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7 Common Myths about QP Training
MYTH 1: Other companies will train the QPs we need for the future
MYTH 2: The qualifying period is optional
MYTH 3: Academic training courses are mandatory
MYTH 4: The sponsor’s role is minimal
MYTH 5: In-depth knowledge is required for all areas/dosage forms
MYTH 6: Inexperienced staff can become QPs
MYTH 7: The viva examination is too difficult

Introduction
The role of the Qualified Person (QP) in the pharmaceutical industry is mandated by law (Directive 2001/83/EC,
Directive 2001/20/EC, UK SI 2012/1916, UK SI 2004/103). Every holder of a relevant Manufacturers Authorisation
(human and veterinary) must have at least one QP; without one, no batch of medicinal product can be certified for
release for sale.
At the end of 2014, with new, stronger guidelines1, more product types2 requiring QP certification than ever before, a
shortage of suitable qualified and experienced QPs is the last thing the UK industry needs.
However, it is clear that the concern of many years past is now a reality. Specialist recruiter’s state filling permanent
full time QP roles is now increasingly difficult with many QPs choosing lucrative contract positions and few new QPs
qualifying each year (Figure 1) to replace those moving out of the role due to career progression or retirement.

~850
MIA/MIA(IMP)/
ManA Licenses

50-100
QP
Trainees
Figure 1 - Average number of Qualified
Persons added to register each year
(2003 - 2013)3

43
Vivas

29 Eligable UK QPs/Year
The reasons behind the small number of new QPs qualifying in the UK are many and varied, but does it have to remain at
this level?
I think not. With better understanding of the process and clearing up some of the misunderstandings we can increase
the number of people being trained, support the trainees better and improve the pass rate, thereby providing
business continuity and security for this essential element of the infrastructure for the manufacturing sector of the UK
pharmaceutical industry.
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Background
There is excellent guidance on the process for attaining Qualified Person status in the UK provided by the Joint
Professional Bodies who administer the assessment and examination process for attaining Qualified Person Status in the
UK. Figure 2 provides an overview of the stages required to attain QP eligibility in the UK (it must be noted at this point
that the process is EU Member State specific).
Sadly it seems that many organisations are not taking the time to fully understand the guidance.

The stages involved in becoming a QP
No
Acquire relevant
degree/education

Do you have an
acceptable, relevant
qualification?

Not Sure
Check with relevant
professional body

Yes
Join relevant
professional body
(if not already a
member)

Royal Society of
Chemistry

Society of Biology

Royal Pharmaceutical
Society

Appoint sponsor and
agree plan for study/
acquiring practical
experience
Candidate chooses
which training
provider(s) they
will use to gain
technical knowledge.
Time out of the
workplace, cost,
duration of training
and other support
offered should all be
considered.

Eligible QPs are not able to begin performing
their legal duties and certifying batches until
they are added to a Manufacturers Licence.
The Manufacturing Authorisation holder
applies to the MHRA to have an eligible
person act as their QP and the MHRA then
check the application and make a decision.

Acquire relevant
technical knowledge/
practical experience
and training

Apply to your
professional body
for assessment

Candidates require
at least 2 years
experience in one
or more facility
that is authorised
to manufacture
medicinal products
except Pharmacists
who only require 1
years experience.

Involves completion
of comprehensive
application form
with sponsors report
(available from
professional body
website). Assessment
is an oral viva
assessment and if
successful candidate
will be put onto an
eligible list.

Figure 2 - Overview of process for attaining QP eligibility in the UK
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What follows are the seven most common misconceptions around this process, mostly
quoted by senior managers, and my attempt to clarify the reality of the situation.

MYTH 1: Other companies will train the QPs we need for the future
I can buy-in a QP when I need one because training a QP is expensive with many unseen costs.
Investing in training is a long term business investment with many benefits to talent retention,
knowledge management and profitability.

The academic portion of the QP training is well defined
as a direct cost with training courses provided by a
number of training organisations who offer high quality,
targeted, technical training for prospective Qualified
Persons in the UK – see Figure 3. Not every trainee will
need to take all of the academic modules and this direct
cost can be spread over a number of years (generally
1 – 3 years depending on the trainee) to manage budgets.

Given the low numbers of Qualified Persons available to
industry already outlined, it is clear that companies in the
UK are training only very small numbers of QPs each year.
Training a Qualified Person is a long term business
investment and not something that can be covered
in a standard training budget for a Quality Assurance
department. Yes, you are investing in an individual, but
you are also investing in the future of your business.

Training Course Provider

Comparative Direct Costs of UK Academic Training Courses
for Pharmaceutical GMDP Qualified Persons – Aug 2014
£41K

A

£20K

B

£10K

£673/day

£553/day

36 Days

£19K
30 Days

C

D

61 Days

£633/day

£417/day

24 Days

 Full Cost (Thousand £)
 Total tutor led days for all modules
 Cost per tutor led day (£)
Figure 3 - Comparative direct cost of QP training4
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A tie-in/claw-back agreement of typically 2-3 years,
increasingly being added to agreements for training, can
protect against the loss of the direct costs should your
trainee wish to move on.

In a forward thinking company the budget allocated for
QP training is not intended to provide a glut of qualified
individuals for the market at large, but to support
their own organisation’s current and future business
requirements.

When companies, either through a conscious policy
decision, or through short sighted lack of planning,
believe that they can buy-in the experienced staff they
need without investing the significant cost of money
and time it takes to produce a high calibre QP, the whole
industry finds itself paying more in the long term.

Indirect costs associated with the academic courses, such
as the cost of accommodation and time out of the office
for tutor led training days, are relatively easy to calculate
and should be included in the budget for the overall
training.

It may seem cheaper to tempt a nearly or recently
qualified QP away from their employer, even if the
hiring company has to bear the cost of the claw-back
agreement. After all, when you buy-in this talent you have
avoided all of the messy training period and those eye
watering indirect costs. However, although this seems a
good strategy when you look at it in the short term, this
is pushing salaries up across the whole industry and, I
believe, has been a direct causal factor in the current
shortage of QPs.

What is more difficult to determine is the cost
associated with the on the job personal and professional
development that a QP trainee requires throughout their
training period, including the time spent by their Sponsor,
themselves a QP and usually a senior member of staff,
who will need to take time out of their own working day
to support and mentor the trainee on a regular basis.
Other indirect costs will include time away from their day
job spent by the trainee on secondments and visits to
other departments or sites within the company to grow
their knowledge and experience of all aspects of the
industry, e.g. development, manufacturing, distribution
and other dosage forms; plus relevant conferences and
seminars to ensure full understanding of the regulations
and guidelines governing the pharmaceutical industry
in the EU. Not forgetting the travel and accommodation
costs associated with such activities.

Those who have invested in training find their staff
being targeted by head-hunters, with offers of much
higher salaries and better benefits packages, thus losing
valuable assets and having to replace them at much
higher cost without the existing knowledge base that the
existing staff member had built.
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MYTH 2: The qualifying period is optional
…practical experience for at least two years (one year for Pharmacists), in one or more undertakings authorised
according to Article 40 of 2001/83/EC or Article 44 of 2001/82/EC to manufacture medicinal products, or in an
undertaking authorised according to Article 13 of 2001/20/EC to manufacture investigational medicinal products
for clinical trials.
The practical experience must be in the activities of qualitative analysis of medicinal products, of quantitative
analysis of active substances and of the testing and checking necessary to ensure the quality of medicinal products.
The practical experience must be undertaken in the UK or in another EU state.5

I’m calling this time the ‘Qualifying Period’ very
deliberately here as I wonder if the terminology is what
confuses many people. The relevant EU Directives, and
subsequent UK law is very clear in the requirement for
practical experience to have been gained on a suitably
licensed site.

I have summarised the UK position in Table 1. As you can
see it is pretty simple when laid out like this. There is a
legal basis for the requirement, so reducing the amount
of time is not an option, and the type of experience
required for this qualifying period is interpreted very
broadly for UK purposes.

The Joint Professional Bodies (JPB)6 have provided
further guidance and clarification on the UK
interpretation of the requirements, as, for example, this
could be seen as requiring two full years in a laboratory
environment (a requirement in Germany, but something
the UK has broadened in our interpretation).

So why the confusion? I believe that the qualifying period
is often mixed up with the knowledge and experience
requirements which are covered in the UK by the Joint
Professional Bodies (JPB) QP Study Guide.

Qualifying Period – UK Interpretation
Two* years on a suitably licensed facility in a quality role
Two years
(*One year for Registered Pharmacists)

Can be at any point in career
(need a Sponsor for the period claimed)
• Part-time is pro-rated

Suitably licensed site

MIA or MIA(IMP) or veterinary equivalent
• May be licensed API site
• NOT Specials (MS)

Quality role

May be QA
NOT
•
•
•

or QC
Technical
Production
Regulatory

Table 1 - Legally mandated qualifying period for QP eligibility
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MYTH 3: Academic training courses are mandatory
Most of these courses are organised into modules, with
each module focusing on one of the technical areas of
the JPB UK Study Guide which is organised into eleven
areas as shown in Figure 4.

There are a number of training organisations who are
providing high quality, targeted, technical training for
prospective Qualified Persons in the UK. Such training is
based on the UK JPB Study Guide and aims to ensure QP
trainees gain a good understanding of all of the technical
areas required by the Study Guide.

PATIENT SAFETY
Product – Quality, Safety & Efficacy

Role & Duties of the
Qualified Person

Law & Administration

Investigational
Medicinal Products
(IMP)

Active Pharmaceutical
Ingredients (API)

Pharmaceutical
Packaging

Analysis and Testing

Microbiology

Formulation and Processing

Medicinal Chemistry

Maths and Statistics

Qualified Person
Knowledge, Experience and Understanding

Pharmaceutical Quality
Systems (PQS)
Formerly QM

First Degree and time spent (1 or 2 years) in facility with
relevant Manufacturers Authorisation, in a Quality role
Figure 4 - Graphical representation of the UK JPB Study Guide7

Many people tell me that they would like to be a QP but
haven’t done any ‘modules’, or an employer may say
that they have a very experienced, talented individual
who would make a great QP but that they are concerned
about the time and expense of completing all of the
training ‘modules’.

However, it is rare for this to happen. Why? Mostly due
to the wide range of subjects covered by the UK Study
Guide and the EU Directive, few of us could confidently
claim to be able to pass an exam that could cover
subjects ranging from statistical analysis of data to the
action of an H2 antagonist on the gut.

In reality, there is no mandatory requirement for a QP
trainee to attend any formal training course at all. If a
trainee can review the UK JPB Study Guide and meet all
of the requirements listed there, then they can complete
an application form and apply for Viva assessment by
the JPB.

A good compromise is to perform an in-depth gap
analysis against the UK JPB Study Guide, to determine
exactly how much academic top-up training is actually
needed. The QP Sponsor is absolutely key here, as they
will be able to judge the readiness of the trainee QP
against the expectations of the JPB.

7

MYTH 4: The Sponsor’s role is minimal
“The role of the sponsor during the Qualified Person’s training and subsequent application for admission to the
register is an important element of the process. Sponsorship should only be undertaken after careful consideration
of the role and responsibilities involved. Our expectation is that you act as a mentor and have regular interaction
with the applicant.”
Support from your sponsor is essential to your success, and he or she should allocate sufficient time to ensure that
you are fully prepared for your application. Your sponsor should act as a mentor, and should support your training
and advise you when you are ready to apply for assessment. Your sponsor should refer to the Study Guide and
ensure that he or she is able to verify that you have the necessary skills, knowledge and personal attributes to act
as a Qualified Person.
If you obtained your qualifying experience in more than one establishment, you need a sponsor’s report for each
period of experience.8

In all cases the Sponsor needs to meet the criteria for
sponsoring a trainee QP, including being a practising
Qualified Person, who has known the candidate for
the qualifying period of experience required. If this is
not possible, an applicant may use a QA line manager
provided that the sponsor’s report is countersigned by
the Qualified Person acting for the activities in which the
applicant is engaged.

The requirement for a Sponsor and the responsibilities of
the Sponsor are clearly described in the UK JPB guidance
notes. Yet I am disappointed in how many QP trainees
I see who have been left to find their own Sponsor, or
who’s Sponsor is notable by their absence from the
training process.
The company does need to be forward thinking in the
selection of a QP Sponsor, as in my opinion, the Sponsor
should be appointed before the QP trainee is chosen.
This provides the opportunity for the Sponsor (who
themselves should be an established QP with a good
understanding of the process), to be involved in the
selection of the trainee.

As a Sponsor it is important to understand that you have
responsibilities, not only to the applicant, but also to the
applicant’s employer, your own professional body and to
the general public; after all, the Sponsor is certifying that
this person is suitable to fulfil a highly responsible role.
The attributes of a good Sponsor, as described in the UK
JPB guidance notes are given in Table 2 below.

That said, choosing a Sponsor who is at a very high
management level within the organisation may not be
the best choice due to their availability for one to one
interaction and mentoring with the trainee.

The Sponsor for the Qualified Person should
Have wide knowledge and experience of pharmaceutical manufacturing, quality assurance and Good Manufacturing
Practice (GMP)
Be thoroughly conversant and up to date with the legal framework (UK and EU)
Understand the relationship of the professional bodies with the MHRA and the VMD
Understand the role and responsibilities of the Qualified Person, including the Code of Practice
Understand the Study Guide and the practical experience requirements
Possess a wide view of the pharmaceutical business from research and development through production to marketing and distribution
Be an excellent communicator and possesses good inter-personal skills
Have very good contacts within and outside the company
Table 2 - Attributes of the QP Sponsor

8

On a practical level the QP Sponsor can do a number of things to ensure success for their trainee, over and above
working on the technical aspect of the role, I have summarised these in Figure 5.

1

Be involved in trainee selection

2
3
4
5
6
7

Read all available guidance, know the process
Set up a formal agreement with the trainee and employer
Plan well, meet regularly, set clear expectations
Focus on leadership capabilities
Be candid, provide constructive feedback where necessary

Assess readiness for Viva

Figure 5 - Steps for a successful QP Sponsor programme
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MYTH 5: In-depth knowledge is required for all areas/dosage forms
The three professional bodies require an applicant for certification as a Qualified Person to demonstrate a
thorough understanding of the foundation knowledge elements and to be able to apply his or her knowledge of
Quality Management System (QMS) principles, and to demonstrate understanding of the additional knowledge
requirements. The applicant will be required to demonstrate this by reference to the products and processes
for which he or she is claiming his or her qualifying experience, which will apply wholly or in part to the
Manufacturer’s Authorisation(s) detailed on the application.9

After all, many of the basic principles are equivalent
(e.g. equipment validation) or even identical (secondary
packaging), so it is not unreasonable to expect a level of
understanding in other areas.

It is true that a QP does need to be an expert in their own
area of experience, for they need a full understanding
of the products and processes they will be certifying
as defined in the Manufacturers Authorisation they are
named on.

Figure 6 shows that a good QP trainee may not have
experience in all areas but should be strong in the three
foundation knowledge10 areas plus areas related to their
own area of expertise. A minimum level of knowledge
in all areas is expected before applying for the Viva
examination, the Sponsor is the best person to assess a
trainee’s readiness.

For example, a QP who will be certifying sterile products
needs to understand all aspects of this type of product,
including validation and control of critical steps such as
de-pyrogenation of primary packaging materials or the
scientific/statistical basis for microbiological confirmation
of sterilisation steps, even if these steps are carried out
on other sites.

Once qualified, a QP can move to any part of the industry
to act as a QP following suitable additional training,
which the MHRA or VMD will assess before allowing that
QP to be named on the relevant site license.

The reasons behind the need for this depth of
understanding lie in the role of the QP. The QP is used
to evaluate risks when quality related incidents occur,
they need to be able to assimilate a raft of technical
information from lots of different technical areas and
understand the direct and indirect implications to other
parts of the business, and ultimately the final user, to be
able to assess the impact on regulatory compliance and
patient safety.

A particular area of concern with respect to the
requirement for trainees to have wide ranging knowledge
and experience is in the NHS, where a shortage of QPs
has been recognised, but many of those eligible for
training only have experience of working in very small
hospital manufacturing units working under MIA (IMP)
licenses with clinical trial supplies.

That said, would the same QP, working exclusively in
sterile products, need to have an in-depth understanding
of the technical processes required to manufacture and
control tablets and capsules? No, they would not. But,
from a QP examination perspective, they would certainly
be expected to understand the basic principles and be
able to extrapolate the knowledge and experience they
had gained in steriles production to a different product
type.

This should not be seen as a barrier to gaining QP status.
Most of the trainees that I have met with this background,
have been excellent candidates who have been able to
round out their experience by undertaking short visits to
pharmaceutical manufacturing sites to enable them to
visualise the processes used in ‘routine’ production.
Such visits are useful for all trainees, but it must be noted
that they cannot be used as part of the qualifying period
discussed above.
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Figure 6 - Diagrammatic representation of level of knowledge, experience and understanding of
different areas of the study guide
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MYTH 6: Inexperienced staff can become QPs
It is not difficult to see why some employers might think
that a fresh young Pharmacy graduate would be the
ideal person to choose to put forward to train to be a
QP. They have the right background, they only need one
year in industry to fulfil the requirement for qualifying
experience, and they could, in theory, fit all the modules
into a 12 month period.

This is the reality of the role of the Qualified Person in the
modern world, yet often trainee positions are assigned to
individuals with limited industry experience, on the basis
of academic qualifications or narrow technical expertise
without thinking about the wider implications of how
they are going to fulfil the role that they will eventually
have to take on.

In reality it would be a truly exceptional individual who,
with so little practical industry experience, could take on
such an intense training period, pass the viva examination
and go on to become a successful QP

Does your potential trainee have the leadership
potential and assertiveness to calmly lead a global recall
committee where the product is desperately needed
by patients but may have a critical defect? Does your
potential trainee have the ability to communicate well
in writing, producing clear, concise and professional
reports?

The role of the Qualified Person generally means that
those chosen to go forward for training are more mature
individuals with at least 5 years industry experience
behind them.

The Qualified Person is often seen as the conscience of
the company, do you have confidence that your potential
trainee would act in an ethical manner, and fearlessly hold
others to that same level of ethics at all times? See Table
3 for full list of competencies.

It is important that the right person is chosen to become
a Qualified Person. The pressures of the role, the
technical and academic requirements together with the
leadership competencies required mean that it will not
suit everyone. The form completed by the QP Sponsor
focusses on behavioural competencies as shown in
Table 3.

When you review these competencies it does seem
odd that many companies will put little effort into
assigning the individuals who are to undergo QP training
programmes. I have seen varying approaches, from
training people simply because they have requested
training, to forcing someone into the programme as they
met the basic criteria.

As a company, you would think very carefully about the
type of person you place into a position of authority
and leadership, with responsibility for millions of pounds
worth of stock over a global supply chain, and the safety
of potentially hundreds of thousands of patients.

QP Attributes
Good working relationships

Planning and organising skills

Communication skills (oral and written)

Professional ethics and integrity

Assertiveness

Reliability

Flexibility and open mindedness

Problem solving skills

Operating under pressure

Special achievements
Table 3 Desirable attributes for a Qualified Person11

The best approach that I have seen is to have a welldefined process for choosing trainees for the Qualified
Person role, often having a specific job-role for which
people would need to formally apply and go through

a rigorous selection process including interviews,
presentations, aptitude tests and even examinations
based on the QP study guide.
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MYTH 7: The Viva examination is too difficult
Could more people pass the assessment though?

The pass rate for the UK Viva examination in 2013 was
67%12. This is pretty much the average pass rate for the
past ten years (Max 78%, min 60%).12

One consistent message coming from trainees who fail
the Viva assessment is that they have had poor support
from their employers and Sponsors, these are the trainees
who may have been sent on academic courses or have
self-funded these courses, but been provided little in the
way of hands-on, experiential support or mentoring.

There has been much speculation about the reasons
for what is considered by many to be an unacceptably
low pass rate. After all, the investment in training these
individuals has been significant, so why are a third of
them falling at the final hurdle?

Some trainees who do pass, especially those who go on
to pass the second time, describe the Viva examination
as an enjoyable experience. A chance to show their
mettle and flex their mental muscles. In my opinion this
response to the process shows that it is not too difficult,
simply that some trainees are being well prepared whilst
others aren’t.

The UK QP examination consists of two parts, a written
application form and an oral examination conducted
by a panel of three QP Assessors, QPs trained in the
assessment process with a wide range of industry
experience.
The proposal that the examination has become more
difficult in recent years is one suggestion, and one that
the JPB would perhaps dispute. Certainly the pass rate
over the last five years is steady and shows little variation,
also the process itself is routinely audited by both the
MHRA and the VMD who observe assessment days to
confirm the consistency and rigour of the process is
maintained to the required standards.

How to Achieve Success in QP Training
To succeed in training a Qualified Person – one who
will remain with your company, who will be an asset in
providing support not only when things go wrong, but
in ensuring that things run smoothly, keeping ahead of
the game with adherence to legislation and compliance,
and adding value by supporting continuous improvement
- you need to have a fully integrated training, personnel
development and career progression scheme in place.

What has changed in the Viva process itself is the style of
questioning, with the scenario questions forming the core
of the interview. These are much better at assessing the
trainee’s ability to apply their knowledge and experience
to make risk assessments, whilst also highlighting any
areas of weakness in understanding. Is this a cause
of failure? I think it unlikely; I would suggest that this
has simply made the process more consistent and
better at determining the true depth of an individual’s
understanding.

This system needs to be documented and adhered
to. You probably already do this for your MBAs in your
management development programme, so why not for
your technical development programme for QPs?
In Figure 7 you will find my seven top tips for a successful
QP training approach, cover these and you will be well on
the way to building a strong quality organisation for the
future.

Yes, the Viva assessment is challenging, but isn’t that
what an assessment for a high level, legally responsible
role in the pharmaceutical industry is meant to be?

1

Plan resources for the long term

2
3
4
5
6
7

Choose the right trainee
Budget for ALL direct and indirect costs
Understand the QP training and application process
Choose and train the right sponsor
Provide full spectrum support for trainee & sponsor

Retain top talent
Figure 7 - Top tips for training and retaining QPs
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Conclusion
The next few years are going to be difficult for employers in the pharmaceutical manufacturing arena. Demand
is outstripping supply of Qualified Persons of appropriate knowledge and experience, and we are already seeing
increasing salary and benefits packages.
In the short term many employers will be dependent on very expensive consultant and contract QPs to support
their business, which is not sustainable in the long term.
Increasing the number of available QPs through training seems to be the most logical step.

RSSL have been running courses for trainee QPs for over 15 years, with an unsurpassed first time viva pass
rate (>94%). All tutors are experienced quality professionals (mostly current practicing QPs), with significant
subject matter expertise, who have spent significant time in the ‘real’ world. RSSL courses are also supported
by the academic excellence of Professors and Lecturers from the University of Reading. To find out more
about QP Training with RSSL please contact us on +44 (0)118 918 4076 or email enquiries@rssl.com or
visit www.rssl.com
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