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tƛŜǊǿǎȊŜ ƻǇǳōƭƛƪƻǿŀƴŜ ōŀŘŀƴƛŜ ƪƭƛƴƛŎȊƴŜ Ȋ ǊŀƴŘƻƳƛȊŀŎƧŊ 

HipotezaΥ ΦΦΦhōŀǿƛŀƳ ǎƛťΣ ōȅ ƳƽƧ ǇŀƴΣ ƪǊƽƭΣ ƪǘƽǊȅ ǇǊȊȅŘȊƛŜƭƛƱ ǿŀƳ 
ǇƻȍȅǿƛŜƴƛŀ ƛ ƴŀǇƻƧŜΣ ƴƛŜ ǳƧǊȊŀƱΣ ȍŜ ǿŀǎȊŜ ǘǿŀǊȊŜ ǎŊ ŎƘǳŘǎȊŜ ƴƛȍ 
ƳƱƻŘȊƛŜƵŎƽǿ ǿ ǿŀǎȊȅƳ ǿƛŜƪǳ ΦΦΦ 

aŀǘŜǊƛŀƱ ƛ aŜǘƻŘȅΥ αtƻŘŘŀƧ ǎƱǳƎƛ ǘǿƻƧŜ ŘȊƛŜǎƛťŎƛƻŘƴƛƻǿŜƧ ǇǊƽōƛŜΥ ƴƛŜŎƘ 
ƴŀƳ ŘŀŘȊŊ ƧŀǊȊȅƴȅ Řƻ ƧŜŘȊŜƴƛŀ ƛ ǿƻŘť Řƻ ǇƛŎƛŀΦ ²ǘŜŘȅ ȊƻōŀŎȊȅǎȊ Ƨŀƪ 
Ƴȅ ǿȅƎƭŊŘŀƳȅ ŀ Ƨŀƪ ǿȅƎƭŊŘŀƧŊ ƳƱƻŘȊƛŜƵŎȅ ƧŜŘȊŊŎȅ ǇƻǘǊŀǿȅ 
ƪǊƽƭŜǿǎƪƛŜΦέ 

Wyniki i WnioskiΥ tƻ ǳǇƱȅǿƛŜ ŘȊƛŜǎƛťŎƛǳ Řƴƛ ǿȅƎƭŊŘ ƛŎƘ ōȅƱ ƭŜǇǎȊȅ ƛ 
ȊŘǊƻǿǎȊȅ ƴƛȍ ƛƴƴȅŎƘ ƳƱƻŘȊƛŜƵŎƽǿΦ YǘƽǊȊȅ ǎǇƻȍȅǿŀƭƛ ǇƻǘǊŀǿȅ 
ƪǊƽƭŜǿǎƪƛŜΦ {ǘǊŀȍƴƛƪ ȊŀōƛŜǊŀƱ ǿƛťŎ ƛŎƘ ǇƻǘǊŀǿȅ ƛ ǿƛƴƻ Řƻ ǇƛŎƛŀΣ ŀ 
ǇƻŘŀǿŀƱ ƧŀǊȊȅƴȅΦ 

 

 YǎƛťƎŀ 5ŀƴƛŜƭŀΣ YǎƛťƎƛ tǊƻǊƻŎƪƛŜΣ {ǘŀǊȅ ¢ŜǎǘŀƳŜƴǘ 

όǿ ǇǊȊŜƪƱŀŘȊƛŜ ½ŜǎǇƻƱǳ .ƛōƭƛǎǘƽǿ tƻƭǎƪƛŎƘύ 





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 

Base course (6 base 

modules, 30 ECTS)  

1. Introduction. Drug discovery 

2. Non-clinical drug development 

3. Early clinical drug development 

4. Confirmatory clinical drug  trials 

5. Drug regulation and 

pharmacovigilance 

6. Healthcare, marketplace, 

economics of healthcare 

1. Discovery of   

Medicines  

2. Development 

of Medicines: 

Planning 

3. Non-Clinical  

Testing 4. Pharma- 

ceutical 

development 

5. Exploratory  

development  

6. Confirmatory  

development 

7. Clinical  

trials 

8. Ethics 

legal issues 

9. Data management  

Statistics 

10. Regulatory  

affairs 

11. Drug Safety 

12. Information,  

promotion  

13. Economics  

of Healthcare 

14. Therapeutics 



Akademickie badania kliniczne  

ωNon-commercial 

ωInvestigator-driven 

ωInvestigator-initiated  



Akademickie badania kliniczne  

ωwƻȊǿƛŊȊŀƴƛŜ ǇǊƻōƭŜƳƽǿ αƴƛŜƻǇƱŀŎŀƭƴȅŎƘέ Řƭŀ 
ǇǊȊŜƳȅǎƱǳ 

ωMniejsze koszty 

ω²ƛťƪǎȊŀ ǿƛŀǊȅƎƻŘƴƻǏŏ ǿȅƴƛƪƽǿ 



¢ȅǇȅ ōŀŘŀƵ ƪƭƛƴƛŎȊƴȅŎƘ 

Å  Opis przypadku 
Å  hǇƛǎ ǎŜǊƛƛ ǇǊȊȅǇŀŘƪƽǿ 
Å  Badanie obserwacyjne vs eksperymentalne 
Å  Ȋ ƎǊǳǇŊ ƪƻƴǘǊƻƭƴŊ όŎŀǎŜ-control) 
Å  kohortowe (cohort) 

ÅProspektywne vs retrospektywne 
Å  Kontrolowane, prospektywne (RCT, randomized controlled trial) 
Å  Ȋ ǇƻŘǿƽƧƴȅƳ ȊŀƳŀǎƪƻǿŀƴƛŜƳ όŘƻǳōƭŜ-blind) 
Å  PROBE (prospective randomized open-label blinded end-

point) 
Å  Meta-analizy 
Å  Rejestry 



¢ȅǇȅ ŀƪŀŘŜƳƛŎƪƛŎƘ ōŀŘŀƵ ƪƭƛƴƛŎȊƴȅŎƘ 

Å  Opis przypadku 
Å  hǇƛǎ ǎŜǊƛƛ ǇǊȊȅǇŀŘƪƽǿ 
Å  Badanie obserwacyjne vs eksperymentalne 
Å  Ȋ ƎǊǳǇŊ ƪƻƴǘǊƻƭƴŊ όŎŀǎŜ-control) 
Å  kohortowe (cohort) 

ÅProspektywne vs retrospektywne 
Å  Kontrolowane, prospektywne (RCT, randomized controlled trial) 
Å  Ȋ ǇƻŘǿƽƧƴȅƳ ȊŀƳŀǎƪƻǿŀƴƛŜƳ όŘƻǳōƭŜ-blind) 
Å  PROBE (prospective randomized open-label blinded end-

point) 
Å  Meta-analizy 
Å  Rejestry 



Akademickie badania kliniczne ς ǇƻŘǎǘŀǿƻǿŜ ƻŘǊťōƴƻǏŎƛ 
 

Badanie kliniczne (clinical trial)  

Wielo-ƻǏǊƻŘƪƻǿŜ ōŀŘŀƴƛŜ ƪƭƛƴƛŎȊƴŜ όMulti-center clinical trial) -  rzadko  

Badanie nie-interwencyjne (Non-interventional clinical trial) - ƴŀƧŎȊťǏŎƛŜƧ 

Badany produkt leczniczy (Investigational medicinal product) 

- zwykle nowe wskazania, badania mechanizmu 

Sponsor (Sponsor) ς Grant 

Badacz (Investigator) ς ŀǳǘƻǊ ǇǊƻǘƻƪƻƱǳ 

Broszura badacza (Investigators brochure) 

tǊƻǘƻƪƽƱ  όǇrotocol) 

|ǿƛŀŘƻƳŀ ȊƎƻŘŀ ƴŀ ǳŘȊƛŀƱ ǿ ōŀŘŀƴƛǳ όInformed consent) 

Komisja etyczna (Ethics committee) 

Inspekcja (Inspection) 

½ŘŀǊȊŜƴƛŜ ƴƛŜǇƻȍŊŘŀƴŜ όAdverse event) 

 



¢ȅǇȅ ōŀŘŀƵ ƪƭƛƴƛŎȊƴȅŎƘ ǿ ƴŀƧŎȊťǏŎƛŜƧ ŎȅǘƻǿŀƴȅŎƘ ǇǳōƭƛƪŀŎƧŀŎƘ όмффп-2003) 
 
Rodzaj       Liczba  
 
Kontrolowane badanie kliniczne (RCT)    77  
Meta-analiza      5  
Wytyczne/standardy (guidellines)    6  
Klasyfikacja/definicja choroby    7  
Opisowa statystyka danych epidemiologicznych 

ŘƻǘȅŎȊŊŎȅŎƘ ŎȊťǎǘȅŎƘ ŎƘƻǊƽō     20   

Badania kohortowe nad czynnikami ryzyka   6  

hōǎŜǊǿŀŎƧŜ ŘƻǘȅŎȊŊŎŜ ŘȊƛŀƱŀƵ ƴƛŜǇƻȍŊŘŀƴȅŎƘ    1  

Badania niekontrolowane nad  

Eksperymentalne metody terapeutyczne    12  

Nowe metody terapii     9  

9ƪǎǇǊŜǎƧŀ ƎŜƴƽǿκǇǊƻǘŜƻƴƻƳƛƪŀ     9  

DŜƴŜǘȅŎȊƴŜ ǳǿŀǊǳƴƪƻǿŀƴƛŜ ŎƘƻǊƽō    14  

.ŀŘŀƴƛŀ ŘƻǏǿƛŀŘŎȊŀƭƴŜ Ȋ ƳŀǘŜǊƛŀƱŜƳ ǇƻŎƘƻŘȊŊŎȅƳ ƻŘ ƭǳŘȊƛ  45  

.ŀŘŀƴƛŀ ŘƻǏǿƛŀŘŎȊŀƭƴŜ Ȋ ƳŀǘŜǊƛŀƱŜƳ ƴƛŜǇƻŎƘƻŘȊŊŎȅƳ ƻŘ ƭǳŘȊƛ 33  

tǊŀŎŜ ǇƻƎƭŊŘƻǿŜ ōŜȊ ŘŀƴȅŎƘ ƻǊȅƎƛƴŀƭƴȅŎƘ    44  

!ǊǘȅƪǳƱ ǊŜŘŀƪŎȅƧƴȅ ƴŀ ǘŜƳŀǘ 9.a    1  

_ŊŎȊƴƛŜ       289 
 

Patsopoulos, N. A et al. BMJ 2006;332:1061-1064 



Akademickie badania kliniczne 
Podstawowa charakterystyka  

ω²ƛťƪǎȊƻǏŏ ƻ ŎƘŀǊŀƪǘŜǊȊŜ ōŀŘŀƵ ŜǇƛŘŜƳƛƻƭƻƎƛŎȊƴȅŎƘ 
ωaŀƱŜ ƎǊǳǇȅ ŎƘƻǊȅŎƘ 
ωBrak odpowiedniego opracowania statystycznego 
ωα¦ƪǊȅǘȅέ ǎǇƻƴǎƻǊƛƴƎ 
ωαbƛŜȊŀǳǿŀȍŀƴŀέ ƪƻƴƛŜŎȊƴƻǏŏ ȊƎƱŀǎȊŀƴƛŀ ǇƻǘŜƴŎƧŀƭƴŜƎƻ ƪƻƴŦƭƛƪǘǳ 

interesu 
 
 

 



Akademickie badania kliniczne - problemy  

ωRegulacja 



Article 2c 
óNon-interventional trialô: a study where the medicinal product(s) is (are) 

prescribed in the usual manner in 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 separated 

from the decision to include the patient in the study. No additional diagnostic 

or monitoring procedures shall be applied to the patients and 

epidemiological methods shall be used for the analysis of collected data 



(11)  
Non-commercial clinical trials conducted by researchers without the participation of the pharmaceutical 

industry may be of great benefit to the patients concerned. Directive 2001/20/EC recognises the specificity of 

these non-commercial 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 importation 

are concerned, should be taken into consideration. However, it could also be necessary, due to the specific 

conditions under which noncommercial trials are conducted, that Member States foresee specific modalities 

to be applied to these trials not only when conducted with authorised medicinal products and on patients 

with the same characteristics, in order to comply with the principles imposed by this Directive, in particular 

as far as the manufacturing or import requirements for authorisation and the documentation to be submitted 

and archived for the trial master file are concerned. The conditions under which the noncommercial research 

is conducted by public researchers and the places where this research takes place, make the application of 

certain of the details of good clinical practice unnecessary or guaranteed by other means. Member 

States will ensure in these cases, when providing for specific modalities, that the objectives of the protection 

of the rights of patients who participate in the trial, as well as, in general, the correct application of the good 

clinical practice principles, are achieved. The Commission will prepare a draft with guidance in this 

respect. 



(11)  
Non-commercial clinical trials conducted by researchers without the participation of the pharmaceutical 

industry may be of great benefit to the patients concerned. Directive 2001/20/EC recognises the specificity of 

these non-commercial 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 importation 

are concerned, should be taken into consideration. However, it could also be necessary, due to the specific 

conditions under which noncommercial trials are conducted, that Member States foresee specific modalities 

to be applied to these trials not only when conducted with authorised medicinal products and on patients 

with the same characteristics, in order to comply with the principles imposed by this Directive, in particular 

as far as the manufacturing or import requirements for authorisation and the documentation to be submitted 

and archived for the trial master file are concerned. The conditions under which the noncommercial research 

is conducted by public researchers and the places where this research takes place, make the application of 

certain of the details of good clinical practice unnecessary or guaranteed by other means. Member 

States will ensure in these cases, when providing for specific modalities, that the objectives of the protection 

of the rights of patients who participate in the trial, as well as, in general, the correct application of the good 

clinical practice principles, are achieved. The Commission will prepare a draft with guidance in this 

respect. 



Article 2 (c )  

Non-commercial clinical trials conducted by researchers without the participation of 

the pharmaceuticals industry may be of great benefit to the patients concerned. The 

Directive should therefore take account of the special position of trials whose planning 

does not require particular manufacturing or packaging processes, if these trials are 

carried out with medicinal products with a marketing authorisation within the meaning 

of Directive 65/65/EEC, manufactured or imported in accordance with the provisions of 

Directives 75/319/EEC and 91/356/EEC, and on patients with the same characteristics 

as those covered by the indication specified in this marketing authorisation. Labelling of 

the investigational medicinal products intended for trials of this nature should be subject 

to simplified provisions laid down in the good manufacturing practice guidelines on 

investigational products and in Directive 91/356/EEC. 

 





 





22 

²ǇƱȅǿ 5ȅǊŜƪǘȅǿȅ нллмκнлκ9/ ƴŀ ōŀŘŀƴƛŀ ƪƭƛƴƛŎȊƴŜ ǿ 9¦ 

Åсл҈ ǎǇƻƴǎƻǊƻǿŀƴŜ ǇǊȊŜȊ ǇǊȊŜƳȅǎƱ 

Åнп҈ ōŀŘŀƴƛŀ ǿƛŜƭƻƻǏǊƻŘƪƻǿŜΣ ƻōŜƧƳǳƧŊŎŜ ст҈ ǿǎȊȅǎǘƪƛŎƘ 

ǳŎȊŜǎǘƴƛƪƽǿ ȊŀǊŜƧŜǎǘǊƻǿŀƴȅŎƘ ōŀŘŀƵ  

 

Å{ǇŀŘŜƪ ƭƛŎȊōȅ ŀǇƭƛƪŀŎƧƛ ƻ нр҈ ǇƻƳƛťŘȊȅ ǊƻƪƛŜƳ нллт ŀ нлмм 

Å²ȊǊƻǎǘ ƪƻǎȊǘƽǿ  Řƭŀ /wh ƛ ǊŜƎǳƭŀǘƻǊŀ όȊǿƛťƪǎȊŜƴƛŜ ƭƛŎȊōȅ ǇŜǊǎƻƴŜƭǳ ƻ 

107%) 

Å5ƭŀ ǇƻŘƳƛƻǘƽǿ ƴƛŜƪƻƳŜǊŎȅƧƴȅŎƘ ǿȊǊƻǎǘ ƪƻǎȊǘƽǿ ƻ фу҈ 

Å½ǿƛťƪǎȊŜƴƛŜ ƪƻǎȊǘƽǿ ǳōŜȊǇƛŜŎȊŜƴƛŀ ƻ улл҈ 

Å²ȅŘƱǳȍŜƴƛŜ ŎȊŀǎǳ Řƻ ǊƻȊǇƻŎȊťŎƛŀ ōŀŘŀƴƛŀ ƻ фл҈ Řƻ мрн Řƴƛ 

 

 



bƛŜƪƻǊȊȅǎǘƴȅ ǿǇƱȅǿ 5ȅǊŜƪǘȅǿȅ 9ǳǊƻǇŜƧǎƪƛŜƧ ƴŀ 
akademickie badania kliniczne 

ω{ǇŀŘŜƪ ƭƛŎȊōȅ ōŀŘŀƵ ƪƭƛƴƛŎȊƴȅŎƘ ƻ со҈ 
ω½ƳƴƛŜƧǎȊŜƴƛŜ ƭƛŎȊōȅ ǿƱŊŎȊƻƴȅŎƘ ŎƘƻǊȅŎƘ ƻ оо҈ 
ωYƻǎȊǘȅ ǇǊƻǿŀŘȊŜƴƛŀ ōŀŘŀƵ ǿȊǊƻǎƱȅ ƻ ур҈ 
ωhǇƽȋƴƛŜƴƛŜ ƻƪǊŜǎǳ ǊƻȊǇƻŎȊťŎƛŀ ōŀŘŀƵ ƻ р ƳƛŜǎƛťŎȅ 
ω½ƴŀŎȊƴŜ ȊǿƛťƪǎȊŜƴƛŜ ƻōŎƛŊȍŜƴƛŀ ǇǊŀŎŊ YƻƳƛǎƧƛ 9ǘȅŎȊƴȅŎƘ 

 
 
 

 
The European Organization for Research and Treatment of Cancer 

 European Cancer Conference, ParyŨ, listopad 2005 

 

 

 



BMJ 2006;332:1065-1066 

ω hŘ мффп Ǌƻƪǳ ȊŀȊƴŀŎȊŀ ǎƛť ǿȊǊƻǎǘ ƭƛŎȊōȅ ōŀŘŀƵ 
ŦƛƴŀƴǎƻǿŀƴȅŎƘ ǇǊȊŜȊ ǇǊȊŜƳȅǎƱ 

ω bŀƧŎȊťǏŎƛŜƧ ŎȅǘƻǿŀƴŜ ǇǊŀŎŜ Ŏƻ ǊŀȊ ǊȊŀŘȊƛŜƧ 
ǇƻǎƛŀŘŀƧŀ ŀǳǘƻǊƽǿ ŀŦƛƭƛƻǿŀƴȅŎƘ ǿ ǳŎȊŜƭƴƛŀŎƘ 

ω ²ƛťƪǎȊƻǏŏ ȊƴŀŎȊŊŎȅŎƘ Řƭŀ ǇǊŀƪǘȅƪƛ ƳŜŘȅŎȊƴŜƧ 
ōŀŘŀƵ ŦƛƴŀƴǎǳƧŜ ǇǊȊŜƳȅǎƱ 


