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Preface
The three UK professional bodies, also known as the Joint Professional Bodies (JPB), administering

the Qualified Persons scheme, the Royal Pharmaceutical Society, the Royal Society of Biology, and
the Royal Society of Chemistry, first introduced a Study Guide for Qualified Persons in 1978 based
on EC Directive Article 23 of 75/319/EEC. Further revisions were completed in 2000, 2004, 2006,
2008, 2013 and 2017. This revision was made effective from September 2021.

The three professional bodies requi  re an applicant for certification  of eligibility for
nomination as a Qualified Person to demonstrate a thorough understanding of the
foundation knowledge elements, to apply their knowledge of Pharmaceutical Quality
System (PQS) 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 they are claiming qualifying experience, which will apply
wholly or in part to the Manufactur e & Importation Authorisation (known as a Licence
herein) detailed on the application. The applicant will also be expected to demonstrate an
ability to translate those principles and requirements to other dosage forms or scenarios
currently outside their direct experience.

The three professional bodies have determined that the foundation knowledge elements are:
Pharmaceutical law and administration;
The role and professional duties of the Qualified Person; and

Pharmaceutical Quality Systems (PQS) i.e. the basic philosophy and principles of Quality
Assurance, which applies to all sections of this guide.

Certification of eligibility for nomination as a Qualified Person on a Licence is dependent upon the
demonstration of both an appropriate knowledge of those activities and disciplines relevant to
pharmaceutical manufacturing and QA, and appropriate practical experience (see section 4.0). The
education requirements for candidates are described in the Guidance Notes for Candidates and
Sponsors.
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1.0 The Qualified Person involved in the manufacture of pharmaceuticals: background.

The Medicines and Healthcare products Regulatory Agency (MHRA) of the United Kingdom
Department of Health, and the Veterinary Medicines Directorate (VMD), have interpreted the
requirements of the UK Statutory Instruments and European Union (EU) Pharmaceutical Directives,
relevant to the Qualified Person, through a “Study Guide”, drawn up by a JPB panel of experts.

The role of the professional bodies is to assess the suitability of the applicant against the
requirements in this study guide and the educational requirements for candidates as described in
the Guidance Notes for Candidates and Sponsors and, if successful, certify their eligibility for
nomination as a Qualified Person on a Licence.

The assessment process includes submission of a completed application form, the sponsorship of
an applicant by suitable persons, must include a Qualified Person who is also a member of one of
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with relevant EU requirements. Qualified Person applicants should be able to demonstrate an
awareness of both the UK Sl and EU DirectTw 9 -0 0 9 56
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0 documentation, record management and data integrity;
0 complaints and recalls;

0 management review;

0 training and competency assessment

the principles of Quality Risk Management for the assessment, control, communication, and
review of risks to the quality of the medicinal product;

the interpersonal skills (leadership, delegation, communication, teamwork etc.) necessary to
implement an effective PQS;

the principles of design, selection, introduction and maintenance of premises, equipment,
utilities, and services to maintain the validated state;

calibration and preventative maintenance;

the principles of purchasing and supplier certification, knowledge of supply chains and
material control including but not limited to:

the roles of brokers, distributors and repackagers;

prevention of counterfeiting and illegal activities;

processes to support and verify the supply chain pedigree;

monitoring and control of both product and raw material transport and distribution processes;

production planning, scheduling, and inventory control and principles of GDP;
product quality reviews;
organisational structures and reporting relationships; and

technical agreements in contract giving and acceptance.

Additional knowledge requirements for the Qualified Person

d. Mathematics and statistics

The practical application of basic statistical tools in pharmaceutical production and QA is essential
in demonstrating the capability of processes or the acceptability of materials.

Applicants will be expected to demonstrate understanding through application  of the following:

the underlying principles and application of Statistical Process Control to pharmaceutical
manufacturing, testing, control processes and use in product quality reviews;

t
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statistics used in the planning and interpretation of process, facilities, utilities, and equipment
validation;

statistics applied during analytical method validation including, precision, accuracy, linearity
and range, specificity / selectivity, LOD / LOQ, ruggedness, solution stability, robustness; and

statistical tools for comparing data sets, e.g. analytical test results.

e. Medicinal chemistry and therapeutics

The Qualified Person must understand the mode of action and uses of medicines in clinical practice
to judge their significance for commercial or
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the principles of new manufacturing technologies;

the principles of continuous manufacturing;

quality critical attributes and in-process tests;
pre-formulation studies and product development; and

the storage and distribution of materials and finished products.

g. Pharmaceutical microbiology

The Qualified Person must understand the significance of the presence of bacteria, yeasts, moulds,
viruses, mycoplasmas and toxins in pharmaceutical raw materials, products, and production
environments. In addition, they must understand how to prevent contamination by good product and
facility design, GMP and control over starting materials, intermediates, finished products, production
plant, utilities, processes, people, and the environment.

Applicants will be expected to demonstrate understanding through application of the following:

sources and types of micro-organisms as related to pharmaceutical production and
distribution;

production of sterile and non-sterile products (small and large molecule) and associated
environmental controls;

bacterial endotoxins and pyrogens, their sources, removal, and testing;

microbiology of water, its production and distribution systems; including different grades of
water, their use, manufacture, and control;

sterilisation and disinfection methods;
interpretation of microbiological data;
validation of microbiological test methods;
microbiological specifications;

selection and use of preservatives;

microbiological test methods used in routine manufacture and product development,
including for small and large molecule pharmaceutical production; and

advances in rapid and automated methods of microbiological testing.

h. Analysis and testing

The sampling and testing of materials do not themselves assure product quality, but are part of a
comprehensive Pharmaceutical Quality System, which must be correctly implemented and
controlled.

The data generated by laboratory testing of samples must be valid, representative, and evaluated
before materials are certified and released for sale.

Applicants will be expected to demonstrate understanding through application of the following:
Quality Control (QC) and Good Laboratory Practice (GLP);

specification development and lifecycle management to support product quality;
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structured investigation of out of specification (OOS) and out of trend (OOT) results;

the underlying principles, application and design of sampling regimes and their importance
to achieving meaningful and accurate results;

sample retention and retesting;
pharmacopoeial monographs, test methods and general chapters;

the principles of and interpretation of qualitative and quantitative analytical methods in
common use for the analysis of medicinal products;

the principles, methods and types, purpose, significance, and management of systems of in-
process control,

the principles, application and interpretation of biological analytical test methods and
validation;

the significance of degradation, contamination, and adulteration of pharmaceutical materials;
the application of analytical techniques and sampling to cleaning verification and validation;
the ICH guidelines for method validation, impurities, and stability testing;

the principles, application, and interpretation of stability testing (protocols and methods), used
during development to determine product shelf life and support ongoing marketing of the
product; and

the principles, application, and design of analytical method transfers.

i. Pharmaceutical packaging

It is a requirement of GMP that holders of a Licences establish procedures for their packaging
operations to minimise the risk of cross-contamination, mix-up, or substitutions. The Qualified Person
must understand the importance of controlling packaging components (both primary and secondary,
including printed materials) throughout the supply chain to assure the quality of finished products.

Applicants will be expected to demonstrate understanding through application of the following:
control of packaging components by suppliers and throughout production;

the chain of systems which ensure the integrity and accuracy of textual information from
originator to routine production, including artwork generation, text approvals and regulatory
submission / implementation requirements;

the testing of packaging materials as part of incoming goods checks, including the application
of sampling regimes and assurance of outsourced activities;

the potential root causes of label and other printed component mix-ups and how they can be
identified and eliminated;

the optimum layout, organisation and control of packaging operations, different types of
packaging and labelling processes and equipment, including the consideration of the type of
equipment required for high volume / high speed operations and smaller / manual operations;

the underlying principles and application of in-process controls conducted during packaging
operations, including line clearance, pack integrity testing, challenge testing, reconciliation,
bar coding and optical systems;
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the design and completion of packaging batch records, including full traceability of all product
and materials for investigation and recall purposes;

effects of packaging materials on product stability; and

the requirements and desirability of tamper-evidence, anti-counterfeiting measures and
general supply chain security.

j- Active Substances and Excipients

The Qualified Person must understand the influence of manufacturing pathways and associated
physical and physico-chemical attributes, of both active substances and major excipients on the
guality of the finished dosage form.

Applicants will be expected to demonstrate understanding through application of the following:

the steps commonly taken in the manufacture of small molecule Active Substances
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the structure,
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i.  The applicant must have had at least one/two” years relevant practical experience in one or
more Quality Assurance activities gained in premises Licensed for the manufacture of
medicinal products. (The MHRA advises that experience obtained in an establishment that
has only a Specials Licence (MS) cannot contribute to the practical experience requirement
as described in part 5.0 above. Experience in manufacture of Active Substances (AS) only
contributes if the AS is made under the provisions of a MIA or MIA(IMP). The applicant must
demonstrate a thorough core competence in the manufacturing processes and the
Pharmaceutical Quality Systems involved in the production, testing, batch certification and
approval for sale of the products made under the Licence (s) under which they are claiming
gualifying experience. All candidates should show in their application that experience has
been actively gained, for example through participation in Audits, leading or participating in
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7.0 Summary
In summary, the applicant must demonstrate:

the relevant practical experience in one or more Licensed facilities;

an in-depth working knowledge of the foundation elements and understanding of all the
requirements described in this Study Guide;

a thorough understanding of the PQS principles and requirements laid out in the GMP
guidance and other documents issued by the Health Authorities and relevant organisations
(e.g. PICS, WHO, ICH, EU);

an ability to translate those principles and requirements to other dosage forms or scenarios
currently outside their direct experience;

an endorsement of their credentials, including qualifications and experience, from a Sponsor
(or if necessary, more than one sponsor) who meets the requirements described in the
Guidance Notes for Applicants and Sponsors issued by the three professional bodies.
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