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Appendix 10 
(Updated November 2018)

	Checklist for applications for the authorisation of clinical trials. 
The sections mentioned refer to the Danish Medicines Agency's Guideline for applications for authorisation of clinical trials of medicinal products on humans. All the documents for the application should be included in one PDF file.
	Yes
	No
	Not relevant

	1. Cover letter, containing the following information:
· expected date of completion (last patient, last visit) 
· special circumstances that the Danish Medicines Agency should be aware of 
· list of annexes (see section 4) 
· who monitors the trial in Denmark according to GCP 
· information about reference documents (usually Investigator's Brochure (IB) or summary of product characteristics (SPC) to assess whether an adverse reaction is unexpected, see items 7 and 8 
· invoice details 

	
	
	

	2. EudraCT application form, signed by sponsor/applicant (PDF file from the EudraCT website, see section 4). If item E.8.7 of the EudraCT form is ticked, which indicates that the trial has an independent data monitoring committee, please submit the committee charter. Please state the GCP monitor in section G.5. 
	
	
	

	3. EudraCT application form, XML file from the EudraCT website (see section 3)
	
	
	

	4. Trial protocol, complete with all amendments incorporated into the current version (see section 5)
	
	
	

	5. Scientific advice, if relevant (see item D.2.6 on the application form)
	
	
	

	6. Paediatric Investigation Plan (PIP), including the Paediatric Committee’s assessment and the EMA’s decision – this applies to commercial studies in children, if relevant.
	
	
	

	7. Investigator's brochure (IB), if relevant (for investigational medicinal product that is not marketed, see section 7). It must be stated where in the IB the reference document can be found (e.g. section, table), see section 12. The IB must not be older than one year. If the IB has been revised, and a new version is submitted that is different from the one previously sent to the Danish Medicines Agency, changes must clearly appear from tracked changes or a detailed list of revisions. 
	
	
	

	8. Summary of product characteristics (SPC) if the product is registered/marketed. This document is used as reference document to assess whether an adverse reaction is unexpected (see section 12). 
	
	
	

	9. Investigational Medicinal Product Dossier (IMPD), if relevant (see section 7). 
If a new version is submitted that is different from the one previously sent to the Danish Medicines Agency, changes must clearly appear from tracked changes or a detailed list of revisions.
Relevant manufacturer's authorisations must be enclosed. In connection with manufacturing in a third country, a QP declaration must be enclosed. Please see the form Documentation in support of good manufacturing practice (GMP) and the quality of investigational medicinal products to be submitted with an application for the conduct of a clinical trial in Denmark
	
	
	

	10. Simplified IMPD if the investigational product is blinded, otherwise modified or known to the Danish Medicines Agency (see section 7, remember placebo).
	
	
	

	11. IMPD for non-investigational products (Non-IMPD) if these products are not marketed and no compassionate use permits have been granted so far.
	
	
	

	12. Examples of labels for the investigational products (text on labels, see section 8)
	
	
	

	13. Documentation (e.g. email sent) proving that the manufacturer is notified of the trial (see section 3)
	
	
	

	14. Patient information (see section 10)
	
	
	

	15. Power of attorney (if foreign authorities need to have access to patient records) (see section 10)
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