.

Einkum var reedd framtidarsyn stofnunarinnar, rafreen
stjornsysla og naudsynleg sérfreedipekking.

Upplysingadeild

Heilbrigdisradherra opnadi nyjan vef Lyfiastofnunar 30. april
2007. Umtalsverdar breytingar voru gerdar & vefnum og
adgengi ad efni bastt til muna. Sérstok ahersla er 16gd

a upplysingar til aimennings og hafa vidbrégd verid god.

Enski hluti sidunnar var endurskodadur til ad pjéna betur
erlendum vidskiptavinum. Gefinn var Ut leidbeiningabasklingur
um tilkynningar aukaverkana dyralyfia og hafin var vinna vi®
Utgafu a réd upplysinga- og kynningabeaeklinga um starfsemi
Lyfjastofnunar.

A érinu var lokid vid gerd nys télfreedigrunns. | grunninn er
safnad upplysingum fra lyfiaheildsélum um selt magn lyfia.
Med tilkomu grunnsins verdur dll vinnsla lyfiatdlfreedigagna
audveldari og 6ruggari. Upplysingar Ur grunninum eru einnig
notadar til Utreikninga a stofni lyfjaeftirlitsgjalda.

Upplysingar um lyfiasolu 4 Islandi birtast einnig i Health
Statistics in the Nordic Countries sem gefid er Ut af
NOMESCO (Nordic Medico Statistical Committee) og
eru birtar & netinu (www.nom-nos.dk).

Haldnir voru freedslufundir med starfsfolki lyfiabluda og
lyfiafyrirteekja sem maeltust vel fyrir.

Procedures and quality

The main tasks of the Procedures Team during 2007 were
internal follow-up from an external “Benchmarking of
European Medicines Agencies” (BEMA) initiated and
emphasised by the Heads of Medicines Agencies within

the European Economic Area. Special attention was given to
issues raised during the external visit with additional focus on
strengths and best practices of other agencies, and the
viability of applying them for a relatively small agency like
IMCA.

Twenty-four quality documents were issued during the year,
strategy documents, standard operating procedures and
templates. Furthermore forty other quality documents were
reviewed and reissued.

Internal audits continued with special emphasis on
procedures related to national marketing authorisations and
the involvement of the Pharmaceutical Committee in that
procedure.

Strategy

The main focus of the team during 2007 was to elaborate
on agenda items for the annual strategy days of management
and staff and to review the main objectives of the Agency.

Particular attention was given to the long-term operation
of the Agency, steps towards paperless agency and
professional expertise needed.

Statistics and Communication

A new Agency website was launched on April 30th 2007.
Considerable amendments were made and access to subject
matters and search capabilities improved, with special
emphasis on information to the general public.

The main purpose of the changes is to serve target groups
better, to enhance access to pertinent information by the
general public, the pharmaceutical industry and health
professionals. Furthermore the English version has been
improved to better serve foreign customers. The National
Medicines Formulary for health professionals and the public
has also been improved.

By the end of the year a new database for statistical
evaluation of sales figures for medicines from wholesalers had
been established, by which all statistical analysis of sales data
was considerably improved and made safer. The decision on
fees is inter alia based on data from the database.

Information on sales figures of medicines in Iceland can also
be found in Health Statistics in the Nordic Countries
published by NOMESCO (Nordic Medico Statistical
Committee), accessible on the Internet (www.nom-nos.dk).

Info-days were held for pharmacy staff and industry, which
were well received.

Lyfjastofnun
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VI. Eftirlitssvio

Markmid um ad svara erindum innan timamarka ari¢ 2007
nadust ad mestu leyti. Pjalfun eftirlitsmanna til Uttekta

a blodbdnkum lauk & arinu med formlegri Uttekt

a Blodbankanum i Reykjavik.

Unnid var ad aframhaldandi pjalfun eftirlitsmanna til GMP
Uttekta og Uttekta & kliniskum lyfiarannsoéknum og
lyfiagatarkerfum. Nyju formi a eftirliti var bastt vid arid 2007,
svonefndu pappirseftirliti, par sem stofnunin éskar eftir
skriflegum upplysingum um akvedna peetti i starfsemi
eftirlitspega.

A grundvelli reglugerdar nr. 990/2007, um gaedi og 6ryggi
vid medhdndlun frumna og vefia Ur ménnum baetast
veflamidstddvar i hop eftirlitspega Lyfjastofnunar.

Markmid um innleidingu lyflagatarkerfis vegna dyralyfia

a arinu stodust.

VI. Inspection Unit

The main targets set for inspections for 2007 were achieved.
Training of inspectors for inspecting blood banks was
finalised during the year and culminated in inspection of
the Blood Bank in Reykjavik.

Ongoing training of GMP inspectors and inspectors for
clinical trials and pharmacovigilance continued.

New form of inspections was introduced in 2007, desktop
inspections, where a well-defined group of companies and
institutions with similar functions submits specified
information on a predetermined part of its functions.
Regulation No. 990/2007 came into force, on quality and
safety in handling of cells and tissues in humans, whereby
tissue establishments are to be inspected by IMCA.

Eftirlit / Inspections 2005 2006 2007
Lyfjaframleidendur og vélskdmmtunarfyrirtaeki / Industry 8 7 7
Blédbankar/Vefjamidstédvar / Blood banks/Tissue establishments 0 0 1
Lyfiaheildsolur / Wholesalers 10 3 2
Lyfjabuair, lyfjadtibu og lyfiasélur / Pharmacies and Pharmacy branches 24 7 8
Heilbrigdisstofnanir og sjukrahtsapétek / Health institutions and Hospital pharmacies 15 0 0
Markadsleyfishafar og umbodsmenn / MAHs and Representatives of MAHs 0 0 0
Dyraleeknar / Veterinarians 0 0 0
Kliniskar lyfjarannsoknir / GCP - Lyfjagatarkerfi / GVP 0 0 0
Annad eftirlit / Other inspections 1 0 0
Samtals / Total 58 17 18
2005 2006 2007
Yfirlit yfir verkefni / Main tasks
Eftirlitsferdir / Inspections 58 17 18
Pappirseftirlit / Desktop inspections 60
Eftirlit i tolli / Inspections at Customs 50
Sérlyfjaeftirlit / Medicinal products on the market 10 10 17
Utgafa vottorda / Issuing of Certificates 363 663 505
Flokkun véru / Classification of products 72 47 29
Vabod / Rapid Alerts 60 71 112
Dreifibréf / Circulars 8 2 9
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Lyfjagat - Aukaverkanatilkynningar

Alls béarust 100 tilkynningar um aukaverkanir lyfja & arinu
2007. Af peim voru 88 tilkynningar fra heilbrigdisstarfsfolki
og markadsleyfishoéfum lyfja. Fimm tilkynningar barust fra
almenningi. Sex tilkynningar barust vegna lyfja i kliniskum
lyflarannsoknum og ein tilkynning barst Lyfjastofnun vegna
dyralyfs. Af pessum tilkynningum var 41 metin alvarleg

og var um ad reeda 50 lyf sem tengdust aukaverkununum.
Af skradum sérlyfijum voru 12 skrad a sidustu fimm arum.
Eudravigilance Veterinary gagnagrunnur Evrépsku
lyflastofnunarinnar, EMEA, var tekinn i notkun sem
lyflagatargrunnur stofnunarinnar fyrir tilkynningar vegna
dyralyfia &rid 2007.

Tveer tilkkynningar barust til Lyfjastofnunar vegna
feedubdtarefna, dnnur fra heilbrigdisstarfsmanni en hin

fra einstaklingi.

Pharmacovigilance - Reports on adverse reactions

The agency received 100 adverse reaction reports in 2007,
with eighty-eight from health professionals and market
authorisation holders. Five reports were received from

the public. Six reports were received on medicinal products
used in clinical trials and one report for a veterinary medicinal
product.

Of all reports received, forty-one was rated serious, involving
fifty medicinal products. Of the authorised proprietary
medicinal products concerned twelve had been authorised
during the last five years.

The use of the Eudravigilance Veterinary Database of the
European Medicines Agency, EMEA, was initiated during
2007 for reports on veterinary medicinal products.

The agency received two reports related to food
supplements, one from a health professional and the

other one from the general public.

Tilkynningar um aukaverkanir / Reported adverse reactions

100
84
71
41
36
. . .

2005 2006

Lyfjastofnun

-I Allar aukaverkanir / All reports
. par af alvarlegar / Of which SARs

2007
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Kliniskar lyfjarannsoknir Clinical trials

Ari® 2007 barust 9 umsdknir um leyfi til Kliniskra The agency received 9 applications during the year for clinical
lyfiarannsokna i ménnum. Af peim var ein umsokn trials in humans, one was withdrawn and one was rejected.
dregin til baka og einni umsokn var hafnad. There are currently 40 clinical trials in progress in Iceland.

Alls eru 40 Kliniskar lyfiarannsoknir i gangi skradar
hja Lyfjastofnun.

Kliniskar lyfjarannséknir / Clinical Trials 2005 2006 2007
Heildarfjéldi umsékna / Total number of applications 18 25 9
Sampykktar / Accepted 19 14 7
Hafnad / Rejected 0 4 1

i vinnslu / Not finalised 4 5 0
Dregin til baka / Withdrawn 2 1
Heildarfjoldi lyfiarannsékna i gangi / Ongoing trials 58 40
Rannsoknir & vegum lyfjafyrirteekja / Commercial 19 4
Rannsoknir & vegum annarra en lyfjafyrirtaekja / Non commercial 6 5
Lyfjarannséknir i ménnum / In humans 24 9
Lyfjarannséknir i dyrum / In animals 1 0
Fjolpjodleg lyfiarannsokn / Multicenter 10 12 4
Adeins framkvaemd hér & landi / Only in Iceland 8 13 5
Stig | / Phase | 0 3 3
Stig Il / Phase ll 5 3 0
Stig IIl / Phase Il 10 12 4
Stig IV / Phase IV 2 4 2
Annagd / Other 1 3 0

- - —
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VII. Skraningarsvio

Sett markmid arsins um timamork a afgreidslu umsokna
um markadsleyfi og breytingar a peim stédust ad mestu.
pa tokst ad fidlga verkefnum i Evropusamstarfi.

Fulltrdar Lyfiastofnunar i SAWP (Scientific Advice Working
Party) 6nnudust visindaradgjof vegna 17 lyfja fyrir EMEA
(Lyfiastofnun Evrépu) og fidgur verkemi fyrir erlend
lyfiafyrirtaeki. Pa var Lyfiastofnun ,,Co-rapporteur” vegna
tveggja nyrra abendinga fyrir lyf med midleegt markadsleyfi
0g tok patt i ad semja tvennar leidbeiningar (CHMP/EWP).

Fulltrdi Lyfiastofnunar i nefnd sem fjallar um lyf vid
sjaldgesfum sjukddmum, COMP (Committee of Orphan
Medicinal Products), ték patt i ad meta tvo Iyf.

Lyfiastofnun tilnefndi fulltrda i nyja visindanefnd sem fjallar um
lyflanotkun hja bérnum og patttaka hoéfst i samstarfsnefnd
um gagnkveema vidurkenningu markadsleyfa fyrir dyralyf
(Committee of Mutual and Decentralised procedures - vet,
CMDv).

VII. Licencing Unit

The main targets set for time limits for assessing
applications for Marketing Authorisations and variations
were met during the year. Furthermore, IMCA also reached
its objective of increasing the number of tasks within

the EU/EEA cooperation.

Representatives of IMCA in the SAWP (Scientific Advice
Working Party) gave scientific advice for 17 medicinal
products for EMEA and four national scientific advices.
IMCA was Co-rapporteur for two new indications for a
centrally authorised medicinal product, and participated in
writing guidelines for the Committee of Human Medicinal
Products / Efficacy Working Party, CHMP/EWP.

The IMCA representative in the Committee for Orphan
Medicinal Products (COMP) took part in two Orphan
Medicines assessments.

IMCA has nominated a representative in a newly
established scientific committee dealing with paediatric
use of medicines. Furthermore Iceland has recently started
participation in the Coordination Group for Mutual
Recognition and Decentralised Procedures for veterinary
medicines (CMDv).

Gild markadsleyfi 31. desember 2007 voru 3.709 / Valid marketing authorisations December 31st 2007 were 3,709

2.2% 0.2%

N

16.7% — /

30.1%

44.3%

Lyfjastofnun -

Markadsleyfi / MAs Fjoldi / Number

@l Landsskad / National 1,644  44.3%

_J Midleeg / EU 1,116 30.1%

J Gagnkveem /MR and DC 618 16.7%

_l Samhlida innflutt lyf / Parallel Import 241 6.5%

’ Smask.lyf / Homeopathic 81 2.2%

@ Nattarulyf / Herbal 9 0.2%
Alls / Total 3,709
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Veitt markadsleyfi /| Granted Marketing Authorisations

431
275
246
230
115
9 99
75
68
67 59
38 45 4 J 2005
23 J 2006
J—l & 2007
Midleeg Landsskrad Gagnkveesm Samhlida influtt lyf Samtals
EU National MR and DC Parallel Import Total

Endurnyjun markadsleyfa, heildarfjéldi / Total Renewals

325 319
300

188
160

121

..l Gagnkveem og lands ML / MR/DC and national MAs
- Midleeg / Centralised (EU)

2005 2006 2007
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Midlaeg markadsleyfi veitt innan timamarka / Central MAs granted within time limits

98%
7% —
23%
? 20% .J Innan timamarka / Within time limits
- - | 2 . Utan timamarka / Outside time limits
———t
2005 2006 2007

Gagnkveem markadsleyfi veitt innan timamarka / MR/DC MAs granted within time limits

97%
82%
63%
37%
18% J Innan timamarka / Within time limits
e - - Utan timamarka / Outside time limits
2005 2006 2007

Landsmarkadsleyfi veitt innan timamarka / National MAs granted within time limits

91% 88%

63%
37%
o “ Innan timamarka / Within time limits
9% 12%
- - Utan timamarka / Outside time limits

2005 2006 2007
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Samhliéa leyfi veitt innan timamarka / Parallel authorisations granted within time limits

79%
60%
40%
1 .
2005 2006

Tegundabreyting I og Il lokid / Type I and Il variations finalised

2,929

2,42
2,221 e
J ] I

2005 2006
Visindaradgjof / Scientific Advice
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2005 2006

69%

2,611

17

31%

2007

2,364

2007

2007

.J Innan timamarka / Within time limits

- Utan timamarka / Outside time limits

J Tegundabreyting | / Variation type |
- Tegundabreyting Il / Variation type |l

_’ Visindaradgjof EMEA / SA EMEA
- Visindaradgjof Lyfiastofnun / Scientific Advice IMCA




VIII. Lykiltolur 2007 VIII. Key figures 2007

Rekstraryfirlit / Statement of Income and Expenditure

Rekstrartolur / Budget summary M. Ikr
Rekstrartekjur / Revenue 262,0
Rekstrarkostnadur / Expenditure 277,2
Launakostnadur / Staff 205,2
Rekstrarafkoma / Balance (15,2)

[E—

Starfsmannamal / Human Resources

Starfsmenn i lok ars 2007 / Staff by end of 2007 Fjoldi / Number
Heildarfioldi starfsmanna / Total staff 37
Heildarfioldi stédugilda / Total fulltime posts 32,9
Starfsmannavelta % / Staff turnover % 5,7
Skipting eftir starfsgreinum / Professions
Efnafreedingar / Chemists 2
Lyfjaefnafreedingar / Medicinal chemist 1
Tannleeknar / Dentist 1
Leeknar / Physicians 4
Vidskiptafreedingar / Business administrator 1
Logfreedingur / Lawyer 1
Lyfjafreedingar / Pharmacists 14
Hjukrunarfreedingar / Nurse 1
Toélvunarfreedingar / IT expert 1
Lyfjateeknar / Pharmacy technicians 7
Adrir starfsmenn / Others 4
Skipting eftir kynjum / Gender
Konur / Female 25
Karlar / Male 12
Medalaldur / Average age 48
—_—
Vefsvaedi: www.lyfjastofnun.is / Website: www.imca.is
Notkun a vef Lyfjastofnunar / IMCA’s website Vefur / Website Lyfjaupplysingar / Medicinal products Information
Fjoldi / Number Fj6ldi / Number
Notendur / Users 161.042 58.566
Innlit / Visits 242.412 84.654
Nyir notendur / New visitors 30.084 12.359
- JR—
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Lyfiamarkadurinn & Islandi / The Pharmaceutical Market in Iceland

Lyfjafyrirtzeki (eftirlitspegar) / Organisations (to be inspected) Fjoldi / Number
Framleidslufyrirtaeki / Industry 11
Lyfjaheildsélur / Wholesalers 5
Lyfjaverslanir, Utibl og lyfsolur lzekna / Pharmacies and Pharmacy branches 100
Heilbrigdisstofnanir / Hospitals, Nursing homes and Health clinics 154
Umbodsmenn / MAHs and representatives 37
Dyraleeknar / Veterinarians 56
—
Lyfjabuid af medalstzerd 4 islandi i arslok 2007 / Average Pharmacy in Iceland 2007 Fjoldi / Number
Afgreidslutimi & viku / Opening hours per week 53,6
Lyfjadvisanir / Prescriptions 39.600
Lyfjafreedingar / Pharmacists 1,3
Lyfjateeknar / Pharmacy technicians 0,7
Adrir starfsmenn / Other employees 2,5
—
ATC Velta og DDD* eftir ATC flokkun / Turnover and DDD* according to ATC M. Ikr** | DDD/1000
inh./day
A Meltingarfeera- og efnaskiptalyf / Alimentary tract and metabolism 1.030 129,11
B Bléolyf / Blood and blood forming organs 597 91,53
(¢} Hjarta- og edasjukdémalyf / Cardiovascular system 1.243 382,40
D Hudlyf / Dermatologicals 152 86,38
G Pvagfeeralyf, kvensjukdémalyf og kynhorménar / Genito urinary system and sex hormones 571 134,25
H Horménalyf, énnur en kynhormaénar / System hormonal preparations, excl. sex hormones and insulins 190 32,81
J Sykingalyf / Antiinfectives for systemic use 907 24,56
L Axlishemjandi lyf og lyf til 6naemistemprunar / Antineoplastic and immunomodulating agents 1.505 11,20
M  Vodvasjukdoma- og beinagrindarlyf / Musculo-skeletal system 420 76,95
N  Tauga- og gedlyf / Nervous system 2.334 311,32
P Sniklalyf / Antiparasitica products, insecticides and repellants 20 1,23
Q  Dyralyf/ Veterinaria 113
R Ondunarfeeralyf / Respiratory system 653 113,06
S Augn- og eyrnalyf / Sensory organs 162 10,53
V. Ymis lyf / Various 106 0,13
* Defined Daily Dose ~ ** Heildsdluverd an vsk. / ** Wholesale price without VAT
- —
Velta kostnadarsémustu lyfja 4 islandi / Most costly Medicinal Brands in Iceland M. Ikr*
1 Nexium 371
2 Remicade 279
8 Seretide Diskus 169
4 Helixate NexGen 161
5 Cipralex 145
6 Zarator 139
7 Sandoglobulin 139
8 Efexor Depot 124
9 Atacor 118
10 lbufen 101
* Heildséluverd an vsk. / * Wholesale price without VAT
—
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Staerstu markadsleyfishafar & Islandi / Leading Marketing Authorisation Holders

Staerstu markadsleyfishafar 4 islandi / Leading Marketing Authorisation Holders % of total turnover
1 Actavis 11,8
2 AstraZeneca 9,9
3 Pfizer 7,5
4 GlaxoSmithKline 7,3
5 Janssen-Cilag 3,7
6 Roche 3,6
7 Schering-Plough 3,4
8 Novartis Healthcare 3,4
9 Eli Lilly 3,2
10 MSD 2,7
[R—

Heildarlyfjavelta / Medicines Turnover M. Ikr*
Lyfsedilsskyld lyf / Prescription medicines 9.992
Lausasolulyf / OTC-medicines 1.056
Lyf fyrir menn an markadsleyfis / Human medicines without MAs 268
Dyralyf / Veterinary medicines 113
Dyralyf an markadsleyfis / Veterinary medicines without MAs 81
Heildarlyfiavelta / Total turnover 11.510

* Heildsoluverd an vsk. / * Wholesale price without VAT

—
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Skraningarsvid / Licencing Unit
Yfirlit verkefna / Tasks - overview

Markadsleyfi / Marketing authorisations and applications

Markadsleyfi i gildi / Valid marketing authorisations
Umsoknir i vinnslu / Applications in progress

Ny markadsleyfi veitt / New marketing authorisations
Endurskraningar / Renewals

Afskraningar / Withdrawals

Tegundabreyting | / Variation |

Tegundabreyting Il / Variation Il

Visindaradgjof / Scientific Advice

Eftirlitssvid / Inspection Unit
Yfirlit verkefna / Tasks - overview

Yfirlit verkefna / Tasks - overview

Eftirlitsferdir / Inspections

Pappirseftirlit / Desktop inspections

Eftirlit i tolli / Inspections at Customs

Sérlyfjaeftirlit / Medicinal products on the market including CAP*s
Utgafa vottorda / Issuing of certificates

Flokkun efna / véru / Classification of substances / products
Vabod / Rapid Alerts

Dreifibréf / Circulars

* Centrally Authorised Products
Lyfjagat / Adverse reaction reports

Lyf fyrir menn / Human Medicinal Products

Tilkynnt af heilbrigdisstarfsfolki / Reported by Health Care Professionals
Tilkynnt af almenningi / Reports from the public

Tilkynningar ur kliniskum lyfjarannséknum / From clinical trials

Dyralyf / Veterinary medicinal products

Kliniskar lyfjarannséknir / Clinical trials

Nyjar rannséknir & vegum lyfjafyrirteekja / Commercial CTs
Nyjar rannsoknir & vegum annarra en lyfjafyrirtaekja / Non-commercial CTs
Fjoldi lyfiarannsékna 6lokid / Clinical trials in progress

Lyfjastofnun - Icelandic Medicines Control Age

Fjoldi / Number

3.709
723
431
488
125

2.611

2.364
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Fjoldi / Number

18
60
50
17
505
29
112

Fjoldi tilkynninga

/ Number of reports
99

88

5

6

1

Fjoldi / Number

4
5
40




Til minnis / Notes
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