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	Yes
	No
	n.a.
	Comments:

	0 Legal Basis for the conduct of clinical trials

	0.1
Are there national regulations for the conduct of clinical 
trials in place in your country?
	(
	(
	(
	Please specify:

	A
Drug Law
	(
	(
	(
	Please specify:

	B 
Data protection law
	(
	(
	(
	Please specify:

	C
Other relevant regulations / specifics?
	(
	(
	(
	Please specify:

	0.2
Are there international guidelines / standards obligatory in 
your country?


	(
	(
	(
	Please specify:

	A
Do you work according to ICH-GCP?
	(
	(
	(
	Please specify:

	B
Is ICH-GCP implemented in your national law?
	(
	(
	(
	Please specify:

	C
Other relevant guidelines / standards / specifics?
	(
	(
	(
	Please specify:

	0.3
Is there a legal definition of the sponsor of a clinical trial in 
your country? 
	(
	(
	(
	Please specify: 

	A 
Are there any requirements concerning the role of the 
sponsor if the trial is initiated by an overseas institution?
	(
	(
	(
	Please specify:

	1 Organization of the Sponsor/-Representative

	1.1
In which legal form are you set up?
	
	
	
	

	A
“Legal Entity” (e.g. (private) limited company, Institutions)
	(
	
	
	

	B
“Individual person”
	(
	
	
	

	1.2
Did you already gain experience as Sponsor / Sponsor representative?
	(
	(
	(
	

	A
Organization of monocentre clinical trials?


	(
	(
	(
	

	B
Organization of multicentre clinical trials?
	(
	(
	(
	

	C
national clinical trials?
	(
	(
	(
	

	D
international clinical trials?


	(
	(
	(
	

	1.2.2. 
Are there Liability Insurances in place 
	(
	(
	(
	

	A
For Sponsor activities
	(
	(
	(
	(Confirmation of insurance) to be provided on demand

	B
For Trial site activities 
	(
	(
	(
	(Confirmation of insurance) to be provided on demand

	1.3 
Pease specify range of services offered
	
	
	
	

	Project management
	(
	(
	(
	

	Monitoring
	(
	(
	(
	

	Datamanagement
	(
	(
	(
	

	Safety management
	(
	(
	(
	

	Others
	(
	(
	(
	Please specify:

	1.3.3
For which services are subcontractors involved?
	
	
	
	

	A
for Monitoring
	(
	(
	(
	

	B
Data-Management / Statistics
	(
	(
	(
	

	C
Manufacturing / Distribution of IMP
	
	
	
	

	D
other fields
	(
	(
	(
	

	1.4
Are Contract-templates for Investigators / Institutions / Subcontractors or other parties available?
	(
	(
	(
	Please specify:

	1.5
Have there been any inspections by domestic or foreign competent authorities? 
	(
	(
	(
	

	A
Did they check Sponsor-responsibilities/-activities?
	(
	(
	(
	

	B
Did they identify any major or critical findings?
	(
	(
	(
	Please specify:


	
	Yes
	No
	n.a.
	Comments:

	2 Personnel / resources

	2.1
Does a capacity planning exist for the planned project and does this correspond to existing resources?
	(
	(
	(
	

	2.2
Are training documents, up-to-date CVs and job descriptions for all personal present??
	(
	(
	(
	

	2.3
Is personnel trained on your SOPs, GCP and national applicable laws?
	(
	(
	(
	

	3 Quality Management

	3.1 
Quality assurance system existing?

	(
	(
	(
	Please specify:

	3.2
SOP overview list available? 
	(
	(
	(
	

	3.3
 Are SOPs to the following ranges existing?
	
	
	
	

	A
Training
	(
	(
	(
	

	B
Quality assurance
	(
	(
	(
	

	C
Preparation of trial protocol
	(
	(
	(
	

	D
Preparation of Patients informed consent form 
	(
	(
	(
	

	E
Approval of Ethic committee

(Clinical Trial Application / CTA)
	(
	(
	(
	

	F
Application / Notification to competent authorities
	(
	(
	(
	

	G
Monitoring
	(
	(
	(
	

	H
Investigational medicinal product
	(
	(
	(
	

	I
Pharmacovigilance / SAE handling / Safety data handling
	(
	(
	(
	

	J
Archiving / Trial Master File (TMF)
	(
	(
	(
	

	3.3
Are SOPs reviewed /examined in defined intervals and renewed if necessary?
	(
	(
	(
	

	4 Archiving

	4.1 
Archiving of clinical trial documents for at least 10 years ensured?
	(
	(
	(
	

	4.2 
Appropriate location (water, moisture, fire, access control) for archiving existing?
	(
	(
	(
	

	5 Pharmacovigilance

	5.1
Are you able to accomplish SUSAR-distribution to the ethical committee, to competent authorities,  to investigators or to further institutions (if necessary according to national applicable regulatory requirements), i.e.
	
	
	
	

	A
Do you have the technical facilities and capacities (fax, Email, InterNet)?
	(
	(
	(
	

	B
Can you take over the obligation to notify all involved Investigators, EC and competent authorities immediately upon receipt, about safety-relevant messages by fax or Email ?
	(
	(
	(
	

	C
Are you able to ensure and document consistently/completely the distribution of the safety-relevant notification?
	(
	(
	(
	

	6 Investigational medicinal product

	6.1
You will accomplish the labelling of the Investigational medicinal (IMP) product according to the applicable national regulatory requirements
	(
	(
	(
	

	6.2
You will submit the IMP-Masterlabel to the ethical committee(s) and competent authorities?
	(
	(
	(
	

	6.3
You will ensure a secure storage of the IMP?
	(
	(
	(
	

	6.4
You are able to distribute the study medication (logistically and personnel)?
	(
	(
	(
	


	
	Yes
	No
	n.a.
	Comments:

	7 Monitoring

	7.1
Do you have “own”  Monitors?
	(
	(
	(
	

	7.2
If yes, please complete:
	
	
	
	

	A
Do your SOP determine that all monitors have to be trained on GCP, SOPs and applicable national/international laws?

	(
	(
	(
	

	B
Do you have a standard procedure to determine the suitability of a study side / trial centre?

	(
	(
	(
	

	C
Do you provide by default a monitoring manual / plan?

	(
	(
	(
	

	D
Do your monitors have experience in working with external SOPs?

	(
	(
	(
	

	7.3
If you don´t have  "own" monitors:
	(
	(
	(
	

	A
i.e. monitoring activities are delegated externally (e.g. at a CRO), you can assure that circumstances in the questions 7,2 are examined by you and that the monitors are sufficiently qualified?
	(
	(
	(
	


	Date
	

	Sign
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