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External Audit of Pharmacovigilance Procedures 


Questionnaire for External Audit of Pharmacovigilance Procedures 

	#
	Category
	Question
	Yes
	Doc No (Title)
	No
	N/A

	1
	General
	Does your company (your PV unit) perform a risk analysis?

	
	
	
	

	
	
	Do you have a written description (which can also be an organisation chart) of the organisation (which may only include one person) that is used to provide the local PV Unit function/capability/reporting?
	
	
	
	

	
	
	Do you have job descriptions and CVs for all positions/individuals primarily or directly involved in the ADRs collection, evaluation, processing and reporting functions?
	
	
	
	

	
	
	CVs: If kept outside Local PV Unit, can they be easily accessed?
	
	
	
	

	2
	QPPV
	For companies that are Marketing Authorisation Holders (MAHs), do you have a formal job description and CV specific for your Qualified Person for Pharmacovigilance (QPPV) position? 
	
	
	
	

	
	
	Do you ensure that the QPPV has got an appropriate qualification, with documented experience in all aspects of PV? 
	
	
	
	

	
	
	Is the QPPV medically qualified, or does he/she have access to medically qualified persons? 
	
	
	
	

	
	
	Do you ensure that the QPPV will be available 24-hours as a contact point for national and international competent authorities?
	
	
	
	

	
	
	Are there valid back-up procedures in place to ensure business continuity and continued fulfilment of PV obligations?
	
	
	
	

	
	
	Are the name and 24-hour contact details of the QPPV and back-up procedures notified to the competent authorities?
	
	
	
	

	
	
	Do you ensure that the QPPV has adequate access to all relevant Pharmacovigilance/drug safety information?
	
	
	
	

	
	
	Do you ensure that the delegation of tasks by the QPPV is documented?


	
	
	
	

	3
	PSMF


	Do you have written document(s)
 that describe how the Pharmacovigilance System Master File (PSMF) is generated and updated? 
	
	
	
	

	
	
	Is it specified who is responsible for notifying it to the competent authorities?
	
	
	
	

	
	
	Do you have a PSMF? Is the PSMF available? 
	
	
	
	

	4
	Training QPPV and national competent person 
	Do you have written document(s) that describe how the QPPV (including the national competent person) is adequately trained? Is this training adequately documented?
	
	
	
	

	5
	Training PV Unit personnel


	Do you have written document(s) that describe how PV Unit personnel are trained on local regulatory reporting timeframes, and receive periodic refresher training? 
	
	
	
	

	
	
	Do you have a prospective training system for the PV Unit personnel? Do you assess the success of training?
	
	
	
	

	
	
	Do you have written document(s) that describe how the PV staff is adequately trained in all relevant PV aspects, including the proper use of the PV database and the current version of MedDRA?
	
	
	
	

	6
	Training logs


	Is it specified who is responsible for the generation and retention of training records for local PV Unit individuals primarily or directly involved in adverse event collection, processing, evaluation and reporting functions? 
	
	
	
	

	
	
	Do you have written document(s) that describe these tasks?
	
	
	
	

	7
	Training of company departments


	Is your local Qualified Person for Pharmacovigilance and/or local PV Unit involved in training other departments in the company regarding adverse event collection?
	
	
	
	

	
	
	Do you have written document(s) that describe how the staff from other departments involved in any PV activities is adequately trained in all relevant PV aspects? 
	
	
	
	

	
	
	Do you have a prospective training system, periodicity? 
	
	
	
	

	
	
	Do you assess the success of the training? 
	
	
	
	

	
	
	Filing of training documents?
	
	
	
	

	8
	Temporary personnel
	Is temporary personnel used for any of the functions involved in collecting, evaluating, processing or reporting of possible ADR?
	
	
	
	

	
	
	If yes, are steps taken to ensure that the temporary employees are adequately trained and have the appropriate education / experience?
	
	
	
	

	
	
	Are these steps described in written document(s)?


	
	
	
	

	9
	Role of the local PV Unit concerning contracts and legal agreements
	Do you have written document(s) to describe local PV Unit’s role with respect to contracts and other legal agreements that involve any aspects of safety?

	
	
	
	

	
	
	Do these materials specify:·

- How contracts/legal agreements are kept current?


	
	
	
	

	
	
	- How compliance of partnering entity (e.g. company; CRO) is monitored? 


	
	
	
	

	
	
	- How consistency between contracts/legal agreements is achieved?


	
	
	
	

	
	
	- Relationship between local PV Unit and Legal Department?


	
	
	
	

	
	
	- The role of the global PV Unit in review of contracts/legal agreements before they are signed?


	
	
	
	

	
	
	Does local PV Unit review all contracts and other legal agreements with respect to safety before they are finalized?


	
	
	
	

	
	
	Is there an original or copy of each signed contract located at the contract site(s)?


	
	
	
	

	10
	Documentation of agreements
	Do you have access to originals or copies of all contracts and agreements that might affect local PV Unit and/or global PV Unit?
	
	
	
	

	
	
	Do these safety agreements clearly define delegation of all relevant MAH responsibilities? 
	
	
	
	

	
	
	In answering, please consider ALL types of agreements [in-licensing, out-licensing, co-development, co-marketing, co-promotion, divestment] with both internal and external partners. 
	
	
	
	

	
	
	Does legal department and/or business development Units involve local or global PV Unit in contract negotiations and/or review procedures ?
	
	
	
	

	
	
	Do you have separate PV agreements?
	
	
	
	

	11
	Inquiries from competent authorities
	Do you have access to written document(s) that describe how you respond to urgent safety inquiries from competent authorities?
	
	
	
	

	
	
	In answering, please consider both internal and external partners.


	
	
	
	

	12
	Heterogeneous reporting requirements
	Do you have access to written document(s) that describe how you handle products for which the reporting procedures differ from the local PV Unit process, e.g. narcotics, mutual recognition or decentralised procedure products, third party manufactured products?
	
	
	
	

	13
	Products and responsibilities
	Do you have access to an up-to-date list of ALL medical products of your company?
	
	
	
	

	
	
	Do you have access to an up-to-date list of all products for which you have any reporting responsibility within the company?


	
	
	
	

	
	
	Do you have access to an up-to-date list of all products for which you have any reporting responsibility to the local (national) competent authority?
	
	
	
	

	
	
	Do you have an up-to-date list of all products for which a risk management plan is performed by your company?
	
	
	
	

	
	
	Can you describe the process used to ensure that these lists are kept current (including when there is a change in status of a product)?
	
	
	
	

	
	
	Can you provide the name of department(s) outside of global PV Unit that you work with in this regard?
	
	
	
	

	
	
	Can you produce these lists in either electronic or paper form if required?
	
	
	
	

	14
	Data mining 
	Do you have access to an up-to-date list of all the active ingredients for which the company is MAH and/or which are marketed or developed by the company? 
	
	
	
	

	
	
	Can you describe how these lists are kept current?
	
	
	
	

	
	
	Do you have access to an up-to-date list of all active ingredients for which you have any reporting responsibility within the company?


	
	
	
	

	
	
	Do you have access to an up-to-date list of all active ingredientsfor which you have any reporting responsibility to the local (national) competent authority?
	
	
	
	

	
	
	Do you have access to written document(s) that describe how the worldwide scientific literature is regularly screened regarding information about the active ingredients for which the company is MAH and/or which are marketed or developed by the company?
	
	
	
	

	
	
	Does your literature screening process meet the local and/or the international regulatory requirements (periodicity, quality, reporting time frames,…)?
	
	
	
	

	
	
	Can you provide the name of department(s) outside of local PV Unit that you work with in this regard?
	
	
	
	

	
	
	If a third party (CRO, licensee, etc.) is involved in this task, are pharmacovigilance responsibilities and accountabilities managed on a regular basis through the use of formal means, such as SOPs, monitoring or audit?
	
	
	
	

	
	
	Do you have written contractual agreements to describe how the literature screening task is performed? 
	
	
	
	

	
	
	Do you perform audits at the CRO/partners site?
	
	
	
	

	
	
	In case your company screens external websites (internet, social media etc.) managed, administrated or financed by your company, is there a process in place to ensure a proper assessment of adverse reactions? 
	
	
	
	

	
	
	If yes, how do you select the sources?
	
	
	
	

	15
	CCSI
	Do you have Company Core Safety Information (CCSI) for all of your products?
	
	
	
	

	
	
	If not, have you defined a Reference Safety Information for all the products missing a CCSI?
	
	
	
	

	
	
	Do you have written document(s) that describe how the CCSI is used to update your local label?
	
	
	
	

	16
	Updating of Labeling
	Do you have written document(s) that describe how you ensure that you have the latest label (IB, Company Core Label, Local Label) for all products for which you have any reporting responsibility, either within the company or to the local (national) health authority?
	
	
	
	

	
	
	Can you provide the name of department(s) outside of global PV Unit that you work with in this regard?
	
	
	
	

	17
	Information from studies
	If studies of any type (Phase I-IV, PMS, PASS, Patient Assistance Program, market research program, epidemiological studies, registries, non-interventional trials, etc. for both local and international projects) are currently being performed in your organization, do you have an up-to-date list of all ongoing or planned studies?
	
	
	
	

	
	
	Can you describe how the list is kept current?
	
	
	
	

	
	
	Do you receive or have access to all protocols and PV relevant study documents prior to the initiation of a targeted study?
	
	
	
	

	
	
	Do you have written document(s) that describe how and by whom safety data are captured and reported to local PV Unit for all types of studies?
	
	
	
	

	
	
	Can you provide the name of department(s) outside of local PV Unit and/or global PV Unit that you work with in this regard?
	
	
	
	

	18
	Reconci​liation of data
	Do you have written document(s) that:

Describe how reconciliation is performed between databases (local PV Unit and local CRO study database)


	
	
	
	

	
	
	Display the schedule of reconciliation between databases, including end-of-study final reconciliation?


	
	
	
	

	
	
	Can you provide the name of department(s) outside of local PV Unit that you work with in this regard?
	
	
	
	

	19
	Spontaneous reports 
	Does your local national regulation/law enable health professionals and/or consumers to call your company directly to report possible ADRs and/or product complaints?


	
	
	
	

	
	
	If yes, are there a separate Call Center and/or department(s) outside of local PV Unit with responsibility for initial receipt of ADRs and/or product complaints?


	
	
	
	

	
	
	If yes, are you aware of written document(s) that describe the qualifications for, and training of, the personnel who take the initial possible ADR/product complaint reports there?
	
	
	
	

	
	
	If yes, are you aware of written document(s) that describe how training records for these individuals are generated and retained there?
	
	
	
	

	
	
	Do you reconcile the medical information queries received by the Call Center on a regular basis?
	
	
	
	

	
	
	Do you work with the relevant department(s) on such issues (e.g., perform trainings of Call Center individuals regarding possible ADR reports)? 
	
	
	
	

	
	
	If yes, is the extent of your involvement (e.g. training, tracking, support, etc.) described in written procedures?
	
	
	
	

	20
	Collaboration with third parties
	If a third party (CRO, licensee, etc.) is involved, are pharmacovigilance responsibilities and accountabilities managed on a regular basis through the use of formal means, such as:

- Licensing agreements


	
	
	
	

	
	
	- SOPs


	
	
	
	

	
	
	- Reconciliation of data


	
	
	
	

	
	
	- Monitoring


	
	
	
	

	
	
	- Contact with Global PV Unit


	
	
	
	

	
	
	- Training


	
	
	
	

	
	
	- Preparation and submission of Annual Safety reports (ASR) / DSURs


	
	
	
	

	
	
	
	
	
	
	

	
	
	Do you have written contractual agreements to describe how the outsourced activity is performed? 
	
	
	
	

	21
	Receipt of safety related information
	Are there written document(s) that describe how you ensure that incoming safety related information, either via phone or otherwise, is received by company staff and forwarded to PV staff in due time and correct manner?
	
	
	
	

	
	
	Are there written document(s), e.g. templates, that describe how these reports are documented and assessed for possible ADRs by local PV Unit?
	
	
	
	

	22
	Handling of incoming safety information
	Do you have written document(s) that describe how the local PV Unit personnel handling incoming safety information (either directly, or forwarded on from Call Center or other non-PV Unit personnel)  is handling the collection, processing and reporting of any safety relevant information (e.g. ADR reports) including information about special patients populations (pregnancy, lactation, paediatrics, elderly etc.) exposure or other special situations (e.g., lack of efficacy)? 
	
	
	
	

	
	
	Do you have written document(s) that describe how you ensure that involved personnel handling incoming safety information are requesting lot numbers when capturing information, and are monitoring reports for possible quality defects?
	
	
	
	

	
	
	Do you have written document(s) describing the responsibilities for quality defects (Qualified Person for Quality - QPQ - versus QPPV) and exchange of relevant information between the responsible parties (PV Unit and QA)?
	
	
	
	

	23
	Follow-Up 


	Do you have written document(s) that describe how follow-up of ADR reports and other safety relevant information (please refer to #22)is performed for:

- Pre-marketing studies


	
	
	
	

	
	
	- Post-authorisation spontaneous reports (including consumer reports), and


	
	
	
	

	
	
	- Post- authorisation studies


	
	
	
	

	
	
	- Pregnancies


	
	
	
	

	
	
	- Literature reports 


	
	
	
	

	
	
	- Authority reports


	
	
	
	

	
	
	- Reports from screening of websites under own management / responsibility or from internet screening?


	
	
	
	

	
	
	Can you provide the number of follow-up requests per case, for both clinical (pre-marketing) and post-authorisation reports?
	
	
	
	

	
	
	Do you have a system that you use to track follow-up on cases?
	
	
	
	

	
	
	If yes, does the tracking system prompt you for all cases requiring follow-up?
	
	
	
	

	23
	Monitoring of incoming safety information
	Do you monitor the number, quality and correct processing of information/day per person (e.g., ADR report; product complaint; inquiry) in:

- Dedicated Call Center (if one exists)


	
	
	
	

	
	
	- Medical Information


	
	
	
	

	
	
	- Local PV Unit


	
	
	
	

	
	
	If yes, can you describe the process? Do you perform a regular testing?

	
	
	
	

	
	
	If no, would you be able to get the information (e.g. metrics) quickly in the case of an internal or external audit or inspection?
	
	
	
	

	25
	Differentiation  of inquiries
	Do you have a written document(s) that describe how to differentiate general inquiries that are determined to be:

- ADR reports


	
	
	
	

	
	
	- Product complaint reports


	
	
	
	

	
	
	- Product complaint reports with associated ADRs?


	
	
	
	

	
	
	If yes, can you describe the process? 
	
	
	
	

	
	
	If no, would you be able to get the information quickly in the case of an internal or external audit or inspection?
	
	
	
	

	
	
	Are employees who receive incoming safety information trained to differentiate product complaints and possible ADRs from general inquiries?
	
	
	
	

	26
	Business continuity
	Do you have written document(s) to describe how you handle incoming safety information during non-business hours (i.e., weekday evenings; weekends; holidays)?
	
	
	
	

	
	
	
	
	
	
	

	
	
	Do you have written document(s) that describe how you ensure that safety information received by the company during off-hours (including information being received from contractor or other partners [e.g., poison control centers; marketing partners]) is appropriately forwarded to the responsible PV Unit? Do these specifically include a formal reconciliation process?
	
	
	
	

	
	
	Can you provide the name of department(s) outside of local PV Unit and/or global PV Unit and/or entities outside of your company that you work with in this regard?
	
	
	
	

	
	
	Does a complementary process exist for product complaints? If yes, can you provide the name of the non-PV Unit department(s) that have responsibility?
	
	
	
	

	27
	Serious ADR collection


	Do you have a standard form for capturing serious ADRs?
	
	
	
	

	
	
	If yes, does it conform to international standards?
	
	
	
	

	28
	Medical review
	Do you have written document(s) that describe how you ensure that all PV relevant medical information including possible ADR reports get appropriate medical review?
	
	
	
	

	
	
	Do you have written document(s) that describe the qualification necessary to qualify as medical reviewers? Are the reviewers trained appropriately, do they receive periodic refresher training?
	
	
	
	

	
	
	As long as more than one medical reviewer is performing this task, how do you ensure that the assessment process is reproducible? 
	
	
	
	

	
	
	Do you assess the results of medical review? 
	
	
	
	

	
	
	Do you perform rater testings? 
	
	
	
	

	
	
	If yes, do you have written document(s) that describe these testings and the consequences derived from the results ?
	
	
	
	

	29
	General ADR  management 
	Do you have written document(s) that describe the ADR collection, evaluation, processing and reporting?

	
	
	
	

	
	
	Do these materials comply with global company and local regulatory requirements?


	
	
	
	

	
	
	Are these materials controlled (i.e. version control, conforming to controlled document SOPs, etc.)?


	
	
	
	

	
	
	Are employees systematically trained on their content?


	
	
	
	

	
	
	Do you monitor the compliance to reporting requirements?

	
	
	
	

	30


	Local ADR reporting


	Does your local PV Unit group report directly to the local competent authority?
	
	
	
	

	
	
	If no, can you provide the name of the department(s) or personnel at your company that performs this function?
	
	
	
	

	
	
	Can you describe your local competent authority's requirements for ADR reporting, in particular noting:

- Any deviations from ICH, EU, or other international standards as to timeframes, definitions, or other factors for expedited reporting of ADRs


	
	
	
	

	
	
	- Any limitations on contact with reporting health professionals or consumers


	
	
	
	

	
	
	- Any limitations on obtaining follow-up information from initial reporters


	
	
	
	

	
	
	- Any procedures by which you obtain ADR reports from the local competent authority


	
	
	
	

	
	
	Do you have written process, procedures, or structure in place to meet these requirements?
	
	
	
	

	
	
	Beyond the local competent authority's requirements for ADR reporting, have you made any formal (written) agreements with the authority on ADR reporting processes? 
	
	
	
	

	31
	Reporting Formats
	Are you using a format other than the international CIOMS I form for reporting to the local competent authority?


	
	
	
	

	
	
	If yes, is the process for quality checks (MedDRA coding, translation, etc.) between the CIOMS I form and the local reporting format defined and documented?


	
	
	
	

	32
	Periodic Reporting


	Are aggregate reports such as PSURs or DSURs submitted to the local competent authority?
	
	
	
	

	
	
	
	
	
	
	

	
	
	If local PV Unit doesn't report directly, can you provide the name of the department(s) that performs this activity?
	
	
	
	

	
	
	
	
	
	
	

	
	
	Do you have written document(s) that describe:
- How PSURs are meeting regulatory reporting timeframes 

- How PSURs are compiled by the different departments/functions within a MAH (e.g. sales, marketing, medical,…)?

- Who is responsible for signing and submission the PSUR and if there any back-up procedures in place

	
	
	
	

	
	
	- How PSURs are adapting regulatory reporting timeframes (e.g., to local or EU Harmonised Birth Dates)


	
	
	
	

	
	
	- How PSURs are meeting quality requirements of the local competent authority (e.g. review by a medically qualified person and/or the QPPV)


	
	
	
	

	
	
	- Review and/or approval by the QPPV 


	
	
	
	

	
	
	- How the PSURs are appropriately created and submitted by partner organizations?


	
	
	
	

	
	
	If a third party (CRO, licensee, etc.) is involved in this task, are PV responsibilities and accountabilities managed on a regular basis through the use of formal means, such as SOPs, monitoring or audits? 
	
	
	
	

	
	
	
	
	
	
	

	
	
	Do you monitor the compliance of PSUR submission?
	
	
	
	

	33
	Technical infrastructure for electronic reporting
	Are you generating ADR reports for regulatory reporting through an electronic system?
	
	
	
	

	
	
	If yes, is the electronic tool validated (including documentation)?
	
	
	
	

	
	
	If yes, can you provide validation documentation at your site?
	
	
	
	

	
	
	Do you have written document(s) that describe how you track all adverse reactions collected and reported?
	
	
	
	

	
	
	Do you have sufficient IT support (e.g. for system maintenance, disaster recovery)?
	
	
	
	

	
	
	Do you have written document(s) that describe who is responsible for data entry, data approval and archiving?
	
	
	
	

	34
	Risk communication


	Do you have experience in the handling of risk communications?
	
	
	
	

	
	
	If not, do you perform mock recalls on a regular basis?
	
	
	
	

	
	
	Do you have written document(s) that describe how you handle the following situations:
- Dissemination of a Direct Healthcare Professional Communication (“Dear Doctor letter”) or local Healthcare Professional Information tools (e.g., in Germany “Rote Hand-Brief”)
	
	
	
	

	
	
	- Requirement for additional safety precautions
	
	
	
	

	
	
	- Decision to not market a product 
	
	
	
	

	
	
	- Crisis management including product recalls (including information of the local competent authorities)
	
	
	
	

	
	
	- Public relations issues
	
	
	
	

	
	
	- Product quality issues
	
	
	
	

	35
	Standard Operating

Procedures (SOPs)


	Is there a person responsible to identify the need of local PV SOPs (e.g. to meet local requirements) ?


	
	
	
	

	
	
	As long as local PV SOPs are in place is there a process to ensure that they are compliant with the global PV requirements (e.g. when local PV SOPs are written in local languages) ?
	
	
	
	

	
	
	Do you have local PV SOPs in place that align with global PV SOPs covering topics such as:

- SOP maintenance


	
	
	
	

	
	
	- Spontaneous Reporting


	
	
	
	

	
	
	- Serious Unexpected ADR Reporting

	
	
	
	

	
	
	- Follow-Up


	
	
	
	

	
	
	- Periodic Safety Reporting


	
	
	
	

	
	
	- Data entry conventions


	
	
	
	

	
	
	- MedDRA coding


	
	
	
	

	
	
	- Handling of product quality complaints


	
	
	
	

	
	
	- SOPs currently requested by the national competent authorities (e.g. back-up procedures)

	
	
	
	

	
	
	If there is any conflict between international and local regulatory reporting requirements, do your written local process(es), procedure(s), structure(s), or document(s) describe 

the local regulatory reporting requirements, and how you are satisfying both the local and global requirements? 

	
	
	
	

	
	
	
	
	
	
	

	
	
	Do you have access to global PV SOPs (on-line) and back-up mechanism for obtaining them if the online system is not available to you?
	
	
	
	

	
	
	If not, can you describe how you keep current global PV SOPs and where they are maintained?
	
	
	
	

	36
	Archiving policy


	Do you have written document(s) that describe your local paper retention policy (e.g., which documents are archived)?
	
	
	
	

	
	
	Is this material consistent with the (local) legal requirements?
	
	
	
	

	
	
	Is this material consistent with the internal global requirements?
	
	
	
	

	
	
	Do you have a local SOP(s) that covers archiving of PV Unit-related documents?
	
	
	
	

	
	
	Can you describe where aggregate safety reports (e.g., PSURs) are archived within your company?
	
	
	
	

	
	
	Do you have written document(s) that describe your electronic archiving policy (e.g., which documents are archived)? 
	
	
	
	

	
	
	Are the respective systems validated?
	
	
	
	

	37
	Archiving facilities
	Are all case file materials (including adverse event/reaction reports) maintained, e.g. in a fire/water/pest resistant, secure area?
	
	
	
	

	
	
	Is access to the file materials limited to certain personnel, and is access documented (single document level) ?
	
	
	
	

	38
	Data protection policy
	Do you have written document(s) that describe your local data protection policy?
	
	
	
	

	
	
	Is this material consistent with the local legal requirements?


	
	
	
	

	
	
	Is this material consistent with the internal global requirements?
	
	
	
	

	39
	IT infrastructure
	Does your Local company have a local and/or Global PV Unit database? 


	
	
	
	

	
	
	Does your Local company have access (read-only, write) to a Global PV Unit database? 
	
	
	
	

	
	
	If there is no direct access to a Global PV Unit database, can you ensure that requests from Regulatory Authorities are answered in due time?
	
	
	
	

	
	
	Do you have other electronic tools used e.g., for your (local) archiving, case tracking or compliance reporting ? Are they validated ?
	
	
	
	

	
	
	Can you gain access to validation documentation at your site?
	
	
	
	

	
	
	Does your Local company have IT support (e.g., regarding maintenance, disaster recovery addressed in Service Level Agreements) ? 
	
	
	
	

	40
	Translations

	Do you have written document(s) that describe how you handle translation of PV related documents in terms of:

- From your local language to English (if they are different)


	
	
	
	

	
	
	- From English to local language (if they are different)


	
	
	
	

	
	
	- CVs for translator/certificate indicating certified translator


	
	
	
	

	
	
	Do you perform quality checks regarding translations ? 
	
	
	
	

	
	
	Do you have a back-up process for translations in place ?


	
	
	
	

	41
	Audit


	 Is there a prospective audit schedule covering the whole PV systems in place?
	
	
	
	

	
	
	Do you audit all relevant entities (including CROs) that are involved in the above mentioned PV activities and processes?
	
	
	
	

	
	
	Do you have written document(s) that describe this task?


	
	
	
	

	
	
	Is the qualification and the training of the auditors determined?
	
	
	
	

	42
	Quality assurance


	Do you have written document(s) that covers e.g., self inspections, deviation handling, compliance checks?
	
	
	
	

	
	
	Do you have written document(s) that covers review of corrective and preventive action processes and documentation?
	
	
	
	

	43
	Signal managment
	Do you have written document(s) that covers Signal detection and management?
	
	
	
	

	
	
	Do you have a database, which is able to generate signals?
	
	
	
	

	
	
	If yes, is the signal detection tool validated?
	
	
	
	

	
	
	Does the person responsible for signal detection and assessment appropriately qualified?
	
	
	
	

	
	
	Do you have an appropriate data set, which allow you for a quantitative method for Signal detection (complex statistical tool)
	
	
	
	

	
	
	If yes, do you have written document(s) that define the threshold of reactions to be recognised as a signal
	
	
	
	

	44
	Risk management system
	Do you have written procedures in place describing your risk management system?
	
	
	
	

	
	
	Do you have access to a list of Risk Management Plans (ref 13)?
	
	
	
	

	
	
	Do you have written document(s) that describe on generation of RMPs?
	
	
	
	

	
	
	Do you have written document(s) that describe how to implement RMPs locally?
	
	
	
	

	
	
	Do the RMPs contain the requirement for assessing the effectiveness of the risk minimisation measures? 
	
	
	
	


� Written Documents in this checklist shall refer to written process(es), procedure(s), structure(s), or document(s)
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