





Appendix 6
Checklist for notifications of veterinary clinical trials
All the documents for the application should be included in one PDF file.
	
	Yes
	No
	Not relevant

	1. Cover letter
· any special circumstances that the Danish Medicines Agency should be aware of

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2. Notification form/signed by sponsor or applicant
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3. Summary of Product Characteristics (SPC), if the product is registered. This document is used as reference document to assess whether an adverse reaction is unexpected (see section 12 of the guideline)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Product documentation (IB or documentation of quality, perhaps cataloguing forms (investigational medicinal product, placebo and/or comparative medicinal product)). See section 7 of the guideline.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Trial protocol (see section 5 of the guideline)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	6. Supplementary notification of other participating trial sites, if more than one trial site is involved in the trial (section 3.2 of the guideline)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Documentation (e.g. email sent) proving that the manufacturer is notified of the trial
    (section 3 of the guideline)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	


May 2016

