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 Part I -EU Single CT dossier  

- Protocol 

- Investigatorõs Brochure 

- IMPD/AMPD 

- GMP compliance 

- Labelling 

- Scientific Assessment/PIP 

 

 

Part II - National 

EU Portal   

- Informed Consent 

- Compensations/payments 

- Recruitment arrangements 

- Damage compensation 

- Data protection 

- Sites and investigators 

- Biological samples 

 

EU Data base   



V The rationale for the dose/dose escalation and treatment 

schedule based on available preclinical and clinical data. 

V IMP level of risk and measures taken to minimize CT risks. 

V Sequential treatment of subjects and justification of the period 

of observation before the next subject receives a dose. 

V Clear rules for stopping dose escalation 

V Detailed decision criteria and time of decision to allow 

progression to further part (integrated protocols) 

V Independent  Data Monitoring Committee (working procedures) 

V Contraception and pregnancy test measures 

V Reference Safety Information 

 

 

Key information 



V CTFG Recommendations related to contraception and 

pregnancy testing in clinical trials 

V CTFG Recommendations for integrated protocols and 

for novel-novel CT in Q &A document 

V CTFG Q & A Reference Safety Information 

http://www.hma.eu/ctfg.html  

V The investigators should be able to break the blind 

without restrictions in case of an emergency 
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_a

nd_a/q_and_a_detail_000016.jsp&mid=WC0b01ac05800296c5&jse

nabled=true 

 

Key information 

http://www.hma.eu/ctfg.html


Clinical Trials Facilitation Group 
VHP (voluntary harmonization procedure) 

Coordinated assessment of part I by the concerned 

Competent Authorities (certain countries also involve 

Ethics Comimttee in protocol and IB assessment) 

ÅFor CT with 2 o more Member States 

ÅSingle part I CT dossier, application to CTFG. 

ÅSingle list of questions, 60 days max. 

ÅQuick official national application afterwards 

(authorisation <10 days from a valid application) 

ÅAlso applies to substantial amendments 


