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Dansk Selskab for Farmakoepidemiologi
Farmakoepidemiologi er en relativt ny gren af
epidemiologien. Som navnet antyder, drejer
det sig om anvendelse af epidemiologiske
principper pa legemiddelrelaterede problem-
stillinger. Deskriptive undersogelser af lege-
middelforbrug, kvalitative undersogelser af
holdninger til brug af medicin, farmakogko-
nomiske vurderinger, og analytiske epidemio-
logiske studier af legemiddelvirkninger omfat-
tes alle af farmakoepidemiologi og illustrerer
dens bredde.

Formélet med Dansk Selskab for Farma-
koepidemiologi er at fremme udviklingen af
denne disciplin i Danmark. Selskabet er &bent
for alle, som interesserer sig for farmakoepi-
demiologi inden for sundhedssektoren, de aka-
demiske institutioner og industrien.

DSFE indgar sammen med Danmarks
Farmaceutiske Selskab, Dansk Selskab for
Farmakologi, Toksikologi og Medicinalkemi,
Dansk Selskab for Klinisk Farmakologi og
Dansk Selskab for Klinisk Kemisk Farmakolo-
gi 1 paraplyorganisationen Dansk Selskab for
Farmakologi. Bestyrelsen for DSFE udpeger
DSFEs reprasentanter i DSFs bestyrelse.

Selskabet afholder mindst ét arligt viden-
skabeligt mede, udgiver desuden et nyhedsbrev
og samarbejder med tilsvarende udenlandske
og internationale organisationer.

Vedtagter og indmeldelsesblanket kan re-
kvireres ved henvendelse til selskabets sekreta-
riat; adresse ses pa forsiden af Nyhedsbrevet.
Arskontingentet er 250 kr.

Bestyrelsen bestar efter generalforsamlin-
gen 1 april 2010 af overlaege, seniorforsker,
ph.d. Gunnar H. Gislason, Kardiologisk afde-
ling P, Gentofte Hospital (formand); overlage,
ph.d. Mette Ngrgaard, Klinisk Epidemiologisk
Afdeling, Aarhus Universitetshospital (kasse-
rer); Associate Principal, cand.pharm. Henny
Bang Jakobsen, Nycomed (sekreter); post-doc,
ph.d. Helle Wallach Kildemoes, Institut for
Folkesundhedsvidenskab, Kabenhavns Univer-
sitet og akademisk medarbejder, ph.d. Maja
Laursen, Laegemiddelstyrelsen. Selskabets re-
visor er cand.oecon. Kjeld Christensen, Farum
og revisorsuppleant er professor, ph.d. Jens
Sgndergaard, IST — Forskningsenheden for
Almen Medicin, Syddansk Universitet — Oden-
se.

Redaktion: Maja Laursen
Materiale, som enskes optaget i nyhedsbrevet

bedes sendt til adressen pa forsiden, eller via
mail til hhorneberg@health.sdu.dk. Til samme

adresse stiles oplysninger om adresse-
endringer, indmeldelser og lignende.

Farmakoepi-Nyt

Vi vil her benytte lejligheden til at efterlyse
indleg fra medlemmerne. Vi vil for eksempel
gerne besvare faglige spergsmal og formidle
kontakter mellem medlemmer med nert be-
sleegtede interesser. Kritik og forslag modtages
ogsé gerne.

MEDDELELSER FRA BESTYRELSEN

Samarbejde med Institut for Rationel Far-
makoterapi

Har du lyst til at kommentere péa udkast fra IRF
til omtale af epidemiologiske publikationer?
Institut for Rationel Farmakoterapi (IRF) brin-
ger lobende omtale af sterre videnskabelige
undersogelser af generel interesse for praktise-
rende laeger og andre interesserede. Disse korte
gennemgange med IRF’s vurdering af under-
sogelsens implikationer offentliggeres pa IRFs
hjemmeside (www.irf.dk).

Efter enske fra IRF’s styregruppe sendes disse
studieanmeldelser til hering hos de relevante
medicinske selskaber forud for offentliggarel-
se. Eventuelle kommentarer indarbejdes i IRF-
omtalen eller naevnes i umiddelbar forlengelse
af omtalen, hvor det ogsé fremgér, hvilke sel-




Side 3

September 2010

skaber, der har vaeret kontaktet. Som eksempel
kan navnes omtalen fra 5. juli 2010 af artikel i
BMJ vedr. mortalitet i forbindelse med brug af
hormonel antikonception, som DSFEs formand
kommenterede pa selskabets vegne.

DSFEs bestyrelse mener, at selskabet har en
interesse 1 at bidrage her, og selv om antallet af
henvendelser ikke er stort (3 indtil videre i
2010) kan bestyrelsen kan ikke klare opga-
ven alene! Vi opfordrer derfor selskabets med-
lemmer til at melde sig under fanerne, sa vi
kan etablere en mailgruppe af interesserede, vi
kan kontakte, nar behovet opstar.

Selskabets sekreter, Henrik Horneberg, har pé-
taget sig at holde styr pa mailgruppen og vide-
resende henvendelserne fra IRF til gruppen.
Den enkelte melder sin interesse for at gen-
nemgd den enkelte artikel til Henrik, og hvis
flere melder sig, informerer Henrik de tilmeld-
te og beder dem koordinere opgaven mellem
sig. Svaret sendes via Henrik til IRF, og Hen-
rik holder bestyrelsens formand informeret.
Tilmelding til gruppen sker til:
hhorneberg@health.sdu.dk. P& forhand tak for
hjzlpen til gruppen og Henrik Horneberg.

Formandens klumme

Danmark er et paradis for registerforskning i
kraft af de nationale databaser og et enestdende
system med CPR-nummer samt lige adgang for
forskere. Det bliver man ogsa jevnt bekraftet
i, da vores resultater bliver prasenteret uden
for Danmark; fx da jeg sad og herte en af vores
dygtige Ph.d.-studerende prasentere sine resul-
tater til Young Investigator Awards sessionen
ved ESC (Den Europaiske kardiologi-kongres)
i slutningen af august og en af tilharerne i sa-
len rejste sig og havde folgende kommenta-
rer:”Are you telling me that you can link regi-
sters of hospitalization and drug claims from
pharmacies for the whole population of Den-
mark without any restrictions? I’'m impres-
sed!”. Det kan godt vere, at vi synes det er en
selvfolge, at vi har adgang til at anvende disse
registre, men vi skal ogsa forstd at vi har ene-
staende vilkar og muligheder i forhold til andre
nationer. Der foregar stor aktivitet pa internati-
onalt plan inden for registerforskning og flere
og flere store registre og databaser bliver op-
bygget, s& selvom vi i Danmark star helt i front
lige nu angidende muligheder for registerforsk-
ning kan det godt vere, at vi snart bliver ind-
hentet af andre. Derfor er det vigtigt at teenke
fremad om nye muligheder og udvikling i regi-
sterforskning og samarbejde med myndighe-

der, sa vi bedst kan udnytte de muligheder som
ligger i Dansk registerforskning. Dér synes jeg
DSFE kan have en stor rolle som et samlings-
punkt og ordferer for forskere som beskeftiger
sig med registerforskning. Jeg synes DSFE
skal veere mere proaktivt og spille storre rolle
udadtil til at varetage forskernes interesser om-
kring registerforskning, fx mod Danmarks Sta-
tistik, Sundhedsstyrelsen og Laegemiddelsty-
relsen? Som forsker har jeg selv stedt pd mure
og besvearlige regler som vi har maéttet bruge
tid og kreafter pa til at fa gennemfort projekter,
og jeg er sikker pd at mange har lignende hi-
storier at forteelle. Hvis vi stir samlet under
DSFE er jeg sikker pé, at myndigheder vil vee-
re lydhere over for nye ideer. Jeg vil invitere
DSFE-medlemmer til debat og hvis I har en
mening omkring ovenstaende vil jeg gerne he-
re fra jer. Det er vigtigt at here hvilket syn I
har pa, hvordan DSFE skal udvikle sig og
hvilken rolle DSFE skal have i fremtiden.

Gunnar Gislason
formand

ORIENTERING

Euro-DURG (Drug Utilization Research
Group).

Under ICPE holdes mader for grupper med in-
teresse for specifikke omrader inden for far-
makoepidemiologi. Inden for disse interesse-
grupper (Special Interest Groups, SIG) er der
dannet internationale farmakoepidemiologiske
selskaber mhp. at facilitere internationalt pro-
jektsamarbejde
(http://www.pharmacoepi.org/resources/sigsco
uncils.cfm). I ar blev den tidligere formand for
DSFE, Morten Andersen, valgt som formand
for interesse-Euro-DURG.

Man far lebende oplysninger om (jf. vedhafte-
de Euro-DURG bulletin), hvad der foregér i
Euro-DURG ved at registrere sig med e-mail
og interesseomrader pa:
http://spreadsheets.google.com/viewform?form
key=dE90eG94dHFwWODFDUVhmUmImakhl
M2c6MA.

Hvis du i forvejen er registreret som “medlem”
men har faet ny e-mail adresse mv. kan infor-
mationer opdateres ved at skrive til Ria Benko:
benkoria@gmail.com.
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Indtryk fra sommerens kongresser
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. mmnammcmrcarmm.mg
[ - oy

WorldPharma juli 2010, Kgbenhavn

Fra 17. til 23. juli 2010 var Bellacentret i Ko-
benhavn rammen om den 16. [UPHAR World
Congress on Basic and Clinical Pharmacology
— en kongres med over 3.200 deltagere fra 80
forskellige lande, 700 mundtlige indleg og
over 2.000 postere. Det meget store udbud var
ikke sddan lige at fa overblik over, men der var
heldigvis indlagt en rekke minikonferencer,
der fokuserede pa specifikke emner bl.a. far-
makoepidemiologi under overskriften “Phar-
macoepidemiology — current controversies and
opportunities”.

Min personlige interesse ligger i epidemiolo-
gisk metode, s for mig var sessionen “Metho-
dological issues in pharmacoepidemiology”
klart den mest interessante med flere inspire-
rende indleeg. Til Stiirmer talte om “Treatment
decisions and propensity scores”, Robert J.
Glynn sammenlignede udfordringerne ved ana-
lyser af forebyggende medicin med proble-
merne i “’the healthy worker effect” og Samy
Suissa indskerpede, at en patients status pa et
givent tidspunkt aldrig ma athange af noget
der sker senere i forlgbet — logik for burhens,
men Samy havde flere eksempler pa publicere-
de artikler, hvor det forekom.

Kongressens tre sidste dage bed desverre ikke
pa mere farmakoepidemiologi. Til gengeld var

der en raekke mere eller mindre langhérede
presentationer inden for omridet “Naturlige
produkter”. Den gode nyhed er, at redvin sta-
digvaek har gavnlige effekter pa helbredet, den
dérlige er at druesaft har helt samme virkning —
i hvert fald nar man ser pa sagen molekylarbi-
ologisk.

Neste [IUPHAR verdenskongres foregér i Syd-
afrika, men forst i 2014, sa der er rigelig tid til
at fa bestilt billetter.

Bine Bjerregaard
DSFE-medlem

International Society for Pharmacoepidemiology

August 19-22, 2010
Hilton Brighton Metropole

ICPE august 2010, Brighton

Den 26. ICPE, International Conference on
Pharmacoepidemiology & Therapeutic Risk
Management foregik i Brighton fra 19.-22. au-
gust. Fra klinisk epidemiologisk afdeling, Ar-
hus Universitetshospital var vi 8 deltagere, der
havde i alt 11 praesentationer med (3 mundtlige
og 8 postere).

Det var som sa&dvanlig en rigtig god kongres —
bade fagligt og socialt. Der var i ar god mulig-
hed for at fokusere pd metodemaessige pro-
blemstillinger. Sessionen “Matching on pro-
pensity Scores: Good practices and New direc-
tions” med Jeremy Rassen, Robert Glynn,
Mark Lunt og Kenneth Rothman var for under-
tegnede et af de faglige hegjdepunkter. Der var
dog flere interessante og inspirerende sessioner
og diskussioner, og der var god mulighed at
komme til at tale med kolleger fra ner og fjern.
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Brighton er ogsé stedet hvor Abba i 1974 fik
deres store gennembrud ved at vinde det euro-
peisk melodi-grandprix med sangen “Water-
loo”, og derfor var der lerdan aften arrangeret
underholdning pa Brighton Dome med kopi-
bandet “Abba’s angels”. Denne danseglade
musik lokkede rigtigt mange af kongresdelta-
gerne pa dansegulvet, hvor der blev danset
med stor entusiasme og sveden sprang helt
uafhengigt af faglig tyngde og H-index.

Den 27. ICPE foregar 14.-17. august 2011 i
Chicago — og jeg kan bestemt anbefale danske
farmakoepidemiologer at deltage.

Mette Ngrgaard.
DSFEs bestyrelse

AUTOREFERATER

Ph.d.-athandling

MSc, MPH Ramune Jacobsen, Afdeling for
Samfundsfarmaci, Institut for Farmakologi og
Farmakoterapi, Det Farmaceutiske Fakultet,
Kebenhavns Universitet.

Patient-related barriers to cancer pain
management with opioid analgesics and
healthcare professionals’ rationale to choose
fentanyl for cancer pain patients

Ph.d.-forsvaret fandt sted den 17. december
2009

Vejledere
Professor Claus Mgldrup, PhD, Kebenhavns

Universitet, Det Farmaceutiske Fakultet.
Professor Lona Louring Christrup, PhD, Ke-
benhavns Universitet, Det Farmaceutiske Fa-
kultet.

Professor Per Sjegren, MD, DMSc, Tverfaglig
Smertecenter, Rigshospitalet, Kabenhavn.
Konsulent Lars Popper, PhD, Nycomed, Dan-
mark.

Bedommere

Lektor Birthe Sendergaard, PhD, Kebenhavns
Universitet, Det Farmaceutiske Fakultet.
Seniorforsker Lene Jarlbek, MD, PhD, Syd-
dansk Universitet.

Professor Ulfe E. Konsgaard, MD, PhD, Oslo
Universitets hospital.

RESUME

Introduktion

Forekomsten af akutte og kroniske smerter hos
kreftpatienter er hej: cirka 30% hos patienter
med nyligt diagnosticeret kraeft, 50-70% hos
patienter i aktiv anti-cancerterapi og 60-80%
hos patienter med langt fremskreden sygdom.
Hos de fleste af disse patienter (op til 90%)
kan tilstreekkelig smertelindring opnés, hvis
adekvat behandling er ivaerksat, som foreslaet
i forskellige retningslinjer. Under behandling-
en af kraeft kan smerter vaere forarsaget af bar-
rierer ved anvendelse af opioid analgetika. Det
overordnede mél med ph.d.-projektet har vee-
ret: 1) at beskrive og analysere patientrelatere-
de barrierer for smertebehandling ved kraeft og
2) at beskrive det kliniske rationale ved valg af
administrationsform med opioid Fentanyl.

Materialer og metoder

Med henblik pé at besvare forskningsspergs-
mal i tilknytning til det forste mal blev en
spargeskemaundersggelse blandt kreeftpatien-
ter fra de danske smertecentre og smerteklini-
ker gennemfort.

Med henblik pa at besvare forskningsspergs-
mal i tilknytning til det anden mal, blev to in-
ternetbaserede klassisk designede Delphi-
undersggelser gennemfert af danske smerte-
specialister og danske smertesygeplejersker.

Resultater

Den forste undersegelse har valideret danske
udgaver af hhv. "Medication Adherence Re-
port Scale”, ”Patients’ Perceived Involvement
in Care Scale ““ og ”Barriers Questionnaire-11”,
og vi fandt, at skalaerne giver et troverdigt og
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validt mal for henholdsvis compliance til smer-
tebehandlingsregimer, patient-professionel
kommunikation i relation til cancersmerte og
for kognitive barrierer mod opioid-behandling.
Undersogelsens resultater viste, at smerteinten-
siteten som blev rapporteret af patienterne i
undersggelsen var betydeligt lavere end de
gennemsnitlige smerteintensiteter rapporteret i
"European Pain in Cancer"-undersggelsen. De
fleste af patienternes bekymringer var relateret
til fysiologiske konsekvenser af opioidbrug.
Niveauerne for depression og angst hos kraeft-
patienterne svarede til det gennemsnitlige ni-
veau i den europaiske undersogelse. Andelen
af patienter som stoppede medicinindtagelse pa
grund af bivirkninger var forholdsvis lille. Det
blev vist, at en psykologisk-emotionel status
hos patienterne signifikant forklaret oplevet
smerteintensitet, mens patienternes holdning til
betydningen af smertebehandling med opioid
analgetika signifikant forklaret opfattelse af
smertelindrings niveau.

Resultaterne af de to Delhi-undersggelser viste,
at hvis det var umuligt eller vanskeligt med
oral indtagelse af analgetika, var det den vig-
tigste grund til at administrere Fenantyl-
plastre, mens patienter med dermatologiske
problemer og oprindelig neuropatisk smerte
var de vigtigste grunde til ikke at administrere
Fenantyl-plastre. Fentanyl-slikkepinde blev af
bade laeger og sygeplejersker set som en alter-
nativ administrationsform til at bryde kreeft-
smerter i tilfelde af ineffektiv oral administra-
tion. En beskadiget mund, de hgje omkostning-
er og den energi, der kraeves for administratio-
nen af denne medicin blev rapporteret som de
vigtigste arsager til, at Fentanyl-slikkepinde
kun sjaeldent blev ordineret til kraeftsmertepati-
enter i Danmark.

Konklusion

Indgreb 1 kreftpatienters folelsesmassige ned
og bekymringer kunne muligvis resultere i
bedre smertebehandlingsresultater. Yderligere
studier af flere og mere forskelligartede kreeft-
patienter skal gge generaliserbarheden af disse
konklusioner.

Forventningerne med hensyn til anvendelsen af
Fentanyl-plastre var indfriet med hensyn til ef-
fektivitet, bekvemmelighed og anvendelighed
af denne administrationsform til kreftpatienter
med sarlige kliniske forhold, f.eks. umulighed
eller vanskelighed med oral indtagelse af me-
dicin. Imidlertid blev forventningerne med
hensyn til anvendelse af transmucosale Fenta-
nyl-systemer (slikkepinde) ikke indfriet, navn-
lig med hensyn til komfort og anvendelighed

af denne administrationsform for palliative
kreftsmertepatienter. Underseggelsen bidrog
med et nyt kendskab til litteratur og kan poten-
tielt pavirke skabelse eller revision af retnings-
linjer og protokoller for ordinering af langtids-
vitkende og gjeblikkelig smertestillende
opioid-behandling.

Ph.d.-athandling

MSc. (pharm) Anne-Mette Lillegre, Re-
search & Development, Denmark

CMC Biopharm Analysis & Formulation
Novo Nordisk

Knowledge Creation Processes in Research
and Development — a Case Study in the
Pharmaceutical Industry

Ph.d.-forsvaret fandt sted den 19. marts 2010

Supervisors
Ebba Holme Hansen, Professor, MSc (pharm)

Department of Pharmacology and Pharmaco-
therapy, Section for Social Pharmacy,

Faculty of Pharmaceutical Sciences,

University of Copenhagen

Pia Thorbek, Corporate Vice President, PhD
(pharm)

Research & Development, Denmark

CMC Project Planning and Management,
Novo Nordisk

Evaluation Committee:

Claus Mpgldrup, Associate Professor, PhD
(pharm)

Department of Pharmacology and Pharmaco-
therapy, Section for Social Pharmacy,

Faculty of Pharmaceutical Sciences,

University of Copenhagen

Ingunn Bjornsdottir, Chief Executive Officer,
PhD (pharm)

Research Institute for Pharmaceutical Out-
comes and Policy,

University of Iceland

John Lilja, Professor Emer., Ekon. Dr.

Faculty of Pharmacy,

Abo Akademi, Finland

RESUME

Introduktion

Gennem de sidste artier har lanceringen af nye
produkter fra den farmaceutiske industri varet
aftagende. En tilgang, hvormed leegemiddelud-
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viklingen i den farmaceutiske industri kan sti-
muleres, er gennem videnledelse; en disciplin
som blandt andet omfatter videndannelses-
processer i organisationer. Dette projekt havde
til formal at forstd videndannelses-processer i
farmaceutisk R&D.

Metode

Studiet var designet som et enkelt, eksplorativt
case studie i novo Nordisk R&D. En feenome-
nologisk tilgang blev valgt til at guide dataind-
samling, analyse og fortolkning. Data blev ind-
samlet som producerede dokumenter (47 del-
tagere) og som semi-strukturerede interviews
(19 informanter). Interviewene blev bandet og
transskriberet ordret. Indsamlede data blev
analyseret og fortolket ved hjeelp af kodninger
efterfulgt af temadannelse samt udarbejdelse af
memoer og koncepter.

Resultater

Delstudie I: Vigtige katalysatorer og barrierer
i relation til videndannelse blev identificeret i
den farmaceutiske R&D organisation. Akade-
mikere og laboranter havde forskellige hold-
ninger til at engagere sig i videndeling. Kataly-
satorerne, som blev identificeret, anerkendte
brugen af tavs viden.

Delstudie Il: Tre, kontekst-specifikke praksis-
ser i relation til videndeling blev identificeret,
som kombineret forte til videndannelse. Disse
blev betegnet: 'reaktive’, ‘rutine’ og ’transfer’.
De praksisser, der vedrarte ’rutine’ og ’trans-
fer’ var en del af de daglige rutiner, hvorimod
de reaktive praksisser fremkom som et re-
spons, nar kritiske episoder opstod. Tavs viden
fremkom som den underliggende ressource.
Mader, fysisk nerhed til kollegaer, sociale re-
lationer og flytning af en medarbejder blev
identificeret som fundamentale katalysatorer i
forhold til anvendelse af tavs viden og dermed
effektiv videndeling.

Delstudie Ill: Den organisatoriske kontekst,
som omfattede folgende elementer: Eksterne
omgivelser, mal, deltagere, social struktur og
teknologi, var alle associeret med videndannel-
se. Det fremkom, at eksterne omgivelser, del-
tagere og social struktur havde en tosidet asso-
ciering til videndannelse, da disse organisatori-
ske elementer fungerede bade som katalysato-
rer og barrierer.

Konklusion

Dette kvalitative studie har resulteret i en for-
staelse for, hvordan viden dannes 1 farmaceu-
tisk R&D. Det blev demonstreret, at essensen
af videndannelse i farmaceutisk R&D omhand-

ler deling af viden, hvor erfaringsbaseret viden
spiller en afgarende rolle. Vigtige katalysatorer
og barrierer 1 relation til videndeling og viden-
dannelse blev identificeret i organisationen.
R&D ledere ber derfor vere opmarksomme pa
vaerdien af videndeling, og at denne sterrelse er
kritisk, nar ny viden skal dannes.

Ph.d.-athandling

Cand.pharm. Sgren llsge-Kristensen, Far-
maceutisk Fakultet, Kagbenhavns Universitet

Cross-Sectorial Communication and Drug
Management after Hospital Discharge - An
Observational Study of Heart Failure Pa-
tients

Ph.d.-forsvaret fandt sted den 3. juni 2010

Vejledere
Professor Mette Rasmussen, Farmaceutisk Fa-

kultet, Kebenhavns Universitet
Institutchef Steffen Thirstrup, Institut for Rati-
onel Farmakoterapi

Bedemmere

Lektor Birthe Sendergaard, Farmaceutisk Fa-
kultet, KU

Professor Jens Sendergaard, Forskningsenhe-
den for Almen Praksis, Syddansk Universitet
Overlege Stig Ejdrup Andersen, Klinisk Far-
makologisk Afdeling, Bispebjerg Hospital

RESUME

Background
At hospital discharge, the transfer of patients to

primary care is sensitive to unintentional trans-
fer-related deficiencies in patient drug man-
agement. Clinical practice often shows a de
facto separation of treatment responsibilities
between hospitals and primary care. Specialists
in hospitals prescribe drugs according to spe-
cific areas of expertise while leaving other ar-
eas to the prescribing habits of primary care
practitioners. Optimal continuation of dis-
charge medications is therefore dependent on
satisfactory communication between the sec-
tors. However, several studies have shown that
this communication is often inadequate and
that patients experience various inappropriate
changes in drug treatment. The objectives of
the present PhD study were:

Study I: To describe and evaluate the informa-
tion provided for general practitioners (GPs) in




Side 8

September 2010

hospital discharge summaries regarding timely
data, discharge medication and directions for
follow-up.

Study II: To describe medication changes and
patient primary non-compliance upon transfer
of patients between hospitals and primary care.

Methods

Study I: We did a retrospective descriptive
observational study of all available discharge
summaries from patients identified through a
heart failure outpatient clinic at a university
hospital in Copenhagen, Denmark. Discharge
summaries were collected by contacting the
GPs presently and previously associated with
eligible patients. Data collected included: in-
dex date of admission and discharge of the pa-
tient, index date of despatch to and date of re-
ceipt in primary care, treatment summary, fol-
low-up plans and medication prescribed at dis-
charge.

Study 1l: We did a retrospective descriptive
observational study of patients affiliated with
three outpatient heart failure clinics in Den-
mark. Patients were recruited from two hospi-
tals in the Region of Southern Denmark and
one hospital in the Capital Region of Denmark.
Out-patient prescription drug use was collected
from hospital medical records, primary care
case notes and pharmacy dispensing data
available through the Personal Electronic
Medicine profile. Individual patient medication
changes and primary non-compliance follow-
ing discharge were observed during a 6-month
follow-up period.

Results

Study I: From the 284 eligible patients con-
tacted to participate in the study, 135 (48%)
signed an informed consent form and were
screened for available data. Complete study
data according to inclusion criteria were ob-
tained for 88 of screened patients. From 593
collected discharge summaries, we found that
98% were transmitted electronically using a
standardised information protocol (EDIFACT).
Median delay of receipt in primary care was 0
days from the day of discharge. A discharge,
medication status was reported in 30% of all
discharge summaries. Potential omission and
commission errors happened frequently during
patient discharge. Full agreement in daily dose
was found in 40% of comparisons between
hospital medical records and discharge sum-
maries. Drug strength and dosage were missing
in 13% and 12%, respectively, of all drugs

listed. Details on follow-up plans were speci-
fied in 73% of sampled discharge summaries.

Study I1: From the 867 eligible patients con-
tacted to participate in the study, 476 (55%)
signed an informed consent form and were
screened for available data. Complete study
data according to inclusion criteria were ob-
tained for 164 of screened patients. Included
heart failure patients were discharged with an
average of 7.0 prescriptions. During six
months follow-up, the GPs prescribed 6.5
drugs per patient, while patients purchased 8.5
drugs per patient at pharmacies. The majority
of patients were allocated to various cardiovas-
cular drug combination regimens. We showed
that approximately 24% of patients were pri-
marily non-compliant with one or more car-
diovascular drugs prescribed at the heart fail-
ure clinics. Additionally, we showed that de-
spite patient enrolment at the clinics, GPs were
involved in continuing cardiovascular therapy
for 77% of patients. However, GPs appeared
only to continue selected drug treatment and
frequently change drug regimens prescribed at
the clinics. Kappa analyses showed pro-
nounced differences in agreement between
drug information in hospital medical records,
primary care case notes and pharmacy dispens-
ing data.

Ph.d.-athandling

Cand.med. Kaare Dyre Palnum, Klinisk
Epidemiologisk Afdeling, Arhus Universitets-
hospital.

Implementation of clinical guidelines re-
garding acute treatment and secondary
medical prophylaxis among patients with
acute stroke in Denmark

Ph.d.-forsvaret fandt sted den 17. september
2010

Vejledere
Seren Paaske Johnsen, MD, PhD, Associate

Professor, Dpt of Clinical Epidemiology
Aarhus University Hospital

Grethe Andersen, DMSc, Associate Professor,
Dpt of Neurology, Aarhus University Hospital,
Aarhus Hospital, Denmark
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Bedommere

Birgitta Stegmayr, Professor, MD, Unit of
Epidemiology, National Board of Health and
Welfare, Sweden

Gudrun Boysen, Professor, DMSc, Department
of Neurology, Bispebjerg Hospital

Steen E. Husted, DMSc, Associate Professor,
Department of Medical Cardiology, Aarhus
University Hospital.

RESUME

Omfanget og implikationerne af mulige alders-
og kensrelaterede forskelle i akut og sekundeer
profylaktisk behandling og pleje efter apoplek-
si er et omdiskuteret emne. Flere studier anty-
der, at patienter med apopleksi méske modta-
ger forskelsbehandling pa baggrund af alder og
ken, og at disse forskelle kan have alvorlige
kliniske konsekvenser for patienterne. Derud-
over eksisterer der kun sparsomme data vedre-
rende effektiviteten af sekunder medicinsk
profylakse efter iskaeemisk apopleksi. For yder-
ligere at undersoge dette emne, blev der fore-
taget fire studier pa basis af data fra danske re-
gistre. Mélet med de forste to studier var at
klarlegge om der er alders- og kensrelaterede
forskelle i den akutte apopleksibehandling i
Danmark, og i sa fald, om disse forskelle even-
tuelt bidrager til alders- og kensrelaterede for-
skelle i dedeligheden efter apopleksi. De to
sidste studier havde som formal at undersege
potentielle alders- og kensrelaterede forskelle i
brugen af sekundeer medicinsk profylakse efter
iskeemisk apopleksi samt effektiviteten af me-
dikamenterne i forhold til dedelighed, risikoen
for akut myokardieinfarkt og ny apopleksi. Al-
le studierne var baseret pa data fra Det Natio-
nale Indikatorprojekt (NIP), som er et nationalt
initiativ til at monitorere og forbedre kvaliteten
af behandling iblandt udvalgte sygdomme, in-
klusiv apopleksi. Projektet gor dette ved at ud-
vikle og implementere evidensbaserede indika-
torer for behandlingskvalitet. Data fra NIP blev
koblet med oplysninger fra Landspatientregi-
stret, Laegemiddelsstyrelsens laegemiddelstati-
stikregister og CPR-registret samt den Integre-
rede Database for Arbejdsmarkedsforskning
for at indhente informationer vedrerende pati-
enters udskrivningsdata, vitale status, indleste
recepter og sociogkonomisk status. De ferste
to studier inkluderede ca. 30.000 patienter ind-
lagt med apopleksi fra 2003 til 2005 mens de
to sidste studier inkluderede ca. 29.000 patien-
ter indlagt med iskemisk apopleksi fra 2003 til
2006. Studierne blev designet som landsdaek-
kende populationsbaserede follow-up studier.
Data blev analyseret ved brug af logistisk re-

gression og Cox proportional hazards regressi-
on. Det forste studie viste, at @ldre patienter
(>80 ar) modtog en ringere kvalitet af behand-
ling og pleje end yngre patienter (<65 ér); dog
lod forskellene ikke til at kunne forklare den
hojere dedelighed blandt eldre patienter. Det
andet studie fandt, at der ikke var vasentlige
kensrelaterede forskelle i den akutte hospitals-
behandling, og at den Ilavere kort-tids-
dodelighed hos kvinder derfor sandsynligvis
skal forklares af andre faktorer. Det tredje stu-
die viste, at @ldre patienter (>80 &r) havde en
langt mindre sandsynlighed for at modtage se-
kunder medicinsk profylakse efter en iskee-
misk apopleksi sammenlignet med yngre pati-
enter (<65 ér). Aldre patienter som pabegyndte
brug af sekundar profylakse havde ogsd en
mindre sandsynlighed for at fortsatte behand-
lingen, og forskellene i brugen af sekunder
medicinsk profylakse bidrog til den hgjere de-
delighed som kunne observeres blandt aldre
patienter. Det fjerde og sidste studie fandt, at
brug af sekunder medicinsk profylakse efter
apopleksi var asssocieret med en lavere dede-
lighed, og i nogen grad lavere risiko for myo-
kardieinfarkt og recidiv apopleksi. Effekten af
den sekundeere medicinske profylakse som i
forste omgang er blevet pavist i neje kontrolle-
rede kliniske forsgg pa selekterede patient-
grupper ser saledes ud til at kunne genfindes 1
den kliniske hverdag pa uselekterede patienter.
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M@DER, KURSER og STILLINGER

Danmark:

Det Farmaceutiske Fakultet, Kgbenhavns
Universitet udbyder fglgende enkeltkurser:

Non-Clinical Safety and Toxicology, 11.-15.
oktober 2010.
(Anspgningsfrist 1. august 2010)

Evidensbaseret leegemiddelanvendelse i
praksis, 15.-17. november 2010 + 18.-20. ja-
nuar 2011.

(Ansegningsfrist 1. september 2010)

Drug Formulation and Delivery, 6.-10. de-
cember 2010.
(Ansegningsfrist 1. oktober 2010).

www.farma.ku.dk/enkeltkurser

Kataloget for efterarets efter- og videreuddan-
nelseskurser som udbydes af Det Farmaceuti-
ske Fakultet, Kebenhavns Universitet er nu til-
gengeligt. Hent eller bestil kursuskataloget pa

www.farma.ku.dk/kursuskatalog

Neermere oplysninger:

Kontaktperson for kursustilmelding er Lone
Lundgaard Jensen 3533 6389
master@farma.ku.dk

Afdeling for Klinisk Epidemiologi, Aarhus
Universitet udbyder folgende 5-dages kur-
sus:

Logistic Regression and Survival Analysis in
Epidemiologic Research

Undervisere: Stanley Lemeshow, PhD og Da-
vid W. Hosmer, Jr, PhD

Tid: 4.-8. oktober 2010
Pris: 9.000 kr.

Kontaktperson: Vera Ehrenstein:

ve@dce.au.dk

Dansk Selskab for Farmakoepidemiologi
inviterer til tema-mgde om anvendelse af
Propensity Score i farmakoepidemiologiske
studier

Tid: 16. november 2010

Sted: Center for Sundhed og Samfund, @Oster
Farimagsgade 5, 1014 Kgbenhavn K, Bygning
22, auditorium 22.0.19.

Kontrol af konfounding er formentlig den stor-
ste udfordring i vores observationelle studier.
Indenfor farmakoepidemiologi vil der i studier,
hvor en medicinsk behandling ikke tildeles
randomiseret, altid vare en risiko for at perso-
ner, der far behandlingen, grundleggende har
en anden risiko for et givet outcome, end per-
soner, der ikke far behandlingen (”Confoun-
ding by indication”). I de seneste ar har brug af
propensity score vundet tiltagende indpas som
en made af kontrollere denne konfounding.
Propensity score er et mal for en given persons
sandsynlighed for at blive tildelt en given be-
handling — men hvordan udvalger man i prak-
sis de variable, der skal med i beregningen af
denne score - og er vi i det hele taget sikre pa
at brug af propensity score forer til estimater af
medicineffekter, der er mindre biased, end de
estimater vi far i vores traditionelle multivaria-
te metoder? Disse spergsmal er baggrunden
for at vi i DSFEs efterarsmede har valgt at fo-
kusere pa propensity score. Vi hiber pé et me-
get speendende og oplysende made.

Se invitation senere 1 dette nyhedsbrev.

Kommende moede:

Tema: Measuring quality of prescribing in
chronic diseases and in the elderly.
Marts 2011, Odense.
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Udlandet:

Mgde i NorPEN-netveerket
Tema: Medicine use in children
Tid: 14.-15. oktober 2010

Sted: Reykjavik

Se mere om NorPEN i et tidligere nummer af
Farmakoepi-Nyt
http://www.farmakoepi.dk/nyhedsbreve/EPIFY
T31.pdf

0og
http://www.nhv.se/customer/templates/InfoPag
e 1619.aspx?epslanguage=SV

ENCePP information day
Tid: 26. november 2010, k1. 8-17
Sted: London.

Se invitation og flere oplysninger pa
http:/www.ENCePP.eu

Kommende mode:

Tema: Monitoring safety.
Oktober 2011, Stockholm.




Dansk Sels or FarmakoEpidemiologi

Sekretariat: Klinisk Farmakologi

Syddansk Universitet, Winslgwparken 19, 2. sal, 5000 Odense C
TIf.: 6550 4237. Fax: 6591 6089. Giro: 091-2425
www.farmakoepi.dk

Dansk Selskab for Farmakoepidemiologi

inviterer til

Temamede om anvendelse af Propensity Score i farmako-

Tid:

Sted:

14.00-14.10

14.10-14.45

14.45-15.15

15.15-15.30

15.30-16.00

16.00-16.15

16.15-16.45

16.45-17.00

epidemiologiske studier

Tirsdag den 16. november 2010, kl. 14:00-17:00

Center for Sundhed og Samfund (CSS)

Keobenhavns Universitet

Oster Farimagsgade 5

1014 Kebenhavn K

Bygning 22, Auditorium 22.0.19

Kort over CSS: http://www.ifsv.ku.dk/kontakt/alle.ipg

PROGRAM

Velkomst
Gunnar Gislason, formand for DSFE

Generel introduktion til Propensity Scores
Per Kragh Andersen, professor, Biostatistisk afdeling, IFSV, Kebenhavns Uni-
versitet

Spergsmal og diskussion af opleeg

DSFE byder pa kaffe, te, vand og sandwich

”Healthy user bias” i statin-studier - er brug af Propensity Score
losningen?

Reimar Thomsen, afdelingsleege, ph.d., Klinisk Epidemiologisk Afdeling,
Arhus Universitetshospital

Spergsmal og diskussion af opleeg

Er der en reel klinisk interaktion mellem clopidogrel og protein-
pumpehaemmere, eller forklares det hele ud fra confounding-by-
indication? Et eksempel pa brug af Propensity Score-analyse pa
danske leegemiddeldata

Gunnar Gislason, overleege, ph.d., Gentofte Hospital

Spergsmal og diskussion af oplaeg

Afrunding

Tilmelding: Deltagelse er gratis, men af hensyn til forplejning bedes tilmelding ske senest
tirsdag den 9. november 2010 til sekreteer Henrik Horneberg: hhorneberg@health.sdu.dk.

Bliv medlem af DSFE; kig forbi www.farmakoepi.dk. Medlemskab koster kun 250 kr. arligt.
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The
Chair’s

message

Dear reader of this
DUR Bulletin,
Dear DUR friend,

For those of you who never
heard about EuroDURG, we
offer you a warm welcome fo
the readership of the
EuroDURG bulletin. Especially
for you, we will give a brief
presentation of EuroDURG
with an explanation why you
receive this bulletin. For those
who know EuroDURG, we hope
this bulletin will serve as a
pleasant reunion with the
EuroDURG family.

This is the first time that we
send the EuroDURG Bulletin
directly to individual
researchers interested in
Drug Utilization Research
(DUR) in Europe.

Based on lists of hational DUR

groups and DUR poster
submissions  of  preceding
years, completed with a
literature research, we were
able fo identify more than 500
European DUR researchers.

EuroDURG

EuroDURG started its
activities in 1987 inside the
World Health Organisation. It
became officially a European

scientific non-profit
organization with the
registration of its

constitutions in Spain in 1996.

European Drug
Utilisation Research
Group

#EuroDURG

The mission of EuroDURG was
and still is "to promote drug
utilization research as a means
to improve use of drugs by
providing an international
forum for communication and
cooperation between people

IN THIS ISSUE
The chairs " message p. 1-3.
Previous conferences, meetings p. 3-4.
Upcoming conferences, meetings p. 4-5.
European projects p. 5-6.
ISPE SIG-DUR projects p.- 7-8.
NEWS from national DUR groups p- 8-9.

Contact addresses of ExCo members p- 9.

interested in drug utilization
research". This mission was
supported by national DUR
groups of European countries.

Interested in EuroDURG?
Please fill in our
questionnaire at:

http://spreadsheets.google.c
om/viewform?formkey=dE9o

eG94dHFWODFDUVhmUmima
khiM2c6MA

It costs only 5 minutes of
your time!

Not individual researchers but
the national DUR groups
registered as members of
EuroDURG  and  proposed
candidates for the executive
committee.

During the last decade, the
executive committee (ExCo) of
EuroDURG managed to keep
together a small but dynamic
group of researchers, linked
to  regulatory authorities,
universities and health
insurers. The interest evolved
from classical drug monitoring
at national levels to
quantitative research in drug
use, and intervention research
to improve the quality of
prescribing with special focus
on prescribing quality
indicators.

You can find more information
about our activities at the
EuroDURG website:
www.eurodurg.com
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EuroDURG as the
European chapter of
ISPE/SIGDUR

In 2006, the International
Society of
Pharmacoepidemiology (ISPE)

LA R
[ SIYE

INTERNATIONAL SOCIETY FOR
PHARMACOEPIDEMIOLOGY

Board accepted a petition to
create a special interest group
(8I6) for Drug Utilization
Research (SIG-DUR) with the
full support of EuroDURG. The
mission statement of the new
SIG-DUR is “to create a global
forum for discussion and
cooperation between drug
utilization researchers”. It
was decided that EuroDURG
will continue as a regional
chapter within SIGDUR,
limiting its activities to the
European scene. Last year, also
Australia, Canada and the
United States started to set
up a regional chapter of
SIGDUR.

As a consequence, EuroDURG
will no longer focus on national
membership, but will promote
individual membership of ISPE
in all European countries. ISPE
has  facilitated  this by
changing its policy rules and by
reducing the annual
membership fee for members

from low and middle income
countries to US$ 25. For
further information about our
'umbrella’ organisation ISPE
and for ISPE membership,
please visit the website at
http://www.pharmacoepi.org
While registering as a member
of ISPE do not forget to mark
on the membership application
that you are interested to join
the Special Interest group of
Drug  Utilisation/  Health
Service Research.

Next to this development,
EuroDURG will try to identify
and contact individual
European DUR researchers,
aiming to  present  our
activities, to invite you for
active participation and to
offer a unique European-wide
opportunity for DUR
networking.

EuroDURG Activities
2008-2009

Despite important budgetary
limitations, the EuroDURG
Executive Committee
succeeded to maintain its
communication channels by the
organization of
teleconferences (bimonthly),
the publication of the Bulletin
and a regular update of the
EuroDURG website. EuroDURG
was actively involved in the
European research project
Happy Audit and took the lead
in the SIGDUR initiatives on

Cross-national comparison of
drug utilization and the ATC
browser (for details, see
further in this issue).

What brings 2010?

EuroDURG will continue to
actively support the Cross
national comparison initiative
focusing on the evaluation of
drug utilization data in view of
European national legislative
initiatives. In 2010, EuroDURG
will also participate in a new
European FP7 project on drug-
induced arrhythmias
(ARITMO).

Since this year the ISPE
conference will be organised
again in Europe (Brighton (UK)
from 19th to 22nd of August),
EuroDURG will be more
actively involved in the
scientific programming as well
as the advertisement of the
conference among European
DUR researchers. During the
Brighton conference, election
of a new EuroDURG chair,
executive committee and ISPE
liaison will be organized.

We look forward to meeting
also you in Brighton. Do not
miss this unique opportunity to
receive all  the latest
information in the field of
DUR, fo present your research
work and to meet your
colleagues and friends.

INTERNATIONAL SOCIETY FOR
PHARMACOEPIDEMIOLOGY

ISPE CONFERENCE BRIGHTON, ENGLAND, UK
19-22 AUGUST 2010
Do not miss the opportunity to present the results of your DUR
projects during the next ISPE meeting in EUROPE!

Submit your abstract at: www.call4abstracts.com/ispel0/

before February 10, 2010
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Please start now to prepare
your DUR abstract and do not
miss  the  deadline for
submission (10 February) (see
further in this issue)!

May we kindly ask you to show
us your inferest in our
activities by filling in a short
questionnaire that you will find

at the URL link:
http://spreadsheets.google.com/
viewform?formkey=dE9oeG94d
HFwODFDUVhmUmImakhl1M2c
6MA

For you, it will only take five
minutes of your time. It will
offer you a new source of
information on DUR and new
opportunities for networking
and dissemination of research
results. For us, it will be very
helpful to identify European
DUR researcher and their
special fields of interest. The
information you provide will
only be used for scientific
purposes within our
organisation.

We look forward to hearing
from you for the start of a
fruitful collaboration together
with all other European DUR
researcher!

With kind regards,

Monigue Elseviers
Chair of EuroDURG

Conferences

meetings

...Previous events

ISPE 2009 Mid-Year
Meeting
Stockholm, Sweden

25™ ICPE in Providence,
Rhode Island, USA
August 16-19, 2009

The historical development and
state-of-the-art of
pharmacovigilance was in the
focus of the meeting. Prof.
Ralph  Edwards  (Director,
WHO-Uppsala Drug Monitoring
Centre (UMC)), presented an
update on the WHO
Programme for International
Drug Monitoring. He informed
us that currently the UMC
gathers data on adverse drug
reactions from 86 countries.
This global ADR database,
(Vigibase) contains almost four
million ADR reports and
receive quarter of million of
case reports every year. He
noted that New Zealand, the
USA, and the Netherlands had
the highest rates of ADR
reporting. We could learn that
nauseag, rash, headache,
dizziness and lack of drug
effects were the most
frequently reported suspected
ADRs and that
ethynylestradiolnorgestrel and
rofecoxib are the medications
most  frequently cited in
reports. He also explained how
the automated data mining
detect signals. (from almost 4
million case reports, this
system filters only 5,000 drug-
event combinations.)

The afternoon was devoted to
a highly relevant area of
pharmacoepidemiology,
Comparative Effectiveness
Research (CER). The
methodological challenges in
CER were critically evaluated.

Ria Benko

The 25™ silver anniversary
ISPE conference was a
memorable event. The
conference not only offered an
outstanding scientific program
to the highest number of
participants ever registered,
but particularly celebrated the
25™ anniversary of ISPE with
an exciting firework and a
special conference song.

As part of the ISPE/SIGDUR,
EuroDURG played a prominent
role in the organization of the
pre-conference educational
DUR session and the DUR
posterwalks.

Educational session

The course Infroduction to
Drug Utilization/Health
Services Research started
with a presentation of the
methodological framework of
DUR and the ATC/DDD
classification system. DUR
activities in the US were
highlighted as well as the use
of DUR data for cross-national
comparison and the
development of prescribing
quality indicators. Statistical
methods were offered fo test
interventions on drug
utilization. More than 60
participants  attended the
session. Lecturers as well as
participants expressed their
interest in the additional
organization of an advanced
DUR course for next year.
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Posterwalk

A new formula was tested for
the organization of the DUR
posterwalks. In place of one
posterwalk for the entire
group of DUR posters, the
presentation of DUR posters
was spread over the 3 days of
the conference. A  daily
posterwalk was organized for a
limited number of DUR
posters, selected on the base
of the original score assigned
to the submitted abstract.
Using this system, one poster
price winner per day was
selected resulting in a total of
3 winners.

Posterprice winners

Mahic M, Skurtveit S, Selmer
R, Furu K. Department of
Pharmacoepidemiology,
Norwegian Institute of Public
Health, Oslo, Norway:
Prevalence and Persistence of
TNF  Inhibitors in Norway
2004-2008

Munson JC, Kreider M, Christie
JD, Kimmel SE. University of
Pennsylvania, Philadelphia, PA,
United States: The Effect of
Treatment Guidelines on the
Tnitial Management of
Idiopathic Pulmonary Fibrosis

Devold HM, Duong M, Tverdal
A, Furu K, Meyer HE, Falch JA,
Sogaard AJ. Department of
Chronic Diseases and Institute
of General Practice and
Community Medicine,
University of Oslo, Oslo,
Norway: Anti-Osteoporosis

Drug Use in Norway during
2004-2007

Congratulation, to the winmers!

Monigue Elseviers

Meeting on cross national
study on drug utilization

Mechelen, Belgium
November 26-27

A  meeting was held in
Mechelen to discuss potentials
and pitfalls of cross-national
comparisons (CNC) on drug
utilisation and expenditure.
The objective of the meeting
was to bring together data
providers from more than 15
countries for validation as well
as review and discussions
around the rationale behind
the substantial differences
observed in the utilisation of
proton pump inhibitors (PPIs),
statins/ ezetimbe, newer anti-
depressants and ACE
inhibitors/ Angiotensin
receptor  blockers  (ARBs)
between European countries
2001-2007. In addition, areas
of concern with drug utilisation
studies were reviewed, e.g.,
DDDs for combination
products, measures of
expenditure in cross national
comparison (CNC) studies and
quality indicators. Frank May
was also invited to help give a
global perspective. Feedback
was also sought from this
predominantly health
authority/ health insurance
audience of the benefits of a
future training programme/
meeting for health insurer and
health authority personnel.
Some individual country data

have already been published in
scientific papers and cross-
national comparisons are now
being planned. A potential
poster session in ISPE in
Brighton will be discussed
further through EuroDurg.

Brian Godman

Upcoming

conferences...

IsPE 2010 |\1\IRAT

Mid-Year IS E

PHARMACOEPIDEMICLOGY]|

. INTERNATIONAL SOCIETY FOR|
Meeting

The 2010 Mid-Year meeting of
the International Society for
Pharmacoepidemiology  (ISPE)
will be held in Raleigh, North
Carolina, USA between the
10th and 12th of April at the
Marriott Raleigh City Centre.

ISPE 2010

Annual I S_ E

INTERNATIONAL SOCIETY FOR

Confel"ence PHARMACOEPIDEMICOLOGY

1
\

EuroDURGers and all people
interested in
pharmacoepidemiology are
cordially invited to attend the
26™ International Conference
on Pharmacoepidemiology and
Therapeutic Risk Management.
The meeting will be held
August 19-22, 2010 at the
Hilton Brighton Metropole, in
Brighton, a beautiful city at
the south coast of England.

The preceding day of the
conference (August 18) and on
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the first day of the
conference (August 19) special
educational courses will be
organized in the following
topics:

% Introduction to
Pharmacoepidemiology

% Pharmacogenetics I

%  Student Skills Workshop

% Regulatory
Pharmacoepidemiology

% Introduction to Drug
Utilization

%  Comparative Effectiveness

% Pharmacoepidemiology for
the Pharmacist

% Reproductive Epidemiology
% Risk Management

% Advanced Topics in
Pharmacoepidemiology

%  Advanced Drug Utilization
Research

All these require separate
registration. Further
information about the
scientific program soon will be
uploaded to the ISPE website
http://www.pharmacoepi.org/m
eetings/26thconf

Congress of Basic and Clinical
Pharmacology in July, 17-23.

WorldPharma 2010 will provide
in depth treatment of the
hottest topics in basic and
clinical pharmacology, while at
the same time offering the
broad perspective of how
drugs affect the living
organism,  which is the
foundation of our subject.

The scientific programme is
available at:
http://www.worldpharma2010.0
rg/scientificprogramme.php

aon Re.
&° 55'3/-0

R 21st Annual
& A s Scientific
Meeting
A g et

The Drug Utilisation Research
Group of United Kingdom and
Ireland organize their 21st
Annual Scientific Meeting in
London at the Royal Society of
Medicine (, 1 Wimpole Street).
The title is"  Medicines
Utilisation ~ from  national
databases across Europe” The
one-day meeting will be on the
4th of February 2010.

Ria Benko

for Pharmacoepidemiology and
Pharmaceutical Policy Analysis
in Utrecht, and the Belgian
Health Insurance Institute.
The meeting will probably be
held in Belgium in the spring of
2011. A programme will be
ready by the ISPE conference
in Brighton.

Robert Vander Stichele

European projects

HAPPY AUDIT
project

2010 -
Copenhagen,
Denmark

Bridging Basic and Cl;
Pharmacology

ISPE educational
conference
for European Health Policy
makers and Insurers

The European "HAPPY AUDIT"
project and its intervention
programme is aimed fo reduce
the occurrence of bacterial
resistance

% by reducing prescribing of

unnecessary  antibiotics
for  respiratory  tract
infections

% by improving the use of
appropriate antibiotics in
suspected bacterial
infections

< by improving the quality of
diagnostic procedures for
RTIs in general practice

Spring 2011

WorldPharma

The International Union
of Basic and Clinical
Pharmacology (IUPHAR) invite
you to attend the 16th World

The Special Interest Group on
Drug Utilisation Research
within ISPE has envisioned
holding a 2 days educational
conference on pharmaceutical
policy and prescribing quality.
The project is now supported
by the ISPE Educational
Committee, WHO Europe, and
the WHO Collaborating Centre

HAPPYAR)
\SZAUDIT

HAPPY AUDIT project:

"Health  Alliance  for
Prudent Prescribing,
Yield And Use of Anti-
microbial Drugs In the
Treatment of
Respiratory Tract
Infections”
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The project started in 2007
with the involvement of six
countries (Denmark, Sweden,
Spain, Russia, Lithuania, and
Argentina) and will end this
year, in March. EuroDURG is a
partner in the project.

In 2008 the participating GPs
(N=618) registered all patients
with respiratory tract
infections. After the
interventions tailored to GPs
(e.g. workshops,  training

courses, guidelines) and
patients (e.g. patient
brochures) a second

registration period took place
in 2009 with the involvement
of 511 GPs. Overall around
30,000 patient contacts were
registered during each of the
two 3 -weeks long)
registration periods. With this
high number, it is probably
until now the largest study in a
primary health care setting
involving so many GPs from so
many different countries.
Presently = most  of  the
deliverables have been
completed; the projects soon
will be finalised. Presently the
statistical analysis is going on.
From the results one can
conclude, that the project
reached its goals: after the
interventions the rate of
patients treated with
antibiotics decreased. The
results of the project will be
published in numerous articles.
In the last stages WONCA
(World Organization of Family
Doctors) will play a crucial
role: they are the leaders of
developing materials for media
campaigns and  they  will
organize a working conference.
EuroDURG will also have a role
in the last stage of the
project: we will help in the

wide dissemination of project
results.

Ria Benko

ESAC project

ESAC is a European project
managed to develop and
maintain a continuous,
comprehensive and comparable
database on antibiotic use in
Europe. ESAC started in 2001
November, and presently the
third ESAC- project is running.

% ESACTI (2001-2004)
% ESAC ITI (2004-2007)
% ESAC II extension ECDC

% ESAC III (2007-2010)

Presently all the 27 EU
member states, 3 EEA/EFTA
and 3 candidate countries
(Croatia, Former Yugoslavian
Republic of Macedonia and
Turkey) are participating.

L
e

ESAC &
ESAC "European
Surveillance of

Antimicrobial

Consumption”

Many papers were published
from the project's results. At
the projects website:
http://www.esac.ua.ac.be  you
can reach further information
on the project and have free
access to the interactive
database.

In the future the European
Centre for Disease Prevention
and Control (ECDC) will be the
coordinator of the project
(the ESAC Scientific Advisory

Board met in November 2009
to agree on a plan for the take-
over of ESAC by ECDC). In
order fo facilitate the take-
over, the ESAC project will be
extended for 4 months
(September - December 2010;
ESAC-4). The ESAC-5 project
will be run by ECDC as of
January 1, 2011, and the
management team will be
located in Bologna. The
scientific advisory board (SAB)
agreed upon a timeline to make
the take-over a success.
Consensus was reached on
take-over by ECDC of:

< Core data collection-

.0

% Regional data collection-

®,
0.0

Interactive database

®,
0.0

Ambulatory Care Protocol
% A+ Hospital Care point
prevalence survey (pps)
(ECDC already decided to
combine this PPS with
health care associated
infections)

< Economics database

Robert Vander Stichele

ARITMO project

The ARITMO project, aimed to
analyse the cardiac safety
profile of antipsychotics, anti-
infectives and H1-anti-
histamines, was just approved
for funding by the 7th Frame
Program of EU and will start in
early 2010. The project is
coordinated by  Professor
Sturkenboom, from the
Erasmus  Medical  Centre
(Rotterdam). The University of
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Bologna is one of the ARITMO
partners. The objectives of
the project include some
specific issues for which the
collection of drug utilisation
data is needed. In particular:

% To assess the reporting
rate and relative risk
(disproportionality) of
QTc prolongation, TdP,
ventricular fibrillation and
sudden death from
regional and international
pharmacovigilance

databases.

% To assess the rate and
relative risk of
symptomatic QTc
prolongation, TdP,

ventricular fibrillation and
sudden death during use
of study drugs.

The University of Bologna is
planning an agreement with
EuroDURG to collect drug
utilisation data on
antipsychotics (ATC NO5A),
anti-infectives (antibacterials
(J01), antimycotics (J02) and
antivirals (JOB)) and HI1-
antihistamines (ATC R06) from
as many as possible European
countries.

It is expected that the
University of Bologna will
assign a 12-month scholarship
to a PhD student in Drug
Utilisation. The student may
come from any European
country and must have previous
experience in drug utilisation.
He/she will perform this
activity in connection with the
CNC (Cross National
Collaboration project)
researchers, many of which
belonging to EuroDURG.

Elisabetta Poluzzi

SIG-DUR projects

As reported in the Bulletin
2007 and in this issue, within
the ISPE the Special Interest
Group - Drug Utilization
Research  (SIG-DUR)  was
formed.

Summary and updates on two
SIG-DUR projects with special
involvement and contribution of
ExCo members are presented
here:

International ATC

Browser

The aim of this project is to
create a web application to
browse therapeutic arsenals
from different countries, using
the ATC classification. We try
to locate the scientific team in
each country, who is
responsible for allocating ATC
codes and for calculating the
number of DDDs in the
available  medicinal  product
packages in the country,
identified by the local unique
identifying number. We ask
this team fo transform the
national data into a predefined
format and to send the
updates once a year to a
central web master, who will
then enter these national data
into an international system.
The aim of the project is to
assist in cross validation of
classification of drugs in
different countries, to
facilitate cross national
comparison of  therapeutic
arsenals, and to help research
teams in other countries to
construct valid links between
national drug databases and
the international classification
ATC/DDD.

The first phase of the project
(visible at http://atc.ramit.be:)
has been completed with 4
consecutive years of Belgium.

Work has continued during
2009 with developing a version
2 of the prototype showing
data from Belgium, Italy, and
Sweden, in 4 languages
(English, French, Dutch,
Italian, Swedish). This version
will be completed by the
Brighton meeting. The
application allows to see the
medicinal product packages
available on the national
market with the national coding
into the ATC system and
package size expressed in
DDD.

Funding of the project is
assured in the Heymans
Institute of  Pharmacology
(University of Gent, Belgium).
Interested researchers can
contact

robert.vanderstichele@ugent.be

Robert Vander Stichele

Cross National
Collaboration Survey

The first aim of this survey
was to collect as much
information as possible about
the state of the art of drug
utilization research (DUR) and
to obtain drug consumption
data for some selected drugs
in different countries by using
a structured questionnaire
designed for the study and
performed by the members of
the EuroDURG and ISPE SIG-
DUR. We received responses
and filled questionnaires from
more than 20 countries.
Results were presented in a
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dedicated poster session at
the ICPE in Copenhagen in
August 2008. The project
demonstrated high variability
in sophistication of available
DUR data, limiting possibilities
for international comparison of
drug consumption.

From 2009, the Cross-National
Comparison project is fused
with another EU project (DU
generic policy project) and
continued under the leadership
of Brian Godman and Bjorn
Wettermark. Data providers
from 26 countries
(predominantly European) met
in  Mechelen, Belgium to
validate results and to discuss
further consolidation of this
project (see further
information at the Mechelen
meeting).

Several publications focussing
on single countries and on one
of the 4 topics (Statins; PPIs;
antidepressants;ACE inhibitors
and ARBs) are accepted, or
under revision.

Vera Vliahovié-Palcevski and
Monigue Elseviers

News from national

DURGs

Sweden

"4 years with the Swedish
Prescribed Drug register -
opportunities for
pharmacoepidemiological
research”

An international seminar was
recently arranged by the
Swedish National Board of
Health and Welfare and the

Swedish Society for
Pharmacoepidemiology (SLEF)
to  celebrate  the  4th
anniversary of the Swedish
Prescribed Drug register. The
register was founded in July
2005 and contains unique
identifiers of all dispensed
drugs to the entire Swedish
population. Every year more
than 6 million Swedish citizens
purchase prescribed medicines
at the pharmacies and are thus
included in the register. More
than 40 studies have until now
been published or are in press.
The seminar gathered around 130
participants and started with of a
number of lectures focusing on
various aspects such as an
overview of scientific studies
conducted so far, the use of
registers to monitor the quality of
prescribing and socioeconomy and
drug use. Some international
experience was also brought in
by Bert Leufkens, Ufrecht
University who shared his
experience of
pharmacoepidemiologic
research in the Netherlands.
The lectures were followed by
four  parallel interactive
workshop discussions on
measuring  exposure  with
register data on dispensed
drugs, monitoring quality of
prescribing in health data
registers, inequity in drug
consumption and
pharmacoepidemiologic ~ study
Designs. Presentations from
the meeting and publication
lists are available through the
website of the Swedish
Society for
Pharmacoepidemiology -
www.pharmacoepi.se

Bjorn Wettermark

Ttaly

In the recent vyears, drug
utilisation activities have been
highly increased in Italy. In
particular, during the last year
3 main events had concerned
this field.

(1) The annual Conference on
drug use and safety of drugs
(La valutazione dell'uso e della
sicurezza dei farmaci:
esperienze in Italia) organised
by the TItalian Institute of
Health has reached his 28th
Edition and hundreds
participated both from
Universities and Health
Authorities. Each December, it
represents an annual date for
epidemiologists,  pharmacists
and pharmacologists to discuss
experiences and to obtain
useful suggestions for future
research approaches. The main
topics of the last Conference
were represented by drug
utilisation and appropriateness,
and assessment of drug safety.

(2) On October 14-17, the
34th Conference of Italian
Pharmacology Society (SIF)
took place in Rimini. Three
sessions were focused on
pharmacoepidemiology both in
terms of drug safety and drug
utilisation. Many contributions
concerned methods for the
evaluation of drug use
appropriateness, and also
several focused on the
exposure to drugs during
pregnancy.

(3) A specific meeting on drug
use appropriateness, especially
in cardiovascular risk, was
organised last 18 and 19 of
December in Florence, with
main speeches of Professors of
the University of Florence and
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Milan. The main topic of this
meeting was the assessment of
non adherence to treatments
and its clinical and economics
consequences.

Finally, a specific SIF meeting
on drug misuse in Italy and
their consequences in terms of
drug safety has been planned
for next June by the
University of Bologna.

Elisabetta Poluzzi

Robert Vander Stichele
Heymans Institute of
Pharmacology

Ghent University

De Pintelaan, 185, B-9000 Gent
BELGIUM

Tel: +32 92269808

E-mail:
robert.vanderstichele@rug.ac.

We invite other national DUR
groups to inform us about
their activities!

Please send your summary to
monique.elseviers@ua.ac.be

EuroDURG

ExcO
2008-2010

Monique Elseviers (chair)
University of Antwerp
Campus drie Eiken
Universiteitsplein 1

B-2610 Wilrijk

BELGIUM

Tel: +32 473 98 56 14
Fax: +32 3664 84 59
Email:
mohique.elseviers@ua.ac.be

Peter Mol (treasurer)
Department of Clinical
Pharmacology
University of Groningen
P.O.box 196

9713 AV Groningen
THE NETHERLANDS
Tel: +31 50 3638313
Fax: +31 50 3632812
E-mail:
P.6.M.Mol@med.umcg.nl

be

Vera Vlahovié-Paléevski

Unit for Clinical Pharmacology
University Hospital Rijeka
Kresimirova 42

51000 Rijeka

CROATIA

Tel: +385 51 658805/Fax:
+385 51 337536

E-mail:

vvlahovic@inet.hr

Katrin Janhsen

Zentrum fur Sozialpolitik
Parkallee 39

28209 Bremen

GERMANY

Tel: +49 421218-4381

Fax: +49 421218-7455
E-mail:
kjanhsen@zes.uni-bremen.de

Elisabetta Poluzzi

Dept. Pharmacology, University
of Bologna

Via Irnerio, 48

T 40126 Bologna

ITALY

Tel: +39 0512091809

Fax: +39 051248862

E-mail:
elisabetta.poluzzi@unibo.it

Vasco Maria A.J.
INFARMED

Av.do Brasil, 53

1749 -004 Lisbon
PORTUGAL

Tel: 351 21 7987109
Email:
vasco.maria@infarmed.pt

Bjorn Wettermark
Ldkemedelscentrum
Stockholms ldns landsting
Box 17533

SE-118 91 Stockholm
SWEDEN

Tel: +46 8-737 40 81, 070/558
56 41

Fax: +46 8-737 40 12
E-mail:
bjorn.wettermark@sll.se
Ria Benkéd

Dept. of Clinical Pharmacy
University of Szeged,
Szikra utca 8

Szeged H-6725
HUNGARY

Tel/Fax: +36 62 544 921
E-mail: benko@clph.szote.u-
szeged.hu_or
benkoria@gmail.com

For updates of addresses or
inquiries, please visit our
website: www.eurodurg.com,
or contact Ria Benko:
benko@clph.szote.u-
szeged.hu OR
benkoria@gmail.com




