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Metodologia Badan Klinicznych

Informacje dla kandydatow Zasady rekrutacji

Studia przeznaczone sg dla 0sob bedacych Rekrutacja na V* edycje studiow -
pracownikami jednostek klinicznych i naukowych lub  OTWARTA
prowadzacych badania na zlecenie.

W pierwszej kolejnosci zapraszamy osoby, ktére e O przyjeciu na studia decyduje wynik
ukoriczyly studia z zakresu nauk biomedycznych i postepowania kwalifikacyjnego

(lub) posiadajg minimum roczne doswiadczenie w prowadzonego na podstawie ztozonych
badaniach klinicznych. dokumentow.

Zapraszamy rowniez pracownikow lub kandydatow e Limit miejsc: 50
na pracownikow dziatow medycznych firm
farmaceutycznych lub firm o typie CRO i SMO. Osoby zainteresowane udziatem w studiach

proszone sg o przesytanie do Dziekanatu Centrum




Cooperative European Medicines
Development Course

Estonia, Tartu

Hungary, Budapest
(Coordinating center:
Semmelweis University)

Lithuania, Kaunas
Poland, Warsaw
Portugal, Lisbon
Romania, Targu Mures
Serbia, Belgrade
Slovakia, Bratislava
Slovenia, Ljubljana
Turkey, Ankara




Base Course
Covering all topics of the syllabus

2. Development 3. Non-Clinical
1. Discovery of of Medicines: Testing A Pharma-
Medicines Planning ceutical
14. Therapeutics | Base course (6 base development
modules, 30 ECTS)
13. Economics 1. Introduction. Drug discovery 5. Exploratory
of Healthcare 2. Non-clinical drug development development

3. Early clinical drug development

12. Information, 4. Confirmatory clinical drug trials | 6. Confirmatory

oromotion 5. Drug regulation and development
pharmacovigilance o
6. Healthcare, marketplace, 7. Clinical
11. Drug Safety economics of healthcare trials

10. Regulatory 9. Data management 8. Ethics
affairs Statistics legal issues
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A Opis przypadku
AhLAE aSNAA LINI 8LJ R s ¢
A Badanie obserwacyjne vs eksperymentalne
AT 3INXzZLIND 1 2c6mtrdl f yN 06Ol &S
A kohortowe (cohort)
A Prospektywne vs retrospektywne
A Kontrolowane, prospektywne (RCT, randomized controlled trie

Al LRRésayeY T IYlIahBsl yASY
A PROBE (prospective randomized ojapel blinded end
point)

A Meta-analizy
A Rejestry
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Rodzaj Liczba

Kontrolowane badanie kliniczne (RCT)
Meta-analiza

Wytyczne/standardy (guidellines)
Klasyfikacja/definicja choroby

Opisowa statystyka danych epidemiologicznych
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L121/34 ] Official Joumal of the European Communiries 152001

DIRECTIVE XL 20EC OF THE EUROFEAN PARLIAMENT AND OF THE COUNCIL
of 4 Aprd 201

ot the approximation of the laws, regulations and administrative provisions of the Member State s
relating to the implementation of good clinical practice in the conducr of dinical crials on
medicinal products for human use

Article 2c
ONemt er vent asudywherdtheimadicidal product(s) is (are)
prescribed in the usual mannern accordance with the terms of the
marketing authorisation. The assignment of the patient to a particular
therapeutic strategy is not decided in advance by a trial protocol but falls
within current practice and the prescription of the medicine is clearly separate
from the decision to include the patient in the stidyadditional diagnostic
or monitoring procedures shall be applied to the patientand
epidemiological methods shall be used for the analysis of collected data
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COMMISSION DIRECTIVE HM)5[2R/EC
of 8 April NM)5

laying down principles and detziled guidelines for good chimcal pracice & regards investigetions]
medicing] products for human wse, 25 well as dthe requirements for suwthorisstion of the
manufacturing or imponaton of such products

{Text with EEA relevance)

(11)
Non-commercial clinical trials conducted by researchers without the participation of the pharmaceutic
industry may be of great benefit to the patients concerned. Directive 2001/20/EC recognises the spec
these norcommercial clinical trials. In particular, when trials are conducted with authorised medicinal
products and on patients with the same characteristics as those covered by the authorised indication
requirements already fulfilled by these authorised medicinal products, as far as manufacturing or imp
are concerned, should be taken into consideration. However, it could also be necessary, due to the s
conditions under which noncommercial trials are conducted, that Member States $pexske modalities
to be applied to these trialsnot only when conducted with authorised medicinal products and on patiel
with the same characteristics, in order to comply with the principles imposed by this Directive, in part
as far as the manufacturing or import requirements for authorisation and the documentation to be sul
and archived for the trial master file are concerned. The conditions under which the noncommercial r
is conducted by public researchers and the places where this research takes place,appkeatien of
certain of the details of good clinical practice unnecessary or guaranteed by other meaiember
States will ensure in these cases, when providing for specific modalities, that the objectives of the prt
of the rights of patients who participate in the trial, as well as, in general, the correct application of the
clinical practice principles, are achiev@8dhe Commission will prepare a draftwith guidance in this
respect.
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DIRECTIVE 2001 20EC OF THE EUROFEAN PARLIAMENT AND OF THE COUMNCIL
of 4 Aprd H01

on the approximation of the lavs, regulations and adminiscrative provisions of the Member States
relating to the implementation of good clinical practice in the condwecr of dnical rals on
medicingl products for haman wuse

Article 2 (c)

Non-commercial clinical trials conducted by researchers without the participation

the pharmaceuticals industry may be of great benefit to the patients concerned. T
Directive should therefore take account of special position of trialswhose planninc
does not require particular manufacturing or packaging processes, if these trials :
carried out with medicinal products with a marketing authorisation within the mea
of Directive 65/65/EEC, manufactured or imported in accordance with the provisi
Directives 75/319/EEC and 91/356/EEC, and on patients with the same characte
as those covered by the indication specified in this marketing authorisation. Labe
the investigational medicinal products intended for trials of this nature should be
to simplified provisions laid down in the good manufacturing practice guidelines ol
Investigational products and in Directive 91/356/EEC.



MAYBE YOU CAN HELP SAVE EUROPEAN RESEARCH

Why did the European Union decide to stop cancer research?

English | Frangais Deutsch | taliano

Dear MEPS,
“why did the Buropean Union decide to stop cancer research?”

This is the question which European Parliamentarians, Commissioners and officials will be Organisations
asked by their constituents in May 2004, On that date the European Commission Directive that support
(2001\20\EC) (download PDF) on clinical trials comes into force. This directive places such this initiative:
high administrative expenses in the way of patient-focused research, that it will effectively

end all clinical research except for those trials which are commercially-inspired, and drug P
company-sponsored. The bulk of cancer research trials are currently conducted, not by the / \
industry, but on a voluntary basis by cancer specialists and charities, who simply do not ] i
have the resources to meet these new requirements. Thus, trials which are vital to the best ‘ j
interests of patients, but are of no interest to the pharmaceutical industry, either because N o
they involve generic or widely available drugs, or {(as is the case in trials of screening, C

radiotherapy and surgery), no drugs at all, will be nearly impossible to conduct. QEQR:L

Investigations of new treatments for those rare fatal cancers which affect children may stop e
ltogether. fan)

altogether (\&3")

If this directive had been introduced forty years ago, many of the most critical advances in Uil e

cancer treatment would not have been made. Women with breast cancer would still have to S
lose their breasts, and patients with throat cancer their voice boxes. Childhood leukemia GBG
would still be a death sentence rather than a great success story of cancer research. e

ODREASTY
GCROUr

The Directive represents a solution which is not needed to a problem which does not exist.

It is no easier for organizations than it is for individuals to admit that they have made a
mistake. The EU had made one here, and public pressure will force its correction, The
question is whether it will be corrected now before it costs lives, or later, after it has.

We respectfully urge the European Parliament to repeal this directive before it comes into
force.

PLEASE CHANGE DIRECTIVE 2001\20\EC - BEFORE IT'S TOO LATE

il

BNGO

’,
Yours Sincerely e
OBciegucher
Please add your signature electronically to this letter, Ohciogen

v-""“ 9oy
N
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d tape poses threat to research

SEE ALSO:
» Cancer research 'under threat'
05 Jul 03 | Health

» Row over medical research claim
30 Oct 03 | Health

lical experts are warning
inst a European Directive
ch they claim will

ously jeopardise

2arch in areas such as
cer.
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y are concerned that the 66 Our problem with this

“tive was designed only directive is simply that the
- big pharmaceutical bureaucracy of a lot of
panies in mind. elements within the directive

is going to outstrip any
; potential protection for
they warn that medical patients.

ities - who often work on 9
oestring - may not be able Dr Richard Sullivan

ope with overbearing

aucratic demands.

~onsultation

ichard Sullivan, from Cancer Research UK, said the
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Please sign to show your support:

Title First Name |Zbigniew Surname IGaciong

Position [Dean Email [zgaciong@hotmail.com J
(If you would like to be kept updated
on the progress of this initiative)

Signed on
Institution l:lical University ofWarsaw‘ behalf of {if
applicable)

Location l Poland VJ

SOME EARLY SIGNATORIES OF THE PETITION

Chairman Breast
St. Vincent's Committee, Irish Clinical
University Hospital Oncology Research
Group

Ireland

Chief Executive Member of EU Steering
Officer Irish Clinical  Group for Cancer
Oncology Research Research Management,
Group ECRM

Moulton Ireland

On behalf of Institut

Jules Bordet and all Chairperson, Breast
Belgian Cancer International Group {BIG)
Researchers

Belgium

Managing Director
Carolyn Straehle Breast International Belgium
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The European Organization for Research and Treatment of Cancer
European Cancer Conference,
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