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Application Form
Clinical Drug Trial

	Study Title (working title)

	Sponsor / Contact
	Name: 

Address:

Phone: 

Fax:

e-mail: 



	Study Information:

	· Design
	

	· Study Drug
	Structure:  FORMCHECKBOX 
 small molecule


 FORMCHECKBOX 
 biological


 FORMCHECKBOX 
 other, specifiy:

	· 
	Dose:  
 FORMCHECKBOX 
 single    FORMCHECKBOX 
 multiple, specify: 

	· 
	Route: 

 FORMCHECKBOX 
 oral       FORMCHECKBOX 
 i.v.


 FORMCHECKBOX 
 other, specify:

	· Indication 
	

	· Characteristics and number of volunteers
	

	· Number of centres
	 FORMCHECKBOX 
 monocenter   
 FORMCHECKBOX 
 multicenter: number of centres

	· Planned start of study
	

	· Planned end of study
	

	· Study rationale
	

	· Study endpoints 
	Primary endpoints: 

Secondary endpoints:


	· Inclusion criteria
	

	· Exclusion criteria
	

	· Study Conduct (Flow Chart)
	

	· Criteria for evaluation
	 FORMCHECKBOX 
 Safety / Tolerability
 FORMCHECKBOX 
 Pharmacokinetic
 FORMCHECKBOX 
 Biomarker
 FORMCHECKBOX 
 Efficacy

 FORMCHECKBOX 
 other, specify:


	Requested services:


	Scientific/medical study support:

	· Development of study design
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Preparation of scientific advice documents for relevant authority
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Writing of IB/IMPD
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Writing of the protocol
	 FORMCHECKBOX 
 no  

 FORMCHECKBOX 
 yes

	· Review of the protocol
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Writing of Patient Information / Informed Consent
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Review  of Patient Information / Informed Consent
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Support at obtaining an insurance certificate
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Support at submission to CA 
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Support at submission to EC
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Notification of RA
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Design of CRFs
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Review of CRFs
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Recording and reporting of SAE/SUSAR
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Annual Safety Report
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Notification of end-of-study at CA/EC/RA
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes


	Study conduct:

	· Recruiting
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Study conduct according protocol
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Sample processing
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Analysis of samples (lab)
	Safety: 
 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes, specify:

 

	· 
	Pharmacokinetic: 

 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes, specify:
  

	· 
	Biomarker: 

 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes, specify: 


	· 
	other: 

 FORMCHECKBOX 
 no
 FORMCHECKBOX 
 yes, specify: 



	Monitoring:

	· Preparation of monitoring manual
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Compiling of TMF/ISF
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Regularly monitoring
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes


	Biometry:

	· Preparation of a randomisation plan
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Randomisation
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Establishing an unblinding procedure
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Statistical analysis plan
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Statistical interims analysis
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Statistical end analysis
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes


	Data Management:

	· Design of CRFs
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Review of CRFs
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Preparation and validation of the study data base
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Data entry
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Generation of queries
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes

	· Data review
	 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 yes


Please send this form to:

Prof. Dr. med. Gerd Mikus

Abteilung Klinische Pharmakologie und Pharmakoepidemiologie

Medizinische Klinik

Im Neuenheimer Feld 410
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Kinisch-Pharmakologisches
StudienZentrum




60120 Heidelberg

Tel.: +49 (0)6221 56 39197

Fax: + 49 (0)6221 56 8523

Mail: gerd.mikus@med.uni-heidelberg.de                                         
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