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[bookmark: _Toc228462130]INTRODUCTION

· This form is used to apply for variations to a wholesale distribution authorisation (Variations to General Information, Applicant Details, Annex 1, Annex 2 & Annex 3 (Relating to Schedule 1 of S.I. No. 538 of 2007, Medicinal Products (Control of Wholesale Distribution) Regulations 2007 as amended). 
· Variations within this form are grouped into three sections based on assessment type and timeline:
· Section 1: Administrative variations, 30-day procedure
· Section 2: Technical variations, 30-day procedure
· Section 3: Technical variations, 60-day procedure
· Please enter applicant details and the section overview, then complete the relevant section for the variation or variations for which an application is being submitted. If you need more than one of a particular variation, follow the instructions to duplicate the required fields.
· Please review the current version of the ‘Guide to New Applications and Variations to Wholesale Distribution Authorisations’ on the HPRA website for guidance relating to the details which should be entered and attach the relevant supporting document(s).
· Please review the current version of the ‘Guide to Fees for Human Products’ and attach the completed ‘Fee Application Form for Human Products’ and proof of payment.
· Please sign the declaration section at the end of the application form and submit the application via email to compliance@hpra.ie.


[bookmark: _Toc228462131]APPLICANT DETAILS 

[bookmark: _Toc228462132]Details of authorisation
	Authorisation number
	<Enter>

	Legally registered name of authorisation holder
	<Enter>

	Company Registration Office number
	<Enter>



[bookmark: _Toc228462133]Details of individual to whom all correspondence should be addressed
	Name
	<Enter>

	Direct contact telephone number
	<Enter>

	Direct email address
	<Enter>
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[bookmark: _Toc228462134]SECTION 1: ADMINISTRATIVE VARIATIONS, 30-DAY PROCEDURE

[bookmark: _Toc228462135]Section overview
	Variation type
	Variation
	Check ‘Yes’ if required and enter the quantity where requested

	Variation to general information
	Minor correction/typographical error to authorisation
	☐ Yes
Quantity: <Enter>

	Variations to applicant details

	Change in name of authorisation holder/registered entity 
	☐ Yes

	
	Change in legally registered address of the authorisation holder/registered entity
	☐ Yes

	
	Change in name of the wholesaling premises of the authorisation holder
	☐ Yes

	Variations to Annex 1
	Removal of category of medicinal product
	☐ Yes 
Quantity: <Enter>

	
	Removal of wholesale distribution operation
	☐ Yes 
Quantity: <Enter>

	
	Removal of category of medicinal product with additional requirements
	☐ Yes 
Quantity: <Enter>

	Variations to Annex 2
	Removal of contract wholesale distribution site
	☐ Yes 
Quantity: <Enter>

	
	Change in name or authorisation number of contract wholesale distribution site
	☐ Yes 
Quantity: <Enter>

	Variations to Annex 3
	Removal of Deputy Responsible Person (DRP)
	☐ Yes 
Quantity: <Enter>

	
	Removal of Responsible Person (RP)
	☐ Yes 

	
	Change in role of Responsible Person to Deputy Responsible Person (RP to DRP)
	☐ Yes 



[bookmark: _Toc228462136]Detail on required variations
[bookmark: _Toc228462137]Minor correction/typographical error to authorisation
	Present wording as reflected in authorisation
	<Enter>

	Proposed wording 
	<Enter>



[bookmark: _Toc228462138]Change in name of authorisation holder/registered entity
	Proposed wording as reflected in EMA SPOR

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Could this change have any implications on the quality management system or its operation at the operational site?
	<Enter>



[bookmark: _Toc228462139]Change in legally registered address of the authorisation holder/registered entity
	Proposed wording as reflected in EMA SPOR

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Could this change have any implications on the quality management system or its operation at the operational site?
	<Enter>



[bookmark: _Toc228462140]Change in name of the wholesaling premises of the authorisation holder
	Proposed wording as reflected in EMA SPOR

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Could this change have any implications on the quality management system or its operation at the operational site?
	<Enter>



[bookmark: _Toc228462141]Removal of category of medicinal product
Part 1 Medicinal products
Check box for each category for removal. 
☐ 1.1	With a marketing authorisation in EEA country(ies)
☐ 1.2 	Without a marketing authorisation in the EEA and intended for the EEA Market
☐ 1.3	Without a marketing authorisation in the EEA and intended for exportation

[bookmark: _Toc228462142]Removal of wholesale distribution operation
Part 2 Wholesale distribution operations
Check box for each category for removal. 
☐ 2.1 	Procurement (obtaining, acquiring, purchasing or buying medicinal products from manufacturers or other wholesale distributors)
☐ 2.2	Holding (storing medicinal products)
☐ 2.3	Supply (all activities of providing, selling or donating medicinal products to wholesalers; pharmacists; or persons authorised or entitled to supply medicinal products to the public)
☐ 2.4	Export (all activities relating to the supply of a medicinal product to a state other than an EU Member State or a Contracting State of the European Economic Area)

[bookmark: _Toc228462143]Removal of category of medicinal product with additional requirements
Part 3 Medicinal products with additional requirements
Check box for each category for removal 
☐ 3.1	Narcotic or psychotropic products
☐ 3.2	Products requiring low temperature handling
☐ 3.2.1	Temperatures between 2 and 8 °C
☐ 3.2.2	Temperatures below 0 °C
☐ 3.3	Other products
☐ 3.3.1	Prescription only medicinal products
☐ 3.3.2	Medicinal products for general sale
☐ 3.3.3	Over the counter medicinal products for sale through pharmacies only
☐ 3.3.4	Unauthorised medicinal products
☐ 3.3.5	Vaccines
☐ 3.3.6	Parallel imported medicinal products authorised by parallel product authorisation (PPA)
☐ 3.3.7	Parallel imported medicinal product authorised by dual pack registration (DPR)
☐ 3.3.8	Parallel distributed centrally authorised medicinal products
☐ 3.3.9	Traditional herbal medicinal products
☐ 3.3.10	Homeopathic medicinal products (HOR and HOA)
☐ 3.3.11	Exempt medicinal products
☐ 3.3.12	Biological products
☐ 3.3.13	Advanced therapy medicinal products
☐ 3.3.14	Medicinal gases
☐ 3.3.15	Medicinal products derived from blood
☐ 3.3.16	Immunological medicinal products
☐ 3.3.17	Radiopharmaceuticals (including radionuclide kits)

[bookmark: _Toc228462144]Removal of contract wholesale distribution site
This is considered a linked variation when the applicant is not authorised to hold medicinal products and will no longer have an authorised contract wholesale distribution site listed under Annex 2 for a category in scope of the authorisation. In such cases, this can only be progressed when a suitable replacement is proposed in section 3 of the application and approved.

	Proposed wording as reflected in EMA SPOR/EudraGMDP

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Authorisation number
	<Enter>

	For applicants not authorised to ‘hold’ medicinal products

	Please confirm there is at least one authorised contract site currently listed under Annex 2 is entitled to store each category of medicinal products in the scope of this authorisation
	☐ Yes 
☐ No



[bookmark: _Toc228462145]Change in name or authorisation number of contract wholesale distribution site
	Present wording as reflected in authorisation

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Authorisation number
	<Enter>

	Proposed wording as reflected in EMA SPOR for name, address and LOC-ID 

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Authorisation number
	<Enter>

	Could this change have any implications on the quality management system or its operation at the wholesaling site?
	<Enter>



[bookmark: _Toc228462146]Removal of Deputy Responsible Person (DRP)
Name	<Enter>


[bookmark: _Toc228462147]Removal of Responsible Person (RP)
This is considered a linked variation. This can only be progressed when a suitable replacement is proposed in section 3 of the application and approved.
	Name
	<Enter>

	Comment
	<Enter>

	Date of planned departure
	<Enter>

	Could this change have any implications on the requirement to have a minimum of one staff member at the wholesaling site?
	<Enter>



[bookmark: _Toc228462148]Change in role of Responsible Person to Deputy Responsible Person (RP to DRP)
This is considered a linked variation. This can only be progressed when a suitable replacement is proposed in section 3 of the application and approved.
	Name
	<Enter>

	Comment
	<Enter>

	Date of planned transition
	<Enter>



[bookmark: _Toc228462149]

SECTION 2: TECHNICAL VARIATIONS, 30-DAY PROCEDURE*
[bookmark: _Toc228462150]Section overview
	Variation type
	Variation
	Check ‘Yes’ if required and enter the quantity where requested

	Variation to applicant details
	Change in address of the wholesaling premises of the authorisation holder
	☐ Yes


	Variation to Annex 1
	Addition of category of medicinal product
	☐ Yes 
Quantity: <Enter>

	
	Addition of wholesale distribution operation*
	☐ Yes 
Quantity: <Enter>

	
	Addition of category of medicinal product with additional requirements*
	☐ Yes 
Quantity: <Enter>


*An inspection may take place as part of the assessment for this variation type. In such instances, a 90-day timeline can apply.

[bookmark: _Toc228462151]Detail on required variations
[bookmark: _Toc228462152]Change in address of the wholesaling premises of the authorisation holder
	Proposed wording

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Could this change have any implications on the quality management system or its operation at the wholesaling site?
	<Enter>

	For applicants authorised to ‘hold’ medicinal products

	[bookmark: _Hlk213677163]Could this change have any implications on the physical storage of medicinal products at the wholesaling site?
	<Enter>



[bookmark: _Toc228462153]Addition of category of medicinal product
Part 1 Medicinal products
Check box for each category for addition.
☐ 1.1	With a marketing authorisation in EEA country(ies)
☐ 1.2	Without a marketing authorisation in the EEA and intended for the EEA market 
☐ 1.3	Without a marketing authorisation in the EEA and intended for exportation

	Proposed rationale

	Please confirm you have reviewed the following: 
· HPRA Guide to Good Distribution Practice of Medicinal Products for Human Use, available on the HPRA website
· Any other sections of the HPRA website which outline additional regulatory requirements of relevance to the addition(s) 
· Applicable legislation 
	☐ Yes

	What systems and procedures have been put in place within the quality management system for the proposed addition or additions to the scope of this authorisation?
	<Enter>

	What is the reason/background for this addition?
	<Enter>



[bookmark: _Toc228462154]Addition of wholesale distribution operation
Part 2 Wholesale distribution operations
Check box for each operation for addition.
☐ 2.1	Procurement (obtaining, acquiring, purchasing or buying medicinal products from manufacturers or other wholesale distributors)
☐ 2.2	Holding (storing medicinal products)
☐ 2.3	Supply (all activities of providing, selling or donating medicinal products to wholesalers; pharmacists; or persons authorised or entitled to supply medicinal products to the public)
☐ 2.4	Export (all activities relating to the supply of a medicinal product to a state other than an EU Member State or a Contracting State of the European Economic Area)

	Proposed rationale

	Please confirm you have reviewed the following: 
· HPRA Guide to Good Distribution Practice of Medicinal Products for Human Use, available on the HPRA website
· Any other sections of the HPRA website which outline additional regulatory requirements of relevance to the addition(s) 
· Applicable legislation 
	☐ Yes

	What systems and procedures have been put in place within the quality management system for the proposed addition or additions to the scope of this authorisation?
	<Enter>

	What is the reason/background for this addition?
	<Enter>

	For applicants applying for holding of medicinal products

	Is the applicant applying for authorisation to hold all categories of medicinal products in the scope of this authorisation or some specific categories of medicinal product with additional requirements? 
	<Enter>



[bookmark: _Toc228462155]Addition of category of medicinal product with additional requirements
Part 3 Medicinal products with additional requirements
Check box for each category with additional requirements for addition.
☐ 3.1		Narcotic or psychotropic products
☐ 3.2	Products requiring low temperature handling
☐ 3.2.1 	Temperatures between 2 to 8 °C
☐ 3.2.2 	Temperatures below 0 °C
☐ 3.3	Other products
☐ 3.3.1	Prescription only medicinal products
☐ 3.3.2	Medicinal products for general sale
☐ 3.3.3	Over the counter medicinal products for sale through pharmacies only
☐ 3.3.4	Unauthorised medicinal products
(Note: Addition of 3.3.4 Unauthorised medicinal products is considered a linked variation when the applicant is not authorised for the relevant category of products in Annex 1 Part 1. In such cases, this can only be progressed when variation to add this category is proposed in section 2 Part 1 of the application and approved.)
☐ 3.3.5	Vaccines
☐ 3.3.6	Parallel imported medicinal products authorised by parallel product authorisation (PPA)
☐ 3.3.7	Parallel imported medicinal product authorised by dual pack registration (DPR)
☐ 3.3.8	Parallel distributed centrally authorised medicinal products 
☐ 3.3.9	Traditional herbal medicinal products 
☐ 3.3.10	Homeopathic medicinal products (HOR and HOA)
☐ 3.3.11	Exempt medicinal products
(Note: Addition of 3.3.11 Exempt medicinal products is considered a linked variation when the applicant is not authorised for the relevant category of products in Annex 1 Part 1. In such cases, this can only be progressed when variation to add this category is proposed in section 2 Part 1 of the application and approved.)
☐ 3.3.12	Biological products
☐ 3.3.13	Advanced therapy medicinal products
☐ 3.3.14	Medicinal gases
☐ 3.3.15	Medicinal products derived from blood
☐ 3.3.16	Immunological medicinal products
☐ 3.3.17	Radiopharmaceuticals (including radionuclide kits)

	Proposed rationale

	Please confirm you have reviewed the following: 
· HPRA Guide to Good Distribution Practice of Medicinal Products for Human Use, available on the HPRA website
· Any other sections of the HPRA website which outline additional regulatory requirements of relevance to the addition(s) 
· Applicable legislation 
	☐ Yes

	What systems and procedures have been put in place within the quality management system for the proposed addition or additions to the scope of this authorisation?
	<Enter>

	What is the reason/background for this addition?
	<Enter>

	For applicants applying to hold 3.3.1 Prescription only medicinal products

	What equipment/processes are in place to perform verification of safety features? 
	<Enter>




[bookmark: _Toc228462156]

SECTION 3: TECHNICAL VARIATIONS, 60-DAY PROCEDURE
[bookmark: _Toc228462157]Section overview
	Variation type
	Variation
	Check ‘Yes’ if required and enter the quantity where requested

	Variations to Annex 2
	Addition of contract wholesale distribution site
	☐ Yes 
Quantity: <Enter>

	
	Change in address of contract wholesale distribution site
	☐ Yes 

	Variations to Annex 3

	Addition of Deputy Responsible Person (DRP) 
	☐ Yes 
Quantity: <Enter>

	
	Addition of Responsible Person (RP) 
	☐ Yes 

	
	Change in role of Deputy Responsible Person to Responsible Person (DRP to RP)
	☐ Yes 



[bookmark: _Toc228462158]Detail on required variations
[bookmark: _Toc228462159]Addition of contract wholesale distribution site
	Proposed wording as reflected in EMA SPOR

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Authorisation number
	<Enter>

	Please state what categories of medicinal products are proposed for storage at the site and provide evidence as to how the company has confirmed the site’s entitlement to hold these categories of medicinal product.
	<Enter>

	Please confirm that a technical agreement between both parties will be in place and ready for review, upon request.
	☐ Yes

	Please confirm that a GDP audit has been completed.
	☐ Yes

	If no GDP audit has been completed,  when will this be completed prior to commencement of the outsourced activity?
	<Enter>

	For use of a contract site located outside of Ireland but within the EEA

	Please confirm a EudraGMDP copy of the GDP/GMP certificate has been supplied
	☐ Yes

	Please confirm an original copy of the authorisation issued by the relevant National Competent Authority (NCA) with English translation in the body has been supplied
	☐ Yes
☐ No

	If no English translation is in the body of the original copy, has a certified English translation completed an independent third party been attached?
	☐ Yes

	If no original copy is available, what evidence of the relevant independent verification for this position on non-issuance of original copies has been attached?
	<Enter>



[bookmark: _Toc228462160]Change in address of contract wholesale distribution site
	Proposed wording as reflected in EMA SPOR

	Name
	<Enter>

	Address
	<Enter>

	Location ID (LOC ID)
	<Enter>

	Authorisation number
	<Enter>

	Please state what categories of medicinal products are proposed for storage at the site and provide evidence as to how the company has confirmed the site’s entitlement to hold these categories of medicinal product
	<Enter>

	Please confirm that a technical agreement between both parties will be in place and ready for review, upon request
	☐ Yes

	Please confirm that a GDP audit has been completed
	☐ Yes

	If no GDP audit has been completed,  when will this be completed prior to commencement of the outsourced activity?
	<Enter>

	For use of a contract site located outside of Ireland but within the EEA

	Please confirm a EudraGMDP copy of the GDP/GMP certificate has been supplied
	☐ Yes

	Please confirm an original copy of the authorisation issued by the relevant National Competent Authority (NCA) with English translation in the body has been supplied
	☐ Yes
☐ No

	If no English translation is in the body of the original copy, has a certified English translation completed an independent third party been attached?
	☐ Yes

	If no original copy is available, what evidence of the relevant independent verification for this position on non-issuance of original copies has been attached?
	<Enter>


[bookmark: _Toc228462161]
Addition of Deputy Responsible Person (DRP)
	Name
	<Enter>

	Direct email address
	<Enter>

	Direct contact telephone
	<Enter>

	Has the candidate acquired full-time direct experience for six months or longer in the role of named Responsible Person at a wholesaling site of equivalent scope to this authorisation?
	☐ Yes
☐ No

	If no, please clarify whether the candidate has acquired full-time direct experience or on-the-job training for six months or longer in areas specific to GDP of medicines, for example:
· Quality management system and creation of documents such as SOPs/deviations/change controls/CAPAs: <Enter>
· Training programmes: <Enter>
· Recall operations for medicinal products: <Enter>
· Customer complaints: <Enter>
· Qualification of suppliers and customers: <Enter>
· Subcontracted activities: <Enter>
· Self-inspections: <Enter>
· Returns: <Enter>
· Holding of medicinal products (if applicable):  <Enter>

	For use of an outsourced provider for this role

	Company name
	<Enter>

	Company address
	<Enter>

	Please confirm that a technical agreement between both parties will be in place and ready for review, upon request.
	☐ Yes

	Please confirm that a GDP audit/process for assessing the proposed contract DRP’s suitability for the role has been completed.
	☐ Yes

	If yes, please confirm the table in Appendix 1 has been completed and attached as evidence for the company’s assessment of the proposed contract DRP’s suitability for the role.
	☐ Yes



[bookmark: _Toc228462162]Addition of Responsible Person (RP)
	Name
	<Enter>

	Direct email address
	<Enter>

	Direct contact telephone
	<Enter>

	Has the candidate acquired full-time direct experience for six months or longer in the role of named Responsible Person at a wholesaling site of equivalent scope to this authorisation?
	☐ Yes
☐ No

	If no, please clarify whether the candidate has acquired full-time direct experience or on-the-job training for six months or longer in areas specific to GDP of medicines, for example:
· Quality management system and creation of documents such as SOPs/deviations/change controls/CAPAs: <Enter>
· Training programmes: <Enter>
· Recall operations for medicinal products: <Enter>
· Customer complaints: <Enter>
· Qualification of suppliers and customers: <Enter>
· Subcontracted activities: <Enter>
· Self-inspections: <Enter>
· Returns: <Enter>
· Holding of medicinal products (if applicable):  <Enter>

	For use of an outsourced provider for this role

	Company name
	<Enter>

	Company address
	<Enter>

	Please confirm that a technical agreement between both parties will be in place and ready for review, upon request.
	☐ Yes

	Please confirm that a GDP audit/process for assessing the proposed contract RP’s suitability for the role has been completed.
	☐ Yes

	If yes, please confirm the table in Appendix 1 has been completed and attached as evidence for the company’s assessment of the proposed contract DRP’s suitability for the role.
	☐ Yes


[bookmark: _Toc228462163]
Change in role from Deputy Responsible Person to Responsible Person (DRP to RP)
	Name
	<Enter>

	Direct email address
	<Enter>

	Direct contact telephone
	<Enter>

	Has the candidate acquired full-time direct experience for six months or longer in the role of named Responsible Person at a wholesaling site of equivalent scope to this authorisation?
	☐ Yes
☐ No

	If no, please clarify whether the candidate has acquired full-time direct experience or on-the-job training for six months or longer in areas specific to GDP of medicines, for example:
· Quality management system and creation of documents such as SOPs/deviations/change controls/CAPAs: <Enter>
· Training programmes: <Enter>
· Recall operations for medicinal products: <Enter>
· Customer complaints: <Enter>
· Qualification of suppliers and customers: <Enter>
· Subcontracted activities: <Enter>
· Self-inspections: <Enter>
· Returns: <Enter>
· Holding of medicinal products (if applicable):  <Enter>

	For use of an outsourced provider for this role

	Company name
	<Enter>

	Company address
	<Enter>

	Please confirm that a technical agreement between both parties will be in place and ready for review, upon request.
	☐ Yes

	Please confirm that a GDP audit/process for assessing the proposed contract RP’s suitability for the role has been completed.
	☐ Yes

	If yes, please confirm the table in Appendix 1 has been completed and attached as evidence for the company’s assessment of the proposed contract RP’s suitability for the role.
	☐ Yes






[bookmark: _Toc228462164]
BACKGROUND 
Is there any other background of relevance to the enclosed variation or variations that has not yet been detailed in other sections of this application form?
     


[bookmark: _Toc228462166]
DECLARATION

I hereby make application for the above authorisation to be varied in accordance with the proposals given above and any appendices completed, and certify that the changes will not adversely affect the quality, efficacy or safety of any medicinal product. 

Where application is being made to hold narcotic/psychotropic products, I confirm understanding that I must apply for a separate licence/registration to physically hold controlled drugs. I am aware that I should refer to the controlled drugs page of the HPRA website or contact the HPRA Controlled Drugs Section (controlleddrugs@hpra.ie) for further information as required in such cases.

Where application is being made to wholesale medicinal products without authorisation in Ireland, I confirm understanding that:

In the case of unauthorised medicinal product, wholesale as unauthorised medicinal product shall only be authorised when the below criteria have been met: 
· The relevant category ‘1.1 with a marketing authorisation in EEA country(ies)’, ‘1.2 without a marketing authorisation in the EEA and intended for the EEA market’ or ‘1.3 without a marketing authorisation in the EEA and intended for exportation’ as applicable is in the approved scope of this authorisation. 
· Supply is not for the Irish market.
· Supply is for markets outside of Ireland only.

In the case of exempt medicinal product, import and wholesale as exempt medicinal product shall only be authorised when the below criteria have been met:
· The relevant category ‘1.1 with a marketing authorisation in EEA country(ies)’ or ‘1.2 without a marketing authorisation in the EEA and intended for the EEA market’ is in the approved scope of this authorisation. 
· Such importation and supply is for the specific purpose of fulfilling the specific needs of patients in the Republic of Ireland and there is no Irish authorised equivalent product available to the Irish market.
· Supply will be on receipt of confirmation (written or otherwise) that the supply is in response to a ‘bona fide unsolicited order, formulated in accordance with the specifications of a practitioner for use by his individual patients on his direct personal responsibility, in order to fulfil the special needs of those patients in the Republic of Ireland’.
· Any requirements in relation to the handling of this category of medicinal product including a Notification System have been met. I will refer to the ‘Guide to the Notification System for Exempt Medicinal Products’ and the exempt medicinal products page on the HPRA website or contact the Exempt Products team at ep@hpra.ie for further information as required in the case of this variation.

I declare that I am authorised to make such applications on behalf of this applicant and, to the best of my knowledge, the supporting information/documentation supplied in this application is correct and in accordance with the current version of the applicable HPRA guidelines. 

Print name      			
Signature	


___________________________________	
Title/position	     
Date      






[bookmark: _Toc228462167]APPENDIX 1: Details of the company’s assessment of the proposed outsourced provider’s suitability for the role

Section 1: Details of proposed outsourced provider’s experience
· Please complete a row for each experience that is specific to one authorised wholesaling site and time allocation was formalised with that authorisation holder.
· Please do not complete a row for previous or present experiences that do not meet both of these criteria. These experiences may be discussed in general terms as GDP or consultancy training and experience in the justification for acceptance of experience by the company, where relevant, rather than linked to any one authorised wholesaling site.
· Please provide a key to the assessor where values in Column ‘Employer Or Internal client identifier number with a key sent to assessor’ must be protected due to privacy, e.g. Contract # = X
· Please specify subcategory(ies) by numbers in Column 3.2 Products requiring low temperature handling, e.g. 3.2.1-3.2.2
· Please specify subcategory(ies) by numbers in Column 3.3 Other products, e.g. 3.3.1-3.3.17


	Work/contract status
(Enter Proposed/ Present/
Previous)
	Employer
(Enter name and address)
Or
Internal client reference number with a key sent to assessor in interests of privacy

	Role
(Enter RP/
DRP/
“GDP-specific role” in case of other roles specific to GDP of medicines)
	2.1 Procurement, 2.3 Supply or 2.4 Export
(Check box for yes)
	2.2
Holding
(Check box for yes)
	3.1
Narcotic or psychotropic products
(Check for yes)
	3.2
Products requiring low temperature handling
(Enter 3.2.1 and/or 3.2.2)
	3.3 Other products
(Enter 3.3.1-3.3.16)
	Duration of experience
(Enter years/months)
	Time allocated (Enter hours weekly)

	<Enter>
	<Enter>
	<Enter>
	☐ Yes
	☐ Yes
	☐ Yes
	<Enter>
	<Enter>
	<Enter>
	<Enter>

	<Enter>
	<Enter>
	<Enter>
	☐ Yes
	☐ Yes
	☐ Yes
	<Enter>
	<Enter>
	<Enter>
	<Enter>

	<Enter>
	<Enter>
	<Enter>
	☐ Yes
	☐ Yes
	☐ Yes
	<Enter>
	<Enter>
	<Enter>
	<Enter>

	<Enter>
	<Enter>
	<Enter>
	☐ Yes
	☐ Yes
	☐ Yes
	<Enter>
	<Enter>
	<Enter>
	<Enter>

	<Enter>
	<Enter>
	<Enter>
	☐ Yes
	☐ Yes
	☐ Yes
	<Enter>
	<Enter>
	<Enter>
	<Enter>





Section 2: Breakdown of allocated time
	Proposed outsourced provider’s availability
	Time allocated (Hours weekly)

	(A) Total time available to all contracts
The total potential time that is available to be allocated (weekly)
	<Enter>

	(B) Time allocation to present contract(s)
	The total time allocated (weekly) to present roles that are specific to authorised wholesaling site(s) and formalised with an authorisation holder(s) 
	<Enter>

	(C) Time allocation to other present work commitments
	The total time allocated (weekly) to training and any present roles that are non-specific to any authorised wholesaling site(s) and not formalised with an authorisation holder(s)
	<Enter>

	(D) Time allocation to this proposed contract
	The time allocated (weekly) to the proposed role. This should align with the distinct row for this role in Section 1.
	<Enter>

	(E) Time allocation to other proposed contract(s)
The total time allocated (weekly) to proposed roles that are pending HPRA approval
	<Enter>



Justification for acceptance of this proposed contract by the company
Please note, this acceptance by the company cannot be justified without determining the frequency in which a proposed outsourced provider will be required based on scale of the wholesaling site, authorised operations and certain categories to be wholesaled per section 3 of Annex 1 of WDA. In addition, please confirm the frequency in which a proposed outsourced provider will attend the site.
     

Confirmation that total time available to all contracts has not been exceeded
Total time available to all contracts has not been exceeded if the value in A minus the combined value of B and C and D in is greater than or equal to 0 hours weekly (A – (B+C+D)>0 or A – (B+C+D)=0). E is not included in this calculation; however, this should be given some consideration in justification of acceptance if total time available to all contacts is likely to be exceeded by HPRA approval of time allocation to other proposed contract(s)
     

Section 3: Conclusion of company’s assessment for the proposed outsourced provider
Declaration from the company’s management
Please confirm that the company’s management fully understands the requirements of the RP as outlined in Chapter 2.2. of the EU GDP Guidelines and the risks which may be posed by non-compliance of the wholesaling site with the EU GDP Guidelines. Please identify any gaps in the proposed outsourced provider’s experience and weekly time allocation and provide details on how a designated member of the company’s management plans to oversee performance and mitigate these risks on behalf of the company on an initial and ongoing basis. A copy of this assessment should be signed, co-signed and documented in the proposed contract outsourced provider’s training file on an initial and ongoing basis and available for review at the next inspection.
     

Print name      			
Signature	


___________________________________	
Title/position	     
Date      
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