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¢ |ntroduction — The IT Support unit

¢ Part one — Tools for terminology search
used by EP translators and new online
tools

¢ Part two — An introduction to term mining



¢ About us

— The Information Technology Support Unit (ITS DGTRAD) is the
unit that provides technical and logistical support to Parliament’s
translation units so that they may concentrate on the job they do
best — translating

¢ Organisation:

— 5 teams: ServiceDesk, Project Administrators, Research and
Development, Communication, Administration

¢ Some of our products, projects and services

— TFlow support, DGTRAD IT Development plan, Translation
Portal, Euramis/SPA, e-Parliament, Gepro+, AT4TRAD, FullDoc,
CAT4TRAD, e-Dictionaries, CAT-Tools, Machine Translation
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¢ Termbases, Glossaries, Dictionaries

— |ATE, E-dictionaries, Glossaries at the Term.Coord server,
Glossaries created and hosted by the units

¢ Bilingual concordancers: search in context

— FullDoc, Euramis concordance, TWB concordance, MyMemory,
TAUS search, Linguee

¢ EU documentation and legal databases
— Eur-Lex, Europarl, Council

¢ QUEST2 Meta-Search



¢ Online Reference
— Wikipedia, Google scholar

¢ Search Engines
— Google, Yahoo, Microsoft ...

¢ Terminology management
— Terminology macro

¢ Machine Translation

e f



& The IATE (InterActive Terminology for Europe) database
Is a dynamic base designed, principally, to support the
multilingual drafting of EU texts, legal texts in particular.

¢ |ATE best practices:
http://tradunit2/units/terminology/wp-
content/uploads/2008/12/best-practice-for-
terminologists-20080515-revi.doc

& General input criteria: Added value, relevance,
avoidance of duplicates, Accuracy of data, Single
concept, Minimum information (including definition
and/context), Intellectual Property Rights
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& Most units have large collections of glossaries
assembled in-house or retrieved from other resources
(e.g. company web-sites, universities etc.)

¢ Glossaries offered on the Terminology Service’s website

¢ The HU unit uses the Eurovoc thesaurus for the
classification and organisation of their glossaries

— Eurovoc is a multilingual thesaurus covering the fields in which
the European Communities are active;

— http://europa.eu/eurovoc/
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of adverse reaction reports
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between Member States relating to the superision of medicinal products and in particular
the monitoring of adverse reactions under practical conditions of use through the national
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hWedicines regulation and particularly the system of authorising medicines are
critical for ensuring that only high quality, efficacious medicines of acceptable
safety are allowed an the EU market. However, the established limitations of drug
development, particularly the limitations of clinical trials in terms of their size,
duration and controlled conditions means that some side effects will only be
detected after a medicine has been authorised and entered the market.

Fharmacovigilance is the science and activities relating to the detection,
assessment, understanding and prevention of adverse effects of drugs and
comprises: collecting and managing data on the safety of medicines, scrutinising
at the data to detect 'signals’ (any new or changing safety issues), evaluating the
data and making decisions with regard to safety issues, acting to protect public
health {including regulatory action), and, communicating with stakeholders about
the safety of medicines.

Key stakeholders involved in pharmacaovigilance are:

patients as the users of medicines and families and carers as advisers and
carers of patients,

all healthcare professionals but particularly:

doctars (to advise patients, prescribe medicines and report ADRs)

pharmacists (to advise patients, dispense medicines and repaort ADRs)

nurses (to advise patients, administer medicines and report ADRs)

i

.

= Badkto result page = Back to search p:

(To find a specific text Prass Cirl + F)

I'UE et le codt total des effets indésirables pour la sociéte s'@léve a 78 milliards
d'euros dans I'UE.

La réglementation en matiere de meédicaments, et plus particuligrement le
systéme d'autarisation des médicaments, sont essentiels pour garantir que seuls
des medicaments de grande qualité, efficaces et d'un niveau acceptable de
sécurité soient autorisés sur le marché communautaire. Toutefois, en raison des
limites imposees ala mise au point des medicaments, et notamment aux essais
cliniques pour ce gqui de leur taille, de leur durée et des conditions contrdlées,
certains effets secondaires ne seront détectés quune fois le médicament
autorisé et mis sur le marche.

La pharmacovigilance est une science gqui englobe les activités relatives a la
détection, I'évaluation, la compréhension et la prévention des effets indésirables
des medicaments; la collecte et la gestion dinformations sur la sécurité des
médicaments, l'examen des données afin de détecter les «sighauxs (toute
guestion de sécurité, nouvelle ou en évolution), I'svaluation des donnees et la
prise de décisions dans des gquestions de seécurité, l'adoption de mesures visant
a protéger la santé publigue (notamment des mesures réglementaires) et la
communication avec les parties concernées au sujet de la sécurité des
médicaments.

Les principales parties concemées par la pharmacaovigilance sont:

les patients, en tant que consommateurs de médicaments, ainsi que les familles
et les soignants, en tant que personnes leur prodiguant conseils et soins;

tous les professionnels de la santé, mais plus particuligrement:

les medecing (pour conseiller les patients, prescrire des médicaments et natifier
les effets indesirables)

les pharmaciens (pour conseiller les patients, délivrer des médicaments et
notifier les effets indésirables)

les infirmigres (pour conseiller les patients, administrer des médicaments et
notifier les effets indésirables)
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¢ New generation online concordancers

¢ Based on crowdsourcing and webcrawling
techniques

¢ They also offer integration to CAT-Tools

¢ Examples: MyMemory, Linguee, TAUS
widgets
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At mid-cycle, high levels of LH trigoe
and ovulation.

Owitrelle is used to treat woamen who have received treatment to
stimulate their ovaries, to trigger ovulation (the release of egos by
the owvaries) and the development of 8 special structure on the

French {France} Segment

jaune et ' ovulation.

Owitrelle est utilisé chez les fernmes gui ont suivi un traitement de
stirmulation ovarienne, afin de déclencher 'ovulation {ibération
d'ovules parles ovaires) et la formation d'une structure

ovary the Corpus Yutewoy that-bhedns e e

Inthis context, it expresses its padicular concern at the detentian
withowt trial of political figures and the suspension of haheas
COrpuUs.

aune) gqui favorise la

pree e E—srera e e arire e corp

grossesse,

A cet égard, ' Union européenne est tout particuliérerment
precccupeee parla detention sans juge ersonnalites

pﬁ“ﬁqllﬂﬂ atla cllcpnncinn dol bhabhooo Corpus.

Dwaring normal sexual stimulation, cGMP is produced in the penis,

where it causes the muscle in the spongy tissue of the penis ithe

Curant la stimulation sexuelle normale, de P est produite
dans le pénis, elle y provogue le relachement du muscle lisse du
tissu spongieux du pénis (corpora cavernosa), favarisant I'aflux

C ola cavernosa) to relax, allowing the flow of blood into the
C O POr a)-rkeraheHre-H Petlo-

anciin dans le forps caverneux 5ui produit 'érection.
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In this context, it expresses its particular concern at the detention Accet egard, I' Union européenne est tout padiculiérerment B

i rial of political figures and the suspension of habeas préoccupéee par la détention sans jugerment de personnalités
COrpus. pu:;t;quca =t auapclla;ull et tradres COrpus.
Some of my colleagues in the European Free Alliance - a majority Cerdains de mes collégues ad sein de 'alliance libre européenne 1 X
of therm - voted for the Watson repod; not that they did not also - uhe majorité d' entre ewx - ont voté en faveur du rapport Watson,
regret the absence ofthe habeag corpus frerakaent_butthat non pas gu' il n' aient pas regretté_ex aussi, 'absence de |
they felt a strong commitment in conscience, as we all do, to amendament relall 3 TiTate orpus |mais ils ont ressenti, en
getting the European judicial space going forward, and thought conscience, caomme nous tous, un engagement fort envue de
that necessary. prormowyoir I' espace judiciaire européen et on estimé que cela

Etait nécessaire.
pethe LIS Condgress now seeking to bar claimes for habeas A présent, le Congrés américain tente de faire obstacle aux e

corpus grrePresteentBastretreretre et et it stifte-Hre—detrrerrehesdtredre s corpus gt le président Bush et ses hommes

Mo ain Amendment which would ban inhuman treatment of LIS de main tentent d'étouffer Mamendement MoZain, qui prévoit

detainees. l'interdiction des traiterments inhumains a I'encontre de détenus
armericains.
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[...] expiry date and after consideration by the competent authority of a

dossier containing in particular details of the data on|pharmacovigilance

[..] der Unterlagen, die inshesondere eine Ubersicht dber den Stand der
Angaben zur Pharmakovigilanz und die Gbrigen fir die

and other information relevant to the monitoring of the medicing product,
Et Engiish: eur-lax aurops euflaclnSerf Lol 0083 EN HTML

Arzneimitteliiberwachung mafigebenden Infarmationen enthalten.

B Cenman. aurfler eureps eudLexUiSare/LepUrl | 0083 LOE HTML

o]

All marketing authorisation holders must designate a qualified persan
responsible fof pharmacovigilance, who must sstablich and maintain g

Jeder Inhaber einer Genehmigunag fir das Inverkehrbringen eines
irzRairnittal-banarrerefi-diirzneimitteliiberwachung |

central inform & eraherT LUIILGIII;IIH the side-effects of the medicinal
product in questian,
B Fnalish; aurops euf seadolusleatand b2 1230, bt

verantwortliche Person, die ein zentrales Informationssyster fir die
Mebenwirkungen des Arzneimittels einrichtet,
B Garman; suropa eudscadoiusilegddadlvb/i2 1230 bm

o]

Thirdly, the technical aspects of the proposed directive must be
frarrrorset et doeorents already issued or currently being drawn up,
H, those on GCP and those on

and in particular those re

pharmacovigilance.
B English, Wi europas. aurops e’

Dritte Bemerkung) Unerlaflich st ferner gine Vereinheitlichung der
technischen Aspelkte des vorgeschlagenen Dokuments mit den bereits
verabschiedeten oder in der Erarbeitung befindlichen Dokumenten,
insbesondere betreffend die ICH, die GCP und die

Arzneimitteluberwachung.

CF T arman. Wi, europarl edrope. 2wl

o]
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The expedient assignment of the EMEA does not have an effect on its

Die sipnyolle Fuardnung der EMESR ist fiir deren koordinative Arbeit in der

coordinative role ir| pharmacovigilance '-r'iﬁ theeritertre—trasero®

Pharmakovigilanz folggdnlos, da die Kriterien auf internationalen

international medical quidelines,
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FromWikipedia, the free encyclopedia

Pharmacovigilance (sometimes abbreviated PV or PVG) is the
pharmacological science relating to the detection, assessment, understanding
and prevention of adverse effects, particularly long term and short term side
effects of medicines " Generally speaking, pharmacovigilance is the science
of collecting, monitaring, researching, assessing and evaluating infarmation
frorn healthcare providers and patients an the adverse effects of medications,
biological products, herbalism and traditional medicines with a view to:

& identifying new information about hazards associated with medicines
s preventing harm to patients.

The etyrmological roots are: pharrmakon (Greek), "drug;" and wigiiare (Latin, "to
keep awake ar alert, to keep watch.”

Fharmacovigilance is particularly concerned with adverse drug reactions, or
ADRs=, which are officially described as: "A response to a drug which is
noxious and unintended, and which occurs at doses normally used... far the
prophylaxis, diagnosis or therapy of disease, ar far the modification of
physiological function, "F

Comtents [hide]

1 Rigks of medical treatment
2 Terms commonly used in drug safety
3 Finding the risks of drugs
4 Spontaneouds reporting
4 other reporting methods
6 International collabaration
¥ Pharmacovigilance by region
7.1 Europe
7.2 United States
2 See also
9 References
10 External links

Related Terms

Pharmacovigilance is gaining importance for doctors and scientists as the number of stories in the mass media of drug

recalls increagesg, [Fiaton reeded]

Because clinical trials involve several thousand patients at most; less
at the time a drug enters the market. Even very severe ADHs
populations are small. Postmarketing pharmacovigila
to identify the relationships between drugs

Pharmacoenvironmentelogy: A branch o

n side effects and ADRs are often unknown
liwer damage are often undetected because study
g tools such as data mining and investigation of case reparts

mirontmental pharmacology and a form of pharmacovigilance which deals

entry of chemicals or drugs into the enviranment after elimination fram humans and animals post-therapy. It deals
specifically with those pharmacological agents that have impact on the environment via elimination through living

oy o
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Pharmacovigilance

En France, « La pharmacovigilance a pour objet la surveillance du risque d'effet indésirable résultant de l'utilisation des
médicaments et produits 4 usage humain » (article B 5121-150 & du code de la santé publigue.)

Elle vise a garantir la sécurité d'emploi des médicaments. Elle repose sur le signalement des effets indésirables par les
professionnels de santé (obligation leur est faite selon |e code de |a santé publique de signaler tout effet indésirable
medicamenteux grave ou inattendu) et les industriels.

Les professionnels de sante déclarent les effets indésirables aux 31 centres régionaux de pharmacovigilance & (CRPY),
situés dans des structures hospitaligres, et qui ont chacun leur propre compétence géographigue. Les événements sont
évalués et enregistrés, puis transmis a I'Afssaps (Agence frangaise de sécurité sanitaire des produits de santé), gui
coordonne 'ensemble du systéme.

=i un effet indésirable est transmis au laboratoire pharmaceutigue propriétaire du madicament, il doit le déclarer directement
a I'Afssaps sous 15 jours si l'effet indésirable est grave (décés, mise en jeu du pronostic vital, hospitalisation ou
prolongation d'hospitalisation, invalidité, anomalie ou malformation congénitale, autre critére médicalement important). Les
cas de Pharmacovigilance ne répondant pas a ces critéres sont dit "non graves” et seront transmis aux Autorités
Compétentes par le biais des rapports périodigues.

Les différentes agences nationales en charge du médicament ont organisé un réseau d'échange dinformations sur la
pharmacovigilance. Un effet indesirable grave constaté pour un méme medicament en Allemagne et en Grande-Bretagne est
danc transmis en France et des recoupements sont faits. Cela peut amener a modifier les conditions d'utilisation du produit,
a les restreindre woire a retirer le produit du marché. Les professionnels de santé peuvent &tre avertis de maniére rapide par
une Lettre aux prescripteurs, ou Dear Doctor Letter (DOL), envoyée par le laboratoire.

Les études clinigues de Phase I%, qui ont lieu aprés la mise sur le marché d'un médicament, sont une sorte de
pharmacovigilance.

Les données de pharmacovigilance pour un medicament sont rassemblées et analysées par le laboratoire dans un
document appelé Periodic Safety Update Report (PSUR), qui est fourni réguligrement aux autorités de santé (IAFS5APS
pour la France) @ tous les B mois pour un meédicament nouveau, puis & terme tous les 3 ans (la sécurité d'atilisation du
produit étant wérifiee sur de larges populations).
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Accelerating Preclinical CMC The SMi Group December 8

IP Drug, W Successful, P Risk, 0 ... - Biotechnology Law ., 2009 - liebertonline.com

Biopharma Executives 5635 Fishers Lane W Marriott Hotel Hockwille, MD 20852 1331 Pennsylvania
Awenue Tel: (8007 332-2181 Washington, DC Web: www windhover. comiFDA-CWE ... Intellectual
Property and The SMi Group December 8 ... Generics Great Guildford Business Square ...

All 2 versions

smith v, FERIZER INC.

Dist. Court, MD Tennessee, Mashwille Div., 2010 - Google Scholar

... The defendants have offered Weiss Smith as an expert in epidemiology, phatmacoepidermiology,
and pharmacovigilance. ... Futhermore, the defendants do not plan to have YWeiss Smith testify
regarding the adequacy of defendants' pharmacovigilance practices or conduct. ...

The European Agency for the Evaluation of Medicines and European regulation of pharmaceuticals
J5 Gardner - European Law Journal, 2009 - interscience wiley, com

... The applicant must apply at least three months befare the end of qutharisation, and

the Agency reviews a dossier 'containing up-to-date information on pharmacovigilance'

(reactions to the drug in actual use). ... C Pharmacovigilance ...

Cited by 20 - Related adicles

Cuaid v. Baxter Healthcare Corp.

910 ME 2d 1236 - [Il: Appellate Court, 1=t Dist., 3rd Div., 2009 - Google Scholar

... The last known addresses of the people significantly involved in pharmacovigilance
and adverse events related to the subject Heparin products befare March 2005 are

in Pennsylvania and Park Ridge, lllinois. The Baxter employees ...

Helated aricles - All 2 varsions
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The aimn of the Commizsion proposal 13 to limit the Baelaandlof consutmers to
pharmacologically active substances intended for use 1n veterinary medicinal products for
tood producing antmals as well as residues thereof 1n foodstufts of animal origin.

Durch den Eommissionsvorschlag soll die ISttt VW erbraucher gegeniber
pharmakolo gisch witksamen Stoffen, die fur die Verwendung in Tierarzneimitteln fir zur
INahrungsmittelerzeugung genutzte Tiere vorgesehen sind, ebenso beschrankt werden wie das
Auftreten wvon Euckstanden dieser Stoffe in Nahrungsmitteln tierizchen Ursprungs.

Thiz includes issrstnvitmpotted from third countries.

Dies schlielit aus Drittlandern eitngefihrte INEIERT=ERatinr=al= i1
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Example:
The industrial revolution in Brazil is leading to rapidfelsifelf=ls¢r:1ile]s
of the Amazon basin.
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AGRICULTURE, FORESTEY
deforestation Atholming COM | AND FISHERIES, Euilding P Tem e ninto g
: Atddtebhans 1978
atd public wotrks
AGRICULTURE, FORESTEY
deforestation Entwaldung COM | AND FISHERIES, Building Ehi s Raunculaag g
; Stadtebans, 1978
atud public wotks
AGRICULTURE, FORESTEY Landmaschitien und
defore station Abforstung COLT  |AND FIZHERIES, Building latidwritts chaftliche
atid pablic wotks Austistungen CEMAGREF 10
AGRICULTURE, FORESTEY Landmaschitien und
deforestation Eahlschlag COLT  |AND FISHERIES, Bulding latidwittzchafiliche
atid pablic wotks Austiistungen CEMAGREEE 1¢
Davernde oder
voribergehende
; AGRICULTURE, FORESTRY | Zweckentfremdung des
deforestation Rodung 0TI AND FISHERIES T e Duc,lossar LFI 1908
um tucht bestockte Flichen
handelt.
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¢ E-Mail and telephone contacts with
national terminology experts and services
(SL)

¢ [nterinstitutional terminology mailing lists

¢ Online forums and discussion groups



¢ The goal of term mining is to automatically
extract relevant terms from a document or
collection of documents (corpus)

¢ Terminology extraction algorithms are based on
statistical, linguistic or combined approaches.

¢ The Terminology Coordination service tests
various terminology extraction tools

— Xerox, Synchroterm, Multicorpora



¢ Terminology extraction tools are often

provided by CA

ools vendors for better

integration to the translation workflow:

— Alchemy term extraction API, SDL MultiTerm
Extract 2009, Heartsome term extraction
service and Araya bilingual term extraction

tool etc.

¢ Online terminology extraction tools
—Yahoo Term Extraction Web Service
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