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On 31st January 2020, the United Kingdom (UK) officially left the European 
Union (EU); this day is referred to as ‘Exit Day’. Following Exit Day, the UK entered 
a period of transition that lasted until 31st December 2020 during which the UK 
remained within the EU single market and the customs union and abided by 
existing EU legislation.

Introduction1

Pharmacovigilance in the UK before the Exit Day 
was subject to European legislation (Directive 
2010/84/EU, Regulation (EU) No 1235/2010) which 
requires that all Marketing Authorisation Holders 
(MAH) should have an appropriate system of 
pharmacovigilance in place. This legislation was 
introduced in July 2012 and a series of Good 
Pharmacovigilance Practice (GVP) modules were 
developed covering the major pharmacovigilance 
processes to aid this implementation. 

MAHs operational in the UK also had to comply 
with the Human Medicines Regulations 2012 (SI 
2012/1916). These regulations were revised on 
Exit Day removing references to the European 
Medicines Agency (EMA) and EU, replacing them 
with references to the Medicines and Healthcare 
products Regulatory Agency (MHRA) and the UK. 

On 21st December 2020, the MHRA issued 
a guidance note on how the EU GVP should 
be implemented in the UK - Exceptions and 
modifications to the EU guidance on good 
pharmacovigilance practices that apply to 
UK marketing authorisation holders and the 
licensing authority.

On 4th September 2020, the MHRA issued 
preliminary guidance on the role of the Qualified 
Person for Pharmacovigilance (QPPV) for MAHs 
in the UK or Great Britain (GB), the “QPPV”. 
This was superseded on the 31st December 
2020 by guidance on the requirement for a 
UK QPPV or a UK national contact person for 
pharmacovigilance.  Specifically, a UK QPPV is 
required who may also be the EU QPPV. If the EU 
QPPV is also the UK QPPV, then a UK National 
Contact Person for Pharmacovigilance (NCP) is 
obligatory, who must be based in the UK.

Note, the UK and GB are not synonymous. GB 
is the three countries of England, Scotland and 
Wales. The UK is the four countries of England, 
Scotland, Wales and Northern Ireland.

In parallel, the Northern Ireland (NI) Protocol 
was issued in December 2020. The Protocol aims 
to ensure that no hard border is re-introduced 
in the island of Ireland by allowing the free flow 
of trade between Ireland and Northen Ireland 
under EU regulations. A hard border on the island 
was effectively abolished as a consequence of 
the Belfast Agreement/Good Friday Agreement 
of 1998, which ended the 30-year internecine 
conflict in NI.

An unintended consequence of the NI Protocol 
was that, in accordance with Directive 2001/83/EC 
as amended, any MAH wishing to place medicines 
on the market in NI would need to be based in the 
EU or NI, that would have included the UK QPPV. 
On the 20th April 2022, the European Commission 
issued a derogation that allows a UK MAH and UK 
QPPV to be based anywhere in the UK.

The Medicines and Medical Devices Act 2021 may 
result in further changes relating to the role of the 
UK NCP. This Act gives the Secretary of State for 
Health wide ranging powers to make regulations 
relating to medicines and medical devices, 
although there is no explicit reference in the Act 
to pharmacovigilance and drug safety.

These PIPA guidelines were produced to assist 
those either new to the role, or looking to 
move into the role, of UK QPPV or UK NCP 
to understand the requirements of the roles 
and the standards to which they are expected 
to operate. These guidelines are focused on 
post-marketing approval activities and are not 
intended for those working in clinical trials. The 
minimal requirements of the inter-relationship 
between the UK NCP and the QPPV responsible 
for the European and UK system (the EU and UK 
QPPV) have been established and the two roles 
will work together synergistically in ensuring that 
a pharmacovigilance system protects patient 
safety on a global basis.
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At the time of preparation of this guidance, the 
UK legislation is for the most part aligned with 
the EU legislation. However, there have been 
several consultations with the view to amending 
UK legislation. It is therefore likely that this 
guidance will require further amendment as the 
legislation evolves. 

These QPPV and NCP guidelines have been 
developed in consultation with key stakeholders 
and aim to provide as much practical guidance 
for all UK pharmaceutical companies. These 
guidelines may also prove useful to inform 
associated functions of the legal PV requirements 
(including Medical Information, Clinical, Medical 
Affairs, Regulatory Affairs, Commercial, Research 
& Development).
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Qualifications & Training2

The UK QPPV’s roles and responsibilities will be 
equivalent to that of the EU QPPV. In accordance 
with The Human Medicines Regulations (HMR) 
2012 No. 1916 regulation 182(2), the holder must:

“(a) have permanently and continuously 
at its disposal an appropriately qualified 
person responsible for pharmacovigilance 
who is ordinarily resident, and operates, 
in the EU and is responsible for the 
establishment and maintenance of the 
pharmacovigilance system.”

This was amended in The Human Medicines 
(Amendment etc.) (EU Exit) Regulations 2019 No 
775 regulation 142 to:

“for “resides and operates in the EU” 
substitute “is ordinarily resident, and 
operates, in the United Kingdom”

This was further amended in The Human 
Medicines (Amendment etc.) (EU Exit) 
Regulations 2020 No 1488 regulation 111 to:

“for “resides and operates” to the end 
substitute “after “in the EU” insert “or 
United Kingdom”;
“Where the person the holder has 
permanently and continuously at its 
disposal under paragraph (2)(a) (“the 
qualified person”) does not reside and 
operate in the United Kingdom, the 
holder must nominate a contact person 
for pharmacovigilance at a national level 
who reports to the qualified person, 
resides and operates in the United 
Kingdom and has permanent access to 
the pharmacovigilance system master 
file”

Furthermore, HMR 2019 No 775 Schedule 12A 
(inserted by the EU Exit Regulations) paragraph 
10(4) states:

“The holder must ensure that the qualified 
person responsible for pharmacovigilance 
has sufficient authority to influence the 
performance of the quality system and 
the pharmacovigilance activities of the 
holder.”

The UK NCP’s roles and responsibilities are 
fewer. The role is not described in HMR Schedule 
12A and only briefly referenced in the MHRA 
exceptions and modifications guidelines.

Like the EU QPPV, the route to becoming a UK 
QPPV is highly regulated and aims to ensure the 
highest standards of patient safety are always 
maintained.

 � The UK QPPV must be appropriately 
qualified, resident, and operational in the 
UK or the EU. If based in the EU, then a UK 
NCP must be appointed.

 � The UK QPPV needs to either be medically 
qualified or, if not medically qualified, 
always have access to someone within the 
company who is.

 � The UK QPPV should have the skills for 
the management of pharmacovigilance 
systems as well as expertise or access 
to expertise in relevant areas such as 
medicine, pharmaceutical sciences as well 
as epidemiology and biostatistics.

 � The UK QPPV needs extensive knowledge of 
applicable pharmacovigilance guidelines.

 � Although not directly stated in legislation, 
extensive knowledge would ideally be based 
on the education and the number of years’ 
experience within Pharmacovigilance.

 � The UK QPPV should have in-depth 
knowledge of the medicines they have 
responsibility for.

 � The UK QPPV should maintain up-to-date 
working knowledge of pharmacovigilance 
processes.

Requirements for the UK NCP are less extensive 
than for the UK QPPV:

 � The UK NCP should report to the UK/EU 
QPPV.

 � The UK QPPV does not need to be the 
NCP’s line manager, but the relationship 
should be clear on the organogram.

 � The UK NCP should have knowledge of UK 
pharmacovigilance requirements.
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Requirements UK QPPV UK NCP

Qualification/Education/Training:

Life Science, 
Pharmacy, Medicine, 
other science 
discipline

Essential Desirable

Post-Graduate MSc 
Pharmacovigilance

Desirable -

Experience:

Broad-based 
Pharmacovigilance

Essential Desirable

Regulatory Affairs, 
Medical Affairs, 
Clinical Research, 
Quality Assurance

Desirable Desirable

Knowledge:

Excellent 
understanding of GVP 
Modules

Essential Desirable

Good knowledge of 
Human Medicines 
Regulations

Essential Desirable

Skills & Competencies:

Ability to build strong 
relationships and 
influence colleagues 
to achieve cross-
departmental 
alignment

Essential Essential

Good project 
management skills

Desirable Desirable

Understanding 
& experience of 
reviewing and 
capturing safety 
deliverables

Essential Desirable

Personal Attributes:

Team player Desirable Desirable

Self-starter Desirable Desirable

Ability to be a 
decision maker 

Desirable Desirable

It is also recommended that the UK QPPV and/or 
UK NCP are up to date with:

 � GVP guidance including the MHRA 
exceptions and modifications guidance.

 � HMR Regulations.

 � MHRA legislation.

The UK QPPV and/or UK NCP should maintain 
working knowledge of other disciplines that 
have an impact on their role. Examples may 
include safety aspects of marketing (ABPI Code 
of Practice, Clauses 4, 5, 12, 15, 16, 25, 26) and 
product licensing procedures. 
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Becoming a QPPV or UK NCP3

Requirements for a UK QPPV can vary 
considerably depending on the size of the 
organisation and the type of products the 
organisation in question is involved in which 
can require different expertise and knowledge. 
For a UK NCP, the requirements are much less, 
but again will be dependent upon the size of the 
organisation and the product portfolio.

Although there is no direct route in becoming 
a UK QPPV, the person should be appropriately 
qualified, with documented experience in 
all aspects of pharmacovigilance to fulfil the 
responsibilities and tasks of the post. There is 
no definition of what ‘appropriately qualified’ 
means, or what experience is considered 
‘mandatory’. It is similar for a UK NCP, though 
the expected experience in pharmacovigilance is 
less extensive.

Currently, there is no dedicated UK QPPV 
or UK NCP training course leading to a UK 
QPPV or UK NCP qualification. However, to 
support development of a strong knowledge 
base, courses leading to diplomas and post-
graduate qualifications in pharmacovigilance 
are available at several institutions. PIPA works 
with the University of Hertfordshire on their 
Pharmacovigilance Diploma/MSc course. In 
addition, commercial organisations and non-
profit making groups such as PIPA regularly 
run conferences and seminars on relevant 
pharmacovigilance topics, all of which can 
support the development of a Curriculum Vitae 
showing breadth and depth of knowledge. 

Career Pathways

Most people who end up in a UK QPPV or EU 
QPPV role generally spend their career in 
pharmacovigilance working their way up from 
an entry-level role performing end-to-end 
Individual Case Safety Report (ICSR) processing 
activities to mid-level roles performing a 
variety of pharmacovigilance activities to 
senior management oversight roles.  Obtaining 
experience across a range of activities is going to 
be more valuable than spending a career in just 
one area, e.g., ICSR processing. A UK NCP may 
also have broad pharmacovigilance experience 
but may also be in a portfolio role, for example, 
regulatory affairs and pharmacovigilance.

Building on knowledge gained through 
experience with attendance at training courses, 
informative webinars and conferences will be 
beneficial.  Organisations such as PIPA, Drug 
Information Association (DIA), The International 
Society of Pharmacovigilance (ISoP), Uppsala 
Monitoring Centre (UMC) and Drug Safety 
Research Unit (DSRU) offer multiple resources 
including free and paid webinars, training 
sessions and conferences.

Proactive review of regulatory intelligence 
resources is essential to maintain robust 
knowledge of applicable legislation and 
regulation. Examples include signing up to Drug 
Safety Updates from the MHRA and regularly 
checking the EMA and MHRA websites for the 
latest pharmacovigilance developments. 
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Roles & Responsibilities of the 
UK QPPV

4

Responsibilities of the UK QPPV fall into two 
broad categories.  The first is ensuring that a 
pharmacovigilance system is implemented 
and maintained, that is compliant with 
applicable legislation and described in the UK 
Pharmacovigilance System Master File (PSMF)*.  
This includes the quality management system 
(QMS) that supports the pharmacovigilance 
system.  

The second is having oversight of product 
benefit-risk and ensuring that public health is 
being protected through review of safety data 
and ensuring that appropriate action is based on 
the conclusions of that data review. 

A variety of routine tasks and tools may be used 
to execute the role of the UK QPPV, but core 
activities tend to be focussed on the review 
of key documents and attendance at critical 
meetings.  These activities will often be global 
in scope, but the UK QPPV is expected to be 
involved if they concern products with a pending 
or approved marketing authorisation in the UK 
or processes that are applied to those products. 
Of importance, will be the ability to demonstrate 
that the UK QPPV has authority and influence 
over global activities if they identify a concern 
impacting a UK product.

* Further details of the UK PSMF requirements 
can be found in the PIPA Guidelines for the 
Pharmacovigilance System Master File on the 
PIPA website.

Procedures

Reviewing Policies, Standard Operating 
Procedures, Work Instructions or any other 
document describing how routine activities are 
performed is a key method used by UK QPPVs 
to understand how a pharmacovigilance system 
operates and to provide input where needed. 
However, which procedures should be reviewed?  
A UK QPPV should consider not only procedures 
governing core activities for the UK but should 
also be able to influence other procedures 
that have direct or indirect impact on the UK 
pharmacovigilance system.  

The pharmacovigilance system reaches across 
multiple functional areas, so the UK QPPV should 
be able to ensure that any functional area that 
feeds information to the pharmacovigilance 
team has applicable requirements included in 
their procedures.  This ensures that ICSRs are 
appropriately identified and notified, potential 
safety signals are escalated, regulatory agency 
correspondence is circulated appropriately, etc. 
The UK QPPV needs assurance that any action 
taken to protect public health is implemented in 
a timely manner by the responsible functional 
area, for example, changes to product 
information, conduct of Post-Authorisation 
Safety Studies, implementation of educational 
materials, etc.  
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Review of procedures should not be limited to 
activities taking place for the UK, but also for 
global activities that include the UK in scope, e.g., 
global processing of ICSRs, Safety Committees 
responsible for global decisions, etc. 

Document Review
Pharmacovigilance System

Pharmacovigilance System Master File 
Compliance Metrics
Pharmacovigilance Vendor Contracts
Distributor/Licence Partner Safety 
Agreements
Safety Database Validation & 
Operational Status

Quality Management System
Procedures
Corrective/Preventative Action Reports 
Audit Schedules & Reports
Agency Inspection Reports

Product Benefit-Risk
Signal Detection Reports
Periodic Safety Reports 
Risk Management Plans 
Post-Authorisation Safety Study 
Protocols/Reports
Regulatory Agency Correspondence

The review of each procedure by a QPPV should 
be documented, as should evidence that the 
QPPV’s requests have been considered and 
adopted.  If a QPPV’s request is changed or not 
actioned, there should be evidence that the 
QPPV was informed and in agreement with the 
reasons for the change.  It is not necessary for the 
QPPV to be a formal approver on all procedures, 
although this is best practice for core procedures 
that have UK pharmacovigilance activities as 
their primary objective.

Meetings
Operational Management
Compliance Management 
Safety Committees

Quality Management System 
Performance

Once a UK QPPV is comfortable with the 
established procedures, they need assurance the 
QMS is operating successfully and in compliance 
with applicable regulations and legislation.  A 
UK QPPV should receive routine updates on 
the performance of the QMS in the context of 
activities across the pharmacovigilance system, 
including those being performed by associated 
functional areas such as Regulatory Affairs, 
Medical Information, Clinical Research, etc. This 
may be in the format of a report, a compliance 
dashboard and/or presentation at management 
meetings.  They are also presented in the PSMF, 
although this is not usually the primary method 
of informing the QPPV.  Information to be 
reviewed includes:

 � Procedure status, e.g., number of relevant 
Standard Operating Procedures past their 
routine review deadline.

 � Corrective & Preventative Action status, 
e.g., number of actions past their target 
completion date.

 � Audit status, e.g., planned audit schedule 
for the year, audits completed on time or 
outstanding, overview of findings.

 � Regulatory inspection status, e.g., ongoing 
or notified inspections, overview of findings.

The data available for the UK QPPV’s review 
should include all global activities that impact 
the UK pharmacovigilance system, e.g., an audit 
of an ICSR case-processing centre outside of 
the UK that processes ICSRs received from the 
UK or that are reported to the UK regulatory 
agency. The UK QPPV should have the authority 
to initiate change and escalate issues based on 
the metrics reviewed, e.g., request an audit to be 
performed.

Pharmacovigilance System 
Performance

Similar to understanding the status of the QMS, 
the UK QPPV also needs to be aware of the 
status of the pharmacovigilance system.  This 
includes all aspects of global activities across all 
functional areas, partners and vendors that are 
utilised for UK products.  Again, this may be in the 
format of a report, a compliance dashboard and/
or presentation at management meetings.  They 
are also presented in the PSMF, although this is 
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not usually the primary method of informing the 
QPPV.  Compliance metrics to be reviewed will 
vary considerably between organisations, but 
should include at a minimum:

 � Are signal detection activities completed on 
time?

 � Are expedited and periodic safety reports 
submitted to the MHRA on time?

 � Was there any update performed regarding 
the Risk Management Plan?

 � Have additional pharmacovigilance 
activities and additional risk minimisation 
activities been implemented and are 
ongoing as agreed with the MHRA?

 � Have any actions agreed by the Safety 
Committee been implemented on time?

 � Have any changes to the Summary of 
Product Characteristics or Patient Leaflet 
been submitted to the MHRA on time?

 � Has any ‘Dear Healthcare Professional 
Letters’ or other communications to 
healthcare professionals or patients been 
implemented on time?

 � Have all requests from the MHRA relating 
to pharmacovigilance activities or product 
safety been responded to?

 � Have all safety-related commitments from 
the MHRA been completed as required?

Permanent Access To
Pharmacovigilance System Master File 
Global Safety Database

Product Benefit-Risk

Whilst much of the UK QPPV’s time will be 
focussed on systems and procedures, ultimately 
the QPPV is an ambassador for the patient within 
the organisation ensuring the right decisions are 
taken at the right time to protect public health.  
This requires the UK QPPV to be incorporated 
into key steps of the pharmacovigilance system, 
participating in decision-making meetings, and 
reviewing core documents:

Review of Risk & Benefit Data

• Signal Detection Reports
• Safety Committee Meetings
• Periodic Safety Reports

Pharmacovigilance &  
Risk Minimisation Activities

• Safety Committee Meetings
• Risk Management Plans
• Post-Authorisation Safety/Efficacy Studies 

(Protocols / Reports)

Changes to the Pharmacovigilance 
System

Whilst the activities described above should 
ensure the UK QPPV is involved in organic 
change to the pharmacovigilance system, 
there are three scenarios that result in 
significant change – acquisition of a product 
from another pharmaceutical organisation, 
acquisition of another pharmaceutical 
organisation and contracting with a new primary 
pharmacovigilance vendor.  In all of these 
scenarios, the UK QPPV should be notified early 
in the decision-making process and should be 
informed of planned due diligence activities.  
They should be able to review the results of due 
diligence activities and have influence in the final 
decision to proceed with the planned change. 
Where these activities are occurring outside the 
UK or apply to the global pharmacovigilance 
system, the UK QPPV should still be part of the 
decision-making process.
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Roles and Responsibilities 
of the UK National 
Contact Person for 
Pharmacovigilance

5

The roles and responsibilities of the UK NCP are 
significantly less than that of the UK QPPV. At a 
minimum, they are:

 � Must reside and operate within the UK.

 � Must report into the UK/EU QPPV.

 � The UK QPPV does not need to be the 
NCP’s line manager, but the relationship 
should be clear on the organogram.

 � Must have permanent access to the UK 
PSMF.

 � Must have access to adverse event reports 
for UK authorised products.

 � This does not mean having direct access 
to the global safety database but to 
have the ability to request outputs from 
the database.

 � Must have knowledge of UK 
pharmacovigilance requirements.

 � Does not have to be as extensive as that 
of the UK QPPV. For example, it could 
be knowledge of how to recognise an 
adverse event and who to forward 
it to within the organisation; an 
understanding of the role of the MHRA in 
pharmacovigilance etc.

 � Must be able to facilitate responses to 
MHRA pharmacovigilance queries and 
inspections.

 � Not necessary to be able to answer the 
queries but to act as a post-box for the 
UK/EU QPPV.

 � Must be notified to the MHRA via the MHRA 
Submissions Portal.

 � Does not require a deputy except for 
extended periods of absence (greater than 
one month).
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Implementation 
Considerations6  

Since Brexit came to the fore, various QPPV 
models have been put forward, considering 
whether an EU QPPV model is adopted, whether 
to align with the EU, or whether to have a 
completely different and separate model. 
Pending further guidance from the MHRA and to 
minimise disruption, keeping UK activities 
aligned with those taking place in the EU is 
advisable, with an expressed hope that the UK 
and EU regulatory systems will remain 
harmonised. It may take a while to put new 
systems in place, especially given the likely need 
for a bespoke solution, which is why many 
companies in the UK are looking at different 
models of the new QPPV. 

One example is the creation of a UK 
pharmacovigilance hub with all main activities 
still going through a European or global office. 
A UK PSMF and local pharmacovigilance system 
aligned with the European or global processes 
with input from the EU QPPV would still be 
required. This of course requires extra resources 
and procedures to be put into place and should 
be done side by side with the EU QPPV. 

Another example is the creation of a Head of 
QPPV Office on a European or global basis whose 
aim is to ensure all regional/national QPPVs/
NCPs meet their regulatory obligations; the 
QPPV/NCP would report into this office. The 
QPPV/NCP should work closely with the EU QPPV 
and each QPPV/NCP should have complete 
oversight of both the EU & UK systems. The 
QPPV/NCP will need to exert their influence 
within their respective companies (with the 
support of the EU QPPV) in order to implement 
changes and to assess the impact regulations 
will have on the UK pharmacovigilance system.  

A UK QPPV or a UK National Contact 
Person

The UK legislation is clear that a UK QPPV is 
required for UK MAHs. Based on interpretation of 
the current UK and EU legislation plus associated 
derogations, whether this is a UK-based QPPV 
or an EU-based QPPV appears to be dependent 
upon the approval procedures for its MAs. If the 
UK MAs have related MAs in the EU for which 
there is an EU QPPV, then a separate UK QPPV 
would not be recognised. MAs are considered to 
be related if:

 � EU centrally authorised procedure (CAP) 
and grandfathered PL GB

 � Decentralised procedure (DCP) or mutual 
recognition procedure (MRP) in one or more 
EU countries and a full UK PL or PL NI with NI 
as a concerned member state (CMS).

A UK-based QPPV is therefore only required for 
UK-only products, whether they are full UK PLs 
or PL GB MAs. If the MAH has a combination 
of UK-only authorisations and authorisations 
linked to EU authorisations, the QPPV should 
be EU-based as there can only be one QPPV per 
pharmacovigilance system.
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Scenario Requirement

UK-only MAs

 � No PL GBs 
grandfathered 
from CAPs

 � No PLs, PL NIs or 
PLGBs linked to a 
DCP or MRP

 � UK-only MAH

UK-based QPPV

UK MAs linked to an 
EU procedure

 � PL GBs 
grandfathered 
from CAPs

 � PLs, PL NIs or PL 
GBs linked to a 
DCP or MRP

 � UK MAH with EU 
affiliates

EU-based UK QPPV, 
usually the EU QPPV, 
and UK NCP

 � UK NCP fulfils 
only the minimal 
obligations 
as defined in 
the UK Human 
Medicines 
Regulations 2019 
No 775

Or

 � UK NCP fulfils 
minimal 
obligations 
plus additional 
activities 
delegated by the 
UK/EU QPPV

Small Medium Enterprises vs. Big 
Pharma

The pharmacovigilance resources available to a 
company are likely to depend on factors such as 
size, age, and organisational structure.

At one extreme, a new start up Pharma 
Company may be virtual with very few internal 
resources, and most functions (including 
manufacturing, quality, sales, regulatory and 
pharmacovigilance) outsourced to third parties. 
Whereas, at the other extreme, a mature, well-
established large pharmaceutical company may 
employ tens of thousands of people worldwide 
and keep most of their critical functions, 
including pharmacovigilance, in-house. 

Regardless of the size or age of the company, if 
they have UK Marketing Authorisations then they 
will require the services of a QPPV. Whether this 
role is outsourced or in-house, working alone 
or as part of a QPPV office will differ depending 
upon the organisation and is considered further 
in the following sections.

Outsourced vs. In-House

The decision on whether to outsource the QPPV 
function or keep this in-house will depend upon 
factors such as the size, structure and resource 
availability of the company. For some companies 
who do not have an internal pharmacovigilance 
function, it may be necessary to buy-in the 
expertise from a vendor or service provider, 
whereas a company with a well-established 
structure and positive pharmacovigilance culture 
will have the internal resources and capability 
for the role. Whether the company outsources 
the QPPV role or handles this internally, the 
responsibility for pharmacovigilance remains 
with the Marketing Authorisation Holder and 
cannot be outsourced. 

If an outsourced service provider is utilised, 
then a robust contract and agreement should 
be in place clearly delineating the roles and 
responsibilities. For either an outsourced or an 
internal QPPV, it must be clear in organograms 
where the role reports, how they are able 
to influence the organisation with respect 
to ensuring a positive benefit-risk for their 
products, and how they are involved in strategic 
decisions related to product safety. The PSMF for 
the UK should capture this information including 
the name and contact details of the QPPV and 
where they have delegated some responsibilities 
to other people or functions (Annex A of PSMF).
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Sole QPPV vs. QPPV Office vs. 
Delegated Activities

Small companies with few products may have 
a sole QPPV who works alone, whereas bigger 
companies may have a QPPV who is supported 
by a QPPV Office. The QPPV office can be a 
particularly important function acting on behalf 
of the QPPV to collect and monitor information 
on pharmacovigilance compliance across an 
organisation. The role and responsibilities of 
a QPPV office should be captured in a written 
procedure as a part of the pharmacovigilance 
quality management system. The QPPV will, 
however, remain responsible for ensuring they 
have oversight of all activities within their 
pharmacovigilance system even if these are 
conducted by the QPPV office on their behalf.

Annex A of the PSMF is where a list should be 
presented of all activities which have been 
delegated by the QPPV, either to their deputy 
QPPV, the QPPV office, an outsourced service 
provider or other in-house function. This list 
is important as it will demonstrate to the 
authorities how the QPPV is discharging their 
responsibilities and that they have oversight 
over the entire system.

Human Factors & Cultural 
Considerations

In considering the human factors that may 
influence how the QPPV discharges their 
duties, three inter-related aspects should be 
considered: the job, the individual and the 
organisation. Human factors are concerned with 
what people are being asked to do (the task and 
its characteristics), who is doing it (the individual 
and their competence) and where they are 
working (the organisation and its attributes), 
all of which are influenced by the wider societal 
concern, both local and national.

 

The job human factor includes areas such as 
the workload, the nature of the tasks required, 
procedures and the pharmacovigilance quality 
management system requirements. Individual 
factors cover areas such as experience, 
qualifications, skills, competence, perceptions, 
and attitudes to risk. Finally, the organisation 
factors cover the culture, structure, resources, 
and leadership. These three groups of factors 
work together and there is no point addressing 
just one of these, if the others are not in place. 
For instance, the highest qualified and the most 
experienced QPPV will not be able to discharge 
their responsibilities in an organisation 
where there is no leadership, no resources 
and a laissez-faire attitude to patient safety. 
Similarly, an organisation could have a culture 
that promotes patient safety, a willingness to 
ensure that appropriate resources are available 
but if the person appointed to the QPPV role is 
inexperienced and does not understand the roles 
and responsibilities associated with holding 
this position, then the organisation will be at 
potential risk in an authority pharmacovigilance 
inspection.

The organisational culture is key to ensuring that 
the QPPV is fully supported and can effectively 
discharge their duties. Organisational culture 
encompasses the values and behaviours that 
contribute to the unique environment of a 
business. Within an organisation, there can 
be more than one culture, particularly in large 
organisations. These subcultures are often 
linked to different management teams. For the 
QPPV, it is important to be aware of the varying 
subcultures within the organisation and strive 
for a positive culture that promotes patient 
safety both within the pharmacovigilance team 
and within the corporate dominant culture. If 
the corporate culture is not one of compliance 
or patient safety then this should be of concern 
to the QPPV, as changing the culture of an 
organisation is daunting and requires leadership 
from the top of the organisation and is not 
something for the QPPV to do unsupported. 

 



Future Developments

In line with the changing relationship between 
the EU and the UK, it is likely that the responsi-
bilities of the QPPV will need to evolve to meet 
the MHRA requirements.

As stated in the Introduction, the Medicines and 
Medical Devices Act 2021 gives the Secretary of 
State for Health wide ranging powers to make 
regulations relating to medicines and medical 
devices and there have been a number of MHRA 
consultations conducted since Brexit with the 
intent to amend the UK legislation in areas 
such as medical devices, clinical trials and Early 
Access to Medicines Scheme (EAMS).

As the wider PV landscape evolves it may be that 
over time the roles and responsibilities of the UK 
QPPV and NCP evolve too. The PIPA QPPV/NCP 
Working Group will aim to update this guidance 
document as and when these changes occur.
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Appendix 1:  
References
DIRECTIVE 2010/84/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 15 December 2010 
amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating to 
medicinal products for human use

REGULATION (EU) No 1235/2010 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 15 
December 2010 amending, as regards pharmacovigilance of medicinal products for human use, 
Regulation (EC) No 726/2004 laying down Community procedures for the authorisation and 
supervision of medicinal products for human and veterinary use and establishing a European 
Medicines Agency, and Regulation (EC) No 1394/2007 on advanced therapy medicinal products

Directive 2010/84/EU of the European Parliament and of the Council of 15 December 2010 
amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating to 
medicinal products for human use Text with EEA relevance

Directive (EU) 2022/642 of the European Parliament and of the Council of 12 April 2022 amending 
Directives 2001/20/EC and 2001/83/EC as regards derogations from certain obligations concerning 
certain medicinal products for human use made available in the United Kingdom in respect of 
Northern Ireland and in Cyprus, Ireland and Malta (Text with EEA relevance)

Guidelines on good pharmacovigilance practices (GVP): EMA Guidance

Exceptions and modifications to the EU guidance on good pharmacovigilance practices that apply 
to UK marketing authorisation holders: MHRA Guidance note (Published 21 December 2020)

Human Medicines Regulations 2012 (SI 2012/1916)

Human Medicines (Amendment etc) (EU Exit) Regulations 2019 (SI 2019/775)

Human Medicines (Amendment etc) (EU Exit) Regulations 2020 (SI 2020/1488)

Medicines and Medical Devices Act 2021

The Northern Ireland Protocol, Dec-2020

Guidance on qualified person responsible for pharmacovigilance (QPPV) including pharmacovigilance 
system master files (PSMF)
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Appendix 2:  
Educational Resources
DSRU training courses & webinars.

DIA Learning Solutions: Safety & Pharmacovigilance.  Training courses, webinars & conferences.

MSc/PgD/PgC in Pharmacovigilance, University of Hertfordshire. Programme developed by the 
School of Life and Medical Sciences and the Pharmaceutical Information and Pharmacovigilance 
Association (PIPA).

MSc/PgD/PgC in Pharmacovigilance, University of Portsmouth.  Programme developed in 
collaboration with the Drug Safety Research Unit.

PIPA training courses, webinars, conferences & on-line discussion forum.
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