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Preliminary questionnaire
on Quality and Pharmacovigilance systems of DISTRIBUTOR for LABO PHARMA

[bookmark: _GoBack]The Auditor would like to thank you in advance for your support. Thanks to this questionnaire and the information available before the audit, the Auditor will be able to have a better understanding of the pharmacovigilance and quality systems in place.
The documents requested are to be provided at least 1 week before the audit (i.e. on DD-Mon-20XX) with the completed questionnaire.
DISTRIBUTOR
Identification of the company
	Company name
	

	Address
	




	Website
	

	Chief Executive Officer
	

	Date of foundation of the company
	

	Does the company belong to a Holding ?
	YES  		 NO 
If yes, please specify: 

	Does the company have Subsidiaries ?
	YES  		 NO 
If yes, please specify:


Services provided
Please list the services provided to your clients:
Type of service (distribution, promotion, etc.)
Organisation
Please provide a nominative organizational chart of your company (specifying the names and functions of the collaborators).
Relationship with LABO PHARMA
SDEA
	Current SDEA between LABO PHARMA and DISTRIBUTOR
	Reference:
Dated DD-Mon-20XX

	Previous SDEAs between LABO PHARMA and DISTRIBUTOR
	Reference:
Dated DD-Mon-20XX
Reference:
Dated DD-Mon-20XX

	Other contract(s) between LABO PHARMA and DISTRIBUTOR
	Reference:
Dated DD-Mon-20XX
Reference:
Dated DD-Mon-20XX


Concerned products and territories
Please provide the list of LABO PHARMA products authorised in your country and covered by the SDEA, specifying the concerned territory(ies) and the marketing status (i.e. whether the product is placed on the market).

	Product name
	Territory(ies)
	Marketing Status
(authorised and marketed / authorised and not marketed)

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Organisation for pharmacovigilance
Local Contact Person for Pharmacovigilance responsibility
Is there a collaborator designated as the Local Contact Person for Pharmacovigilance? YES  NO 
If yes, what is his/her name and function?
Name and function of the Local Contact Person for Pharmacovigilance
Is there a designated backup/deputy of the Local Contact Person for Pharmacovigilance? YES  NO 
If yes, what is his/her name and function?
Name and function of the Local Contact Person for Pharmacovigilance backup/deputy
Is there a requirement in Country to notify the Local Contact Person for Pharmacovigilance to the local Competent Authorities? YES  NO 
If yes, please provide the proof of notification to the local Competent Authorities.
Other collaborators involved
Besides the Local Contact Person for Pharmacovigilance and his/her backup/deputy, are other collaborators involved in LABO PHARMA pharmacovigilance activities? YES  NO 
If yes, what are their names and functions?
Name and function
Name and function
Outsourced activities
Does your company contract out any pharmacovigilance-related activity to a contractor (e.g. local literature screening, promotion of the products)? YES  NO 
If yes, please list the types of activities/services subcontracted and concerned companies?

	Subcontracted activities/services 
	Company(ies) involved

	
	

	
	

	
	


Quality System
Quality documentation
Does your company have a Quality Manual? YES  NO 
If yes, please provide a copy of the quality manual.
Does your company have procedures/quality documents? YES  NO 
If yes, please provide a copy of the list of applicable procedures/quality documents.
Does your company have procedures/quality documents on the following topics?
· Local Contact Person for Pharmacovigilance responsibility: YES  NO 
· Pharmacovigilance Training: YES  NO 
· Monitoring of the local pharmacovigilance regulatory requirements: YES  NO 
· Collection processing and submission of PV cases: YES  NO 
· Local literature monitoring: YES  NO 
If yes, please provide a copy of the procedures/quality documents.
Pharmacovigilance audits
How many times has your company been audited by Clients/inspected by Competent Authorities for pharmacovigilance in the last 3 years?

	
	2017
	2018
	2019
	Q1 2020

	Number of PV audits by Clients
	
	
	
	

	Number of PV inspections by local Competent Authorities
	
	
	
	


Deviations and CAPA management
Does your company have a system in place to collect pharmacovigilance-related non-conformities/deviations and implement CAPAs? YES  NO 
If yes, please provide a list of the CAPAs with an impact on the pharmacovigilance system.
Pharmacovigilance qualification and training
Please provide the Local Contact Person for Pharmacovigilance and his/her backup:
CV
Job description
Pharmacovigilance training records.
Please also provide the pharmacovigilance training records (attendance sheets and training tests, if any) of the other collaborators involved in the LABO PHARMA activities, if any.
Please also provide the pharmacovigilance training kit (e.g. training slides and quiz, if any).
Business continuity
Does your company have a business continuity plan covering pharmacovigilance activities? YES  NO 
If yes, provide a copy to the auditor.
Pharmacovigilance system
Monitoring of the local regulatory requirements for pharmacovigilance
Do you monitor the local regulatory requirements for pharmacovigilance? YES  NO 
If yes, please provide the list of sources you use (e.g. local Competent Authorities website, newsletter, etc.):
Source 1
Source 2, etc.
If yes, what is the frequency of the monitoring?
If yes, how is the monitoring documented?
Local literature monitoring
Do you screen the local medical literature for pharmacovigilance cases/information? YES  NO 
If yes, please provide the list of sources you use (e.g. databases, journals, etc.)
If yes, what is the frequency of the screening?
If yes, how is the screening documented?
Collection, processing and submission of cases
Besides literature cases, is there any other source of pharmacovigilance cases at your company level? YES  NO 
If yes, please list below the potential sources of PV cases.
Source 1
Source 2, etc.
Do you record the received/identified pharmacovigilance cases in a log/tracking table/register? YES  NO 
If yes, please provide the LABO PHARMA pharmacovigilance cases log/tracking table/register.
Is there a requirement in Country to submit pharmacovigilance cases to the local Competent Authorities? YES  NO 
If yes, please provide the requirements in terms of submission of pharmacovigilance cases in the following table:

	Type of case
(e.g. serious, non-serious, domestic, foreign, etc.)
	Deadline for submission
(e.g. 15 calendar days, etc.)
	Recipient of the submission
(e.g. Ministry of Health, National Centre for PV, etc.)
	Format of submission
(e.g. CIOMS form, local form, etc.)
	Channel of submission
(e.g. mail, email, fax, etc.)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Have you submitted LABO PHARMA pharmacovigilance cases to the local Competent Authorities? YES  NO 
If yes, please provide the list of submitted cases specifying the date of submission.
Submission of PSURs
Is there a requirement in Country to submit PSURs to the local Competent Authorities? YES  NO 
If yes, please provide the requirements in terms of submission of PSURs (frequency, deadline for submission after the data lock point, recipient of the submission, format, etc.):
Have you submitted LABO PHARMA PSURs to the local Competent Authorities? YES  NO 
If yes, please provide the list of submitted PSURs specifying the date of submission.
Relationship with Competent Authorities
Have you ever received questions/requests from the local Competent Authorities related to the safety of LABO PHARMA products? YES  NO 
If yes, when was the latest question/request received and which product did it concern?
Date of the question/request: 
Concerned product: 
additional risk minimisation
Are there additional risk minimisation measures in place in Country for LABO PHARMA products? YES  NO 
If yes, please provide the list of detailed risk minimization measures in place for LABO PHARMA products.


Summary of the list of Documents to be provided with the questionnaire
List of LABO PHARMA products distributed in Country by DISTRIBUTOR
Nominative organisational chart
Proof of notification of the Local Contact Person for Pharmacovigilance to the local Competent Authorities, if applicable
Quality manual, if applicable
List of applicable procedures
Pharmacovigilance procedures
CVs and Job descriptions of the Local Contact Person for Pharmacovigilance and backup/deputy
Pharmacovigilance training records of the Local Contact Person for Pharmacovigilance and backup/deputy, and other collaborators involved in pharmacovigilance activities, if applicable
Pharmacovigilance training kit (e.g. training slides and quiz, if any)
List of the CAPAs with an impact on the pharmacovigilance system
Business continuity plan
List of local literature monitoring sources
Cases log/tracking table/register in Excel format
List of submitted cases and date of submission
List of submitted PSURs and date of submission
List of detailed risk minimization measures in place for LABO PHARMA products
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