Quality Profile of Medicinal Products
	The purpose of this form is to provide characteristics of the investigational medicinal product (IMP) and other products that might be used in the study such as placebo, comparator or auxiliary medicinal products. It is emphasized to fill out this form in collaboration with the study pharmacist.
More information can be found at:
· Regulation - 536/2014 - EN - EUR-Lex (europa.eu)
· Onderzoeksdossier deel I | Onderzoekers | Centrale Commissie Mensgebonden Onderzoek (ccmo.nl)
· Documentation relating to compliance with Good Manufacturing Practice (GMP)



	1) Information Investigational Medicinal Product (IMP)

	Characteristic
	Target
	Comments

	a) Provide name and description of the IMP
	
	

	b) Describe the intended use in clinical setting, route of administration, delivery systems, dosage form.
	
	The intended use, dosage strength and container closure system need to be known to determine the appropriate quality attributes for release and stability studies. 

	c) Describe the dosage strength(s) to be used and the dosing schedule.
	
	

	d) Is the IMP (commercially) available? 
	☐ Yes
Provide (EU/RVG) marketing authorisation number:

Continue with 1.e)
	For submission, a simplified IMPD can be used. 
More information can be found in Annex I, chapter G of the CTR: Regulation - 536/2014 - EN - EUR-Lex (europa.eu)

	
	☐ No
Discuss with pharmacist and consider whether an alternative registered product can be used.
Continue with 1.f)
	If an IMP is a non-authorized product, this needs to be manufactured under GMP. According to the CTR, a complete IMPD is required.

	e) Does the commercial IMP need to be modified?
	☐ Yes
Discuss GMP requirements with pharmacist.
Continue with 1.f)
☐ No
Continue with 2.a)
	Examples of modifications are relabeling, blinding, repackaging, reformulation, encapsulation.

	f) Describe the container closure system.

	To be filled out by pharmacist
	The intended use, dosage strength, formulation and container closure system need to be known to design stability studies to be performed. Stability data needs to be included in the dossier (IMPD) needed for clinical phase studies.

	g) Describe attributes of the IMP dosage form affecting pharmacokinetic characteristics (e.g., dissolution from capsule, aerodynamic performance from inhalation powder, release testing from topical formulation).
	To be filled out by pharmacist
	These characteristics may be part of the drug product specification(s) to be included in the quality section of the dossier (IMPD) needed for clinical phase studies.
In addition, the formulation may impact delivery of the molecule and may affect the stability of the IMP.

	h) Describe drug product quality criteria (e.g., sterility, dose, purity, stability and drug release) appropriate for the intended product (for example, for a parental product, the product needs to be sterile).
	To be filled out by pharmacist
	The quality criteria are based on the product characteristics and intended use. The product criteria are to be included in the quality section of the dossier (IMPD) needed for clinical phase studies.




	2) Information Placebo

	Characteristic
	Target
	Comments

	a) Is a placebo used during the study?
	☐ Yes
Continue with 2.b)
☐ No
Continue with 3.a)
	Also for a placebo an (simplified) IMPD (See Table 1 of CTR) needs to be submitted.
More information can be found in Annex I, chapter G of the CTR: Regulation - 536/2014 - EN - EUR-Lex (europa.eu)

	b) Provide name and description
	
	

	c) Is the placebo commercially available?
	☐ Yes
Provide (EU/RVG) marketing authorisation number:

	According to the CTR, a simplified IMPD (See Table 1 of CTR) can be used. 

	d) 
	☐ No
Discuss with pharmacist and consider whether a registered product can be used.
	If a placebo needs to be custom-made, this needs to be manufactured under GMP. According to the CTR, a complete IMPD for the placebo is required.

	e) Does the placebo need to be manufactured or modified?
	☐ Yes
Discuss GMP requirements with pharmacist
☐ No
	Examples of modifications include repackaging, relabeling, blinding.
Manufacturing and modifications need to be described in the (simplified) IMPD.





	3) Information Comparator

	Characteristic
	Target
	Comments

	a) Is an active comparator used during the study?
	☐ Yes
Continue with 3.b)
☐ No
Continue with 4.a)
	Also for a comparator a (simplified) IMPD needs to be submitted.
More information can be found in Annex I, chapter G of the CTR: Regulation - 536/2014 - EN - EUR-Lex (europa.eu)

	b) Provide name and description
	
	

	c) Is the comparator registered in the EU/EEA or ICH-regions?
	☐ Yes
Provide (EU/RVG) marketing authorisation number:

	According to the CTR, a simplified IMPD (See Table 1 of CTR) can be used.

	d) 
	☐ No
Discuss with pharmacist and consider whether a registered product can be used.
	If comparator is not registered, a complete IMPD is required.

	e) Does the comparator need to be manufactured or modified like repackaging, relabeling, blinding?
	☐ Yes
Discuss GMP requirements with pharmacist.
☐ No
	Manufacturing and modifications need to be described in the (simplified) IMPD.




	4) Information Auxiliary Medicinal Products

	Characteristic
	Target
	Comments

	a) Is an auxiliary medicinal product used during the study?
	☐ Yes
Continue with 4.b)
☐ No
Continue with 5)
	More information can be found at: Auxiliary Medicinal Product Dossier (AxMPD) | Onderzoekers | Centrale Commissie Mensgebonden Onderzoek (ccmo.nl)

	b) Provide name and description
	
	Name and description of the Auxiliary medicinal product

	c) Is the auxiliary medicinal product authorized in the EU?
	☐ Yes
Provide (EU/RVG) marketing authorisation number:

	According to the CTR, a simplified IMPD can be used.
More information can be found in Annex I, chapter G of the CTR: Regulation - 536/2014 - EN - EUR-Lex (europa.eu)

	
	☐ No
Discuss with pharmacist and consider whether a registered product can be used.
	Only authorised AxMPs may be used in a clinical trial unless an authorised AxMP is not available in the Union or where the sponsor cannot reasonably be expected to use an authorised AxMP (CTR, article 59).

	d) Does the auxiliary medicinal product need to be modified like repackaging, relabeling, blinding?
	☐ Yes
Discuss GMP requirements with pharmacist.
☐ No
	Manufacturing and modifications need to be described in the (simplified) IMPD.




	5) Product
	Anticipated product development time (including IMPD)*,
in months

	Investigational Medicinal Product (IMP)
	

	Placebo
	

	Comparator
	

	Auxiliary medicinal products
	



*from the moment the grant is awarded.
Make sure to include the development time in the overall planning of the project.



	Signatures:

	
	Applicant
	Pharmacist

	Name and title
	


	

	Date
	

	

	Signature
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