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	Inspections Administration Team

Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS

Enquiries: 01932 336911  Fax: 01932 336618

Email: inspections@vmd.defra.gsi.gov.uk




Variation Application Form
Wholesale Dealer’s Authorisation (WDA)

(Products for Veterinary Use Only)

	Notes:

Please read the relevant Veterinary Medicines Guidance Note 8 (VMGN8) before completing this form; VMGNs are available on the VMD website: search for VMD on GOV.UK
This form should be used by applicants who wish to vary a Wholesale Dealer’s Authorisation for Veterinary Products Only.  Variations to a WDA(H) or WDA(V) issued by the MHRA should be directed to the MHRA: search for MHRA on GOV.UK
Completed forms should be emailed to the Inspections Administration Team, at inspections@vmd.defra.gsi.gov.uk or posted to the VMD at the address above.

Please note that an incomplete form will lead to your application being returned to you.




Administrative Particulars

1.
Full name and address of the Authorisation Holder:

	


	Contact Name:
	


	E-mail address:
	


	Tel No:
	


2.
Name and Address for Invoicing (if different to 1 above)

	


	3.
Wholesale Dealer’s Authorisation number
	


4.
Type of variation required (Tick all boxes which apply)

	a)
	Change of Name and/or Address of the Authorisation Holder
	
	

	
	
	
	

	b)
	Removal or Addition of Site 

(if adding a new site please complete Annex 1)
	
	

	
	
	
	

	
	
	
	

	c)
	Change to Site Type/Categories of Products/Product Classes/Specific 

Site Activities

(please complete Annex 2)
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	d)
	Removal or Addition of Wholesale Dealer Qualified Person (WQP). If adding a new 

WQP please complete Annex 3 and attach a CV and Qualification/ Membership Certificates as required
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	e)
	Other, please state reason:
	
	


5.
Background for Change
Please give brief background explanation for the proposed change to your authorisation.
	


	Current


	Proposed


6.
Declaration
I hereby make an application for the above Wholesale Dealer’s Authorisation to be varied in accordance with the proposals given above.  I declare that there are no other changes than those identified in this application.

	Signature:
	
	Status:
	

	
	
	
	

	Name in 

BLOCK LETTERS:
	
	Date:
	

	
	
	
	


Please delete any Annexes not required before submitting your Application Form

Please complete the Checklist on the last page of this Form to ensure that you have submitted all necessary information, signatures and supporting documentation

Annex 1: Site Information

1.1 Site Details

You will need to complete one copy of Annex 1 for each new site that you wish to include on the Authorisation.

	
	

	Site Name:
	

	
	

	Address:
	


	Postcode:
	


	Contact Name:
	

	
	
	
	

	Telephone:
	
	Fax:
	

	
	
	
	

	Mobile:
	

	
	
	
	

	Email:
	


1.2 Use of Products at Site

	Are the products for administration to animals?
	
	Yes
	
	No


1.3 Site Types

	Storage and Handling (picking of goods),

including Distribution
	
	Procurement/administration only (no storage)
	

	
	
	
	

	Distribution Only
	
	Other, please specify:
	


1.4 Categories of Products Handled at this Site

	Prescription Only Medicines – Veterinarian (POM-V)
	
	

	

	Prescription Only Medicines – Veterinarian, Pharmacist, Suitably Qualified Person (POM-VPS)
	
	

	

	Non-Food Animal – Veterinarian, Pharmacist, Suitably Qualified Person (NFA-VPS) 
	
	

	

	Authorised Veterinary Medicines – General Sales List (AVM-GSL)
	
	

	

	Unauthorised Veterinary Medicinal Products
	
	

	

	Schedule 6 Products (products marketed under the Exemptions for Small Pet Animals)
	
	

	

	Veterinary Homeopathic Remedies
	
	


1.5 Product Classes

	Large volume sterile liquids
	
	

	

	Small volume sterile liquids (includes eye drops)
	
	

	

	Semi-solid sterile dosage forms (includes sterile creams and ointments)
	
	

	

	Solid sterile dosage forms (includes sterile powders)
	
	

	

	Other sterile products
	
	


	If Other, please specify:


	


	Non-sterile liquids (includes solutions, syrups and suspensions)
	
	

	

	Semi-solid non-sterile dosage forms (includes non-sterile creams and ointments)
	
	

	

	Solid non-sterile dosage forms (includes tablets, capsules, suppositories & powders
	
	

	

	Other non-sterile products
	
	


	If Other, please specify:


	


	Medical Gases
	
	


1.6 Specific Site Activities

	Are Unauthorised Veterinary Medicinal Products imported and held at this site in 

accordance with a Wholesale Dealers Import Certificate?
	
	
	

	
	
	
	

	

	Are Parallel Imported Veterinary Medicinal Products imported at this site?
	
	
	

	

	Are Unauthorised Veterinary Medicinal Products exported or imported for direct 

re-export at this site?
	
	
	

	
	
	
	


1.7 Other Information

The following information is required for inspectorate action but will not appear on your Authorisation.

	Are products of Animal Human Origin (AHO) present at this site?
	
	

	

	Are controlled drugs handled at this site?
	
	

	

	Do you supply stock which requires refrigeration or low temperature storage?
	
	

	

	Are premises sound and secure and ready for inspection?
	
	

	

	Do you intend to operate a quality assurance system?
	
	

	

	Are you conversant with the Rules and Guidance for Pharmaceutical Manufacturers and

Distributors on necessary documentation and quality control?
	
	

	
	
	

	

	Are SOPs available as detailed in the Rules and Guidance for Pharmaceutical 

Manufacturers and Distributors? Please attach a hard or electronic copy.
	
	

	
	
	

	

	Are signed technical agreements available for inspection where applicable?
	
	


Method of Distribution

	Post
	
	

	

	Courier/Van service
	
	

	

	Own Courier/Van service
	
	

	

	Customer collection
	
	

	

	Provisions for refrigerated products
	
	

	

	Other
	
	


	If Other, please specify:


	


1.8 Equipment / Facilities on Site

Please provide a brief description (approximately 500 words) of the facilities available for storage and distribution of medicinal products.

Annex 2: Site and Product Types and Categories

Where Tick Boxes are provided please indicate Addition by a Tick and Deletion by a Cross
	Site Name and Address:
	


2.1 Site Types

	Storage and Handling (picking of goods),

including Distribution
	
	Procurement/administration only (no 

storage)
	

	
	
	
	

	Distribution Only
	
	 Other, please specify:
	


2.2 Categories of Products Handled at this Site

	Prescription Only Medicines – Veterinarian (POM-V)
	
	

	

	Prescription Only Medicines – Veterinarian, Pharmacist, Suitably Qualified Person (POM-VPS)
	
	

	

	Non-Food Animal – Veterinarian, Pharmacist, Suitably Qualified Person (NFA-VPS) 
	
	

	

	Authorised Veterinary Medicines – General Sales List (AVM-GSL)
	
	

	

	Unauthorised Veterinary Medicinal Products
	
	

	

	Schedule 6 Products (products marketed under the Exemptions for Small Pet Animals)
	
	

	

	Veterinary Homeopathic Remedies
	
	


2.3 Product Classes

	Large volume sterile liquids
	
	

	

	Small volume sterile liquids (includes eye drops)
	
	

	

	Semi-solid sterile dosage forms (includes sterile creams and ointments)
	
	

	

	Solid sterile dosage forms (includes sterile powders)
	
	

	

	Other sterile products
	
	


	If Other, please specify:


	


	Non-sterile liquids (includes solutions, syrups and suspensions)
	
	

	

	Semi-solid non-sterile dosage forms (includes non-sterile creams and ointments)
	
	

	

	Solid non-sterile dosage forms (includes tablets, capsules, suppositories & powders
	
	

	

	Other non-sterile products
	
	


	If Other, please specify:


	


	Medical Gases
	
	


2.4 Specific Site Activities

	Are Unauthorised Veterinary Medicinal Products imported and held at this site in accordance

With a Wholesale Dealers Import Certificate?
	
	

	
	
	

	

	Are Parallel Imported Veterinary Medicinal Products imported at this site?
	
	

	

	Are Unauthorised Veterinary Medicinal Products exported or imported for direct re-export at

this site?
	
	

	
	
	


Annex 3: Wholesale Qualified Person(s)

Site Name and Address

	


Please indicate in the box below the total number of Wholesale Dealer Qualified Persons for this site
(including any proposed new WQPs)
	
	                        Number

	WQP – Wholesale Dealer Qualified Person
	


Please complete a separate Annex 3 for each proposed new WQP

3.1. Wholesale Dealer Qualified Person (WQP)

All applications by a WQP must include a relevant CV, which describes the WQP’s experience of storing, handling and distributing veterinary medicinal products.  Each WQP nomination must be signed by both the nominee and the applicant.  In addition, please provide us with the following information:

	Title:
	

	
	
	
	

	First name(s):
	

	
	
	
	

	Last name:
	

	
	
	
	

	Business Address:
	

	

	Postcode:
	
	Telephone:
	

	
	
	
	

	Fax:
	
	Mobile:
	

	
	
	
	

	Email:
	


Please indicate your status

	Permanent Employee
	
	         Consultant
	
	


If you are a consultant please give details of your availability. How frequently will you visit?

	


	Are you a qualified Pharmacist/Veterinary Surgeon or Suitably Qualified Person?
	
	Yes
	
	No


	If YES, please provide your qualification number: 
	


If the answer to the question above is NO you should have at least one year’s practical experience in both or either:

a) handling, storage and distribution of medicinal products and

b) transactions in selling or procuring medicinal products.

You should also have personal knowledge of:

a) The current Veterinary Medicines Regulations.  These are revised and published each year.

b) Rules and Guidance for Pharmaceutical Distributors 2007 – incorporating UK Guidance on Wholesale Distribution Practice and EU Guidance on Wholesale Distribution Practice (94/C 63/03).

Qualifications & Experience (relevant to this Authorisation)

Please enclose a C.V. which includes details of employment, responsibilities and qualifications relevant to this authorisation.

	I have enclosed a C.V.
	

	
	

	I have enclosed a copy of the qualifications.
	


References:

Please provide contact details of 2 previous or current employers, or other appropriate referees.  The VMD will contact these referees to request references supporting your experience.

	Name:


	
	Name:



	Address:


	
	Address:



	Telephone:


	
	Telephone:



	Email:


	
	Email:




Professional Association(s):

Please list below and enclose a copy of your current membership of a relevant professional organisation i.e. MRCVS, RPSGB, MSB, MRSC, AMTRA with the application.

	


	I have enclosed a copy of any current membership of a relevant professional organisation.
	


Are you a named WQP on any other Wholesale Dealer’s Authorisation?

	Yes
	
	         No
	
	


If the answer to the above question is yes please name the sites that you are responsible for:

	


Please note if a WQP is named on more than one Wholesale Dealer’s Authorisation, we may write to ask them to confirm how they will fulfil their legal obligations.
I confirm that the above particulars are to the best of my knowledge and belief accurate and true.

I agree to be nominated as a Wholesale Dealer Qualified Person on Authorisation No…….

	Signed (Nominee):
	
	          Date:
	

	
	
	
	

	Print Name:
	
	
	

	
	
	
	

	Signed (Applicant):
	
	         Date:
	

	
	
	
	

	Print Name:
	
	
	

	
	
	
	


CHECKLIST OF DOCUMENTS AND SIGNATURES
	Pages 1, 2 and 3 completed
	
	

	
	
	

	
	
	

	Declaration on Page 3 signed and dated
	
	

	
	
	

	
	
	

	Relevant Annex (s) completed where appropriate for the type of

Variation required
	
	

	
	
	


For appointment of new Wholesale Qualified Person also:

	Annex 3 completed and signed by both nominated WQP and applicant
	
	

	
	
	

	
	
	

	Copies of CV and relevant Qualifications attached
	
	


WDA Variation Application Form
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