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VICH GL30 pharmacovigilance of veterinary medicinal products: controlled list of terms

Maintenance committee and procedure

1.  Introduction

The VICH Steering Committee agreed at its 24th meeting in Paris (June 2010), to set-up an “Electronic Standards Implementation – ESI EWG” that will be responsible for the finalisation of GL35, the preparation of an implementation guide for GL35 as well as the maintenance of GL30.

The use of terminology necessitates continuing revision and GL30 therefore defines that the lists should be reviewed periodically independently of the other VICH pharmacovigilance guidelines.  The review of VeDDRA is already taking place in line with an established procedure that is managed by the EMA with formal invitation of representatives of all VICH regions.  

This document describes a maintenance procedure similar then for VeDDRA as well as the procedure for the implementation of the different lists in the different regions providing for continued operation and exchange of the reporting systems that are in place.

Revisions will only be made when justified by rational scientific need and there will be strict version control and backward compatibility.

A meeting of the ESI EWG, preferably by teleconference, will be held annually to consider and agree on the revisions important to the different GL30 lists. Important and large revisions, e.g. to ensure compatibility or reversion to relevant ISO lists could prompt a request for face-to-face meetings.
2.  Call for comments

Comments for consideration at the annual “GL30 maintenance” meeting of the ESI EWG should be forwarded to the responsible regions as defined in Annex B GL30 (see below) by 31 March of each year.
	List
	Lead region
	E-mail

	Reporter Categories
	USA (FDA/CVM)
	CVMAESupport@fda.hhs.gov

	RA (Regulatory Authorities) Identifier Codes
	USA (FDA/CVM)
	

	Type of Submission
	USA (FDA/CVM)
	

	Type of Information in Report
	USA (FDA/CVM)
	

	Attending Veterinarian’s Health Status Assessment
	USA (FDA/CVM)
	

	Species
	EU (EMA/BVL)
	veddra@ema.europa.eu

	Breeds
	EU (EMA/BVL)
	veddra@ema.europa.eu

	Gender
	USA (FDA/CVM)
	

	Reproductive Status
	USA (FDA/CVM)
	

	Female Physiological Status
	USA (FDA/CVM)
	

	Precision Categories
	USA (FDA/CVM)
	

	RA Assessment
	USA (FDA/CVM)
	

	Route of Exposure
	USA (FDA/CVM) 
	

	Units of Presentation
	USA (FDA/CVM)
	

	Units of Measurement
	USA (FDA/CVM)
	

	Dosage Forms
	CANADA - Veterinary Drugs Directorate
	heather.aitken@canada.ca

	Administrators of VMP
	USA (FDA/CVM)
	

	Exposure and Onset Time
	USA (FDA/CVM)
	

	Attending Veterinarian’s Causality Assessment
	USA (FDA/CVM)
	

	Document Types
	USA (FDA/CVM)
	

	Dose Denominator Qualifiers
	USA (FDA/CVM)
	

	Accuracy of No. of Animals
	USA (FDA/CVM)
	


	List
	Lead region
	E-mail

	VeDDRA Terms

	EU (EMA)
	veddra@ema.europa.eu

	Separate maintenance procedure please visit http://www.ema.europa.eu 
All guidance documents can be found under
Home /Veterinary regulatory/ Pharmacovigilance/EudraVigilance


3.  Update procedure

The organisation of the annual review meeting and the secretarial support to that meeting and the collection and circulation of all information will be done by FDA/CVM.  The update procedure should be operated along the following sequence:
a. The lead regions collect and collate the information for their lists.

b. FDA/CVM proposes the annual meeting date at least 3 months prior to the anticipated meeting date and circulates the current versions of all GL30 lists to the respective lead regions.

c. FDA/CVM sends an invitation to all ESI EWG members at least 2 months prior to the agreed date.
d. Lead regions to send the draft revised lists to FDA/CVM and notes for perceived impact and implementation, the latest by 1 month prior to the meeting date.   

e. FDA/CVM circulates the agenda and documents.

f. Changes are agreed during the meeting by consensus of the available participants.  An implementation date is set for the revised lists

g. Within 3 weeks following the meeting, the lead regions provide the finalised revised lists and direction for approach to impact/implementation notes to FDA/CVM.  FDA/CVM circulates the minutes and finalised lists to all ESI EWG.  

h. ESI EWG to circulate to all any further comments or objections within one month of the circulation of the finalised lists.

i. The lists will be considered adopted one month following their circulation in the absence of major comments received.  

j. FDA/CVM circulates the adopted and revised lists, including the implementation date, to all ESI EWG members and to the VICH Secretariat and VICH Steering Committee.

k. The regions ensure implementation of the revised lists, on the agreed implementation date.

l. In case of an emergency (such as a bioterrorism or epidemic event) provision will be made for expedited update of critical terminology.
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