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(continued)


eAF Term Request Form
1. Use this form to request missing or additional terms in eAF drop-down lists
Complete this form and send it to eAF@ema.europa.eu with subject heading “eAF Term Request"
2. Product and Application Details
	Product name:
	 

	Contact name:
	 

	Contact email:
	 

	Expected submission date:
	 

	Type of application:
	□ National Procedure - Member State:__________________________________________
□ Mutual Recognition Procedure - Reference Member State:________________________

□ Centralised Procedure


3. Missing “Substances” and “Excipients”
If you intend to ask for multiple terms in one go please repeat the below section for each individual term requested.
	Indicate to which eAF drop-down list the request applies to
	Complete the following elements for each term requested

	□ Substance

Used in:
MAA-Human Form - Administrative data; sections 2.1.2; 2.5.3; 2.6.1; 2.6.2
Variation Form - section 2
Renewal Form - sections 1; 3
MAA-Vet Form - Administrative data; sections 1.4;  2.1.2; 2.2.1; 2.5.3; 2.6.1
	Mandatory information
□ Human use □ Veterinary use □ Human and veterinary use

Substance Name:________________________________________________________________

Substance Class (please select only one option):

□ Chemical (Includes Radiopharmaceutical)
□ Mixture (If combination of single substances isolated together or produced in the same synthetic process e.g. Gentamicin is a mixture of Gentamicin C1A, Gentamicin C1 and Gentamicin C2. Single substances brought together that do not undergo a chemical transformation are specified substances group 1 and not mixture e.g. Simethicone is a specified substance group 1 which consists of dimethicone and silicon dioxide)
□ Nucleic Acid
□ Polymer (If natural occurring or synthetic polymers)
□ Protein - Vaccine (Includes proteic vaccines with chemically defined structure)
□ Protein - Other (Includes Enzymes/Peptide Hormones and Monoclonal Immunoglobulin)
□ Structurally Diverse Substance (no defined chemical structure) - (polyclonal) Immunoglobulin
□ Structurally Diverse Substance (no defined chemical structure) - Vaccine
□ Structurally Diverse Substance (no defined chemical structure) – Allergen
□ Structurally Diverse Substance (no defined chemical structure) – Cell therapy
□ Structurally Diverse Substance (no defined chemical structure) – Herbal
□ Structurally Diverse Substance (no defined chemical structure) - Blood derived
□ Structurally Diverse Substance (no defined chemical structure) – Other
Specified substance refers to multi-substance materials with additional information relevant to the description of medicinal products
□ Specified Substance Group 1 (when name contains information on multiple substances, or physical form of a substance e.g. Insulin Isophane, Herbal preparations: Valeriana Officinalis tincture)
□ Specified Substance Group 2 (when name contains information on the manufacturer of a substance or minimal manufacturing information e.g. synthetic, extractive, recombinant, cell line)
□ Specified Substance Group 3 (when name contains information on the grade of the material along with the source that defines the given grade e.g. for the substance Water, the Group 3 specified substance shall be Sterile Water for Injection USP)
□ Specified Substance Group 4 (when the name contains manufacturing information and specification)
Bibliographic Source:_____________________________________________________________

Optional information
CAS number:____________________________________________________________________

Molecular formula:______________________________________________________________

Chemical/biological description of the Substance:______________________________________


4. Missing terms for other drop-down lists
If you intend to ask for multiple terms in one go please repeat the below sections for each individual term requested.
	Indicate to which eAF drop-down list the request applies to
	Complete the following elements for each term requested

	□ Container

Used in:
MAA-Human Form - section 2.2.3
MAA-Vet Form - section 2.2.3
	□ Human use □ Veterinary use □ Human and veterinary use
Proposed name:______________________________________________________________
Proposed definition:__________________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply; provide a short extract of marketing application file that supports why your request is needed):____________________________________________________________________ 

Attach the proposed SmPC for your product
Attach a completed EDQM request form which is available here

	□ Pharmaceutical Form

Used in:
MAA-Human Form - Administrative data; section 2.2.1
Variation Form - section 2
Renewal Form - section 1
MAA-Vet Form - Administrative data; section 2.2.1
	□ Human use □ Veterinary use □ Human and veterinary use
Proposed name:______________________________________________________________
Proposed definition:__________________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply; provide a short extract of marketing application file that supports why your request is needed):____________________________________________________________________

Attach the proposed SmPC for your product
Attach a completed EDQM request form which is available here

	□ Other Provisions

Used in:
MAA-Vet Form - section 1.4
	Proposed name:______________________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply. There should be a new amendment to Commission Regulation (EC) No 37/2010 prior to any changes to this List. Explain clearly what the legal grounds are or make reference to new legislation):______________________________________________________________

Attach electronic versions of the applicable legislation or any document that supports the grounds to the Change Request

	□ Animal Species

Used in:
MAA-Vet Form - section 1.4
	Proposed name:______________________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply. There should be a new amendment to Commission Regulation (EC) No 37/2010 prior to any changes to this List. Explain clearly what the legal grounds are or make reference to new legislation):______________________________________________________________

Attach electronic versions of the applicable legislation or any document that supports the grounds to the Change Request

	□ Quantity

Used in:
MAA-Human Form - section 2.6.1
Renewal Form - section 3
MAA-Vet Form - section 2.6.1
	Proposed name:______________________________________________________________
Quantity operator symbol:_____________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply. Explain clearly what the business requirements or scientific grounds are):___________
___________________________________________________________________________

	□ Route of Administration

Used in:
MAA-Human Form - section 2.2.2
Renewal Form - section 1
MAA-Vet Form - section 2.2.2
	□ Human use □ Veterinary use □ Human and veterinary use
Proposed name:_____________________________________________________________
Proposed definition:__________________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply; provide a short extract of marketing application file that supports why your request is needed):____________________________________________________________________

Attach the proposed SmPC for your product
Attach a completed EDQM request form which is available here

	□ Proposed Storage Conditions / Proposed Storage Conditions After First Opening

Used in:
MAA-Human Form - section 2.2.3
MAA-Vet Form - section 2.2.3
	□ Human use □ Veterinary use □ Human and veterinary use
Proposed name:______________________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply; explain clearly what the scientific grounds are or make reference to any business requirements):_______________________________________________________________

	□ Species / Target Species

Used in:
MAA-Vet Form - section 2.1.4; section 2.6.2
	Mandatory information
Proposed name:______________________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply; explain clearly what the business requirements or scientific grounds are):___________
__________________________________________________________________________

Optional information
Gender: □ male □ female □ male & female
Age range: □ egg □ young animal □ adult animal □ all
Reproductive status: □ intact □ neutered
Physiological status: □ pregnant □ lactating □other:______________________________
Production type: □ milk □ meat □ egg □ other:_________________________________ 
Size: □very small □ small □ medium □ large □ very large
Is VICH term (whether there is an equivalent VICH  term): □ Yes □ No
Is MRL term (whether there is an equivalent MRL  term): □ Yes □No
Superior hierarchy level (e.g. BOVINAE):__________________________________________ 
Is species (e.g. cattle):_________________________________________________________

	□ Target Tissue

Used in:
MAA-Vet Form - section 1.4
	Proposed name:______________________________________________________________

Tissue type: □ MRL □ Edible tissue
Justification (List other similar existing terms and explain why none of the existing terms apply; explain clearly what the business/scientific grounds are or make reference to a new legislation):__________________________________________________________________

	□ Unit

Used in:
MAA-Human Form - section 2.6.1
Renewal Form - section 3
MAA-Vet Form - section 2.6.1
	Proposed name:______________________________________________________________
Unit symbol:_________________________________________________________________
Justification (List other similar existing terms and explain why none of the existing terms apply; explain clearly what the business requirements or scientific grounds are):___________
___________________________________________________________________________


5. Final Notes
A provisional term may be added to the list within 5 working days but the term might not be approved in future.
	

	Error! No text of specified style in document. IF  <> "Error*"blah \* MERGEFORMAT 
 
	

	EMA/622758/2013 IF  <> "Error*"EMA/622758/2013 \* MERGEFORMAT 
EMA/622758/2013
 
	Page 1/3


	

	Error! No text of specified style in document. IF  <> "Error*"blah \* MERGEFORMAT 
 
	

	EMA/622758/2013 IF  <> "Error*"EMA/622758/2013 \* MERGEFORMAT 
EMA/622758/2013
 
	Page 2/3



[image: image1.jpg][image: image2.png]