ACTD Part III: Non-Clinical Documentation - Good Laboratory Practice (GLP) Compliance Form
Part 1: To be filled by applicant
	Product Name
	:

	LOI Number

	:

	Active Ingredient(s)
	:

	Applicant

	:


· Non-Clinical Safety Studies (NCSS) shall include all studies submitted in QuEST system (under PART III: Non-Clinical Documentation) except Primary and Secondary Pharmacodynamics studies.

· The non-clinical study report should indicate the extent of compliance of the reported data with the OECD Principles of GLP. A declaration of OECD GLP compliance status should be attached in QuEST system in E14: Other supporting documents. The declaration should contain the following statement (or using any other expression with the same meaning):
 “Study was conducted in accordance or in compliance with the OECD Principles of GLP”.
	No.
	Study Number (Please include study completion date)
	Test facility site(s) (Name and full address - state all sites)
	Date of Inspection
	Status
(IC/PEN/
NIC/RFP)
	Nature of Inspection

(Full inspection/
Re-inspection/
Study audit/
Facility inspection)
	Area of expertise

(Mutagenicity/ Analytical &
Clinical

Chemistry/ Toxicity etc)
	GLP compliance to OECD (Yes/No*)

*Provide justification
	Verification (NPRA use only)

	Safety Pharmacology

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Pharmacokinetics

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Toxicology

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Others

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


IC - In Compliance; PEN – Pending; NIC - Not in Compliance; RFP – Removed from programme.  
