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CURRICULUM VITAE

Andrew Hall

BSc (Hons), M.Sc
Senior Consultant

Recognised Areas of Expertise:

o A commercially astute pharmaceutical professional with over 35 years quality
experience.

¢ A Qualified Person as per EU Regulations (2001/83/EC and 2001/82/EC) since 2003,
recognized by HPRA (Ireland) and IMA (Iceland) with excellent leadership and
communication skills.

¢ Quality roles since 1986, spanning the medical device, pharmaceutical, and
biotechnology industries.

o Expertise beyond cGMP and Compliance to include GCP and quality tools such as lean,
statistical process control, calibration, and process validation.

e Experience of establishing new Vaccine and Biologics fill finished facility “Green Field
Site” for a large American Multinational pharmaceutical company

e Experience in Senior leadership governance and Quality Leadership

e Coaching, mentoring and support for key talent and Quality Leaders

o Experience in fronting, hosting and managing complex regulatory inspections

Current Employment:

¢ Independent Consultant working on behalf of GxPAssure Limited
o Director of independent GMP consultancy providing services for multiple pharmaceutical
companies
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Career History:

e July 2021 To Date Principal Consultant and Managing Director Hall GMP Services
Limited, Co. Meath, Ireland

o Provide Quality & Compliance to multiple companies worldwide including:
* |reland based Biosimilar Manufacturer: Contract Qualified Person
= EEA Based Biosimilar Manufacturer: Quality Consultant and Qualified Person.
= Covering Drug Substance, Drug Product and Final Combination Products
» Swiss Based Biological Drug Substance Manufacturer: Auditing (cGMP)
= UK Based Contract Packaging Operation: Auditing (cGMP)
» US Based Contract Manufacturer (Solid Dose) Process and Systems (cGMP)

e 2012 to July 2021 VP/Head Global Quality Complex Products Operations, Qualified
Person Mylan, Newenham Court, Northern Cross, Malahide Road, Dublin, Ireland.

o Responsible for all aspects of Quality associated with Complex Products
worldwide — Sites extend within Ireland, UK, France, India, Malaysia, USA. To
direct strategic planning and the development of goals, objectives, and policies
for the Complex Quality group and to input into all Global Quality intuitive. To
determine group structure and ensure the development of talent for leadership
roles. Plan talent succession for Quality Complex Products Operations.
Recommend actions or policies that result in quality operational sites
enhancements for compliance and inspection readiness, ensure that critical or
strategic priorities at the regional sites are adhering to global quality policies and
that sufficient quality oversight is demonstrated in all operational deliverables. To
act as Qualified Person in the release of aseptically prepared Biologics products
(HPRA Licence No M11927/00001)

o Maintain a leadership role in establishing and promoting quality improvement
activities as a foundation for productivity improvement and business success for
the globe. Provide oversight and coordinate the implementation of the strategic
initiatives for the various Quality groups. To work with other Leadership
Members (Finance, Supply Chain, Manufacturing, Technical Services and
Regulatory to ensure the business runs smoothly and efficiently.

o Coordinate the forecasting process for required business statistics/information
and reporting, and the operational/expense budget and capital budget. Review
monthly budget performance and control staffing/headcount across the Quality
groups.

o Assure the cross regional systems implementations are integrated and provide
the highest level of efficiency. This includes, but is not limited to: Laboratory
Process optimization, Operational Excellence compliance level setting and
Global Strategic IT implementations (LIMS, TrackWise, Documentum 2,
Electronic Batch Records etc.).
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O

Review departmental business operations/strategies and evaluate possible
integration of new tools and technology to increase departmental efficiencies and
effectiveness.

Ensure procedures are in place to fulfil policies. Ensure systems are set up to
control the process. Work with Quality leaders to ensure polices are
implemented, procedures are followed and that all Quality employees will
perform all required duties in a manner that ensures compliance with all
applicable guidelines, cGMPs, SOPs, and Mylan policies and procedures.

2008 to 2012 Director of Quality Operations, MSD International GmbH, Dublin
Road, Carlow, Ireland.

O

Direct responsibility for the correct execution of all phases of Quality at the
Carlow site. Responsible for implementing procedures and programs so that the
quality department operates effectively and in a timely and cost effective manner
to assure high quality products are produced. Was a senior member of the site
leadership team and played a key role in the development of policy and co-
ordination of overall site operations. Ensured that objectives were achieved at the
lowest cost, consistent with Merck’s requirements ensuring compliance, safety
and reliable supply to our customers. Leadership activities included selection,
development, coaching and day to day management. To ensure the team
receives appropriate resources and programs to develop technical and other
skills to complete their jobs whilst stimulating personal growth and development
in-line with role. Responsible for providing leadership and guidance to the site-
wide quality assurance and regulatory compliance effort. This included overall
management of the GMP audit program and routinely assessing the site wide
Quality Systems. To stay abreast of regulatory and compliance developments,
communication of such trends and direction to the Carlow site and globally to
ensure correct action plans were put in place to achieve and maintain
compliance. To have the ultimate responsibility for any internal. Customer or
regulatory GMP audits of the plant and to ensure compliance with GMPs such
that Carlow is always inspection ready.

To drive continuous improvement by leading and active participation in system
failure investigations and investigation reports, execution/development of change
control, and contribution to Kaizen events as appropriate. Manage root cause
analysis of system failures, substandard equipment performance using standard
tools and methods to resolve machine and system issues including FMEA,
Fishbone diagrams, 5 Why’s etc. and to oversee and implement subsequent
corrective actions through change management system.
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e 2000 to 2008 Director of Quality and Qualified Person, Bioniche Teoranta, Inverin,
Co. Galway, Ireland.

o To act as Qualified Person for Bioniche Teoranta (IMB Licences M505 {Human},
V10505 {Veterinary} and IMP-032 {Investigational Medicinal Products}).
Managing the Quality Department within Bioniche Teoranta.
(Chemistry/Microbiology/QA/Validation). Ensuring that the Quality
Assurance/Systems Manager, Plant Microbiologist, Validation Manager and the
Quality Control Manager are performing duties as outlined in their job
descriptions. Ensuring that the QA/QS/QC systems are adequately resourced. To
report deficiencies in the systems to the Managing Director and Corporate QA.
To take the senior role in all customer and regulatory audits (FDA, IMB).
Ensuring the IMB licences and site master file are accurate and up-dated as
needed. To liaise with customers to ensure their quality needs are addressed. To
approve and release of pharmaceuticals and medical devices from the Bioniche
Teoranta facility. To review and approve all validation protocols and reports. To
perform annual product reviews. To co-ordinate new product development
activities with customer and various departments. To maintain current regulations
related to U.S, Canadian and European GMP and all Quality requirements
including Medical Device Directives. Ensuring that the facility and its systems are
in compliance with the current drug and medical device requirements. Any other
duties that may be assigned from time to time.

e 1999 to 2000 Senior QA Officer, Celltech Medeva Limited, Gaskill Road, Speke,
Liverpool, UK.

o To assist the Operational Quality Manager/QP in the operational and
administrative aspects of ensuring compliance of all product manufactured by
Medeva Speke with both current GMP and licensing requirements. To review
batch documentation for accuracy and compliance with cGMP, following up
where necessary, instances of non-compliance in preparation for product
release. To review master product documentation for all products for accuracy
and compliance with cGMP and internal requirements in order to authorise
documents for use.

o To assess process amendments for compliance with licensing requirements. To
review, check and/or approve Standard Operating Procedures. To investigate
incidences of manufacturing or process deviations or abnormal occurrences in
order to make recommendations about product compliance and consequent
release. To perform quality audits in conjunction with operational staff in
conjunction with the internal auditing plan. To perform external audits on
contactors/suppliers when required. To liaise with clients on routine QA matters
and to participate in client audit visits. To provide QA support in all areas
including Inter-departmental project work, specifications and validation of existing
and new processes. To assist in GMP training sessions and participate in audit
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training programs. To attend daily planning meeting to gather information
concerning any production problems.

1996 to 1999 QC Laboratory Manager, Cortecs Healthcare, Wrexham Industrial
Estate, Wrexham, UK.
o To organise and implement all Quality Control procedures in accordance with

accepted standards of Quality Assurance as defined in the Rules and Guidance
for Pharmaceutical Manufacturers and Distributors (Orange Guide); and Code of
Federal Regulations of FDA 21 CFR parts 210-211.To approve or if necessary,
reject any starting materials, packaging materials, unlicensed intermediates or
unlicensed finished products which do not comply with the official specification of
Cortecs.

To be involved in the devising of testing procedures and methods. To be involved
in product development, investigative and research work. To run the Q.C.
function at Cortecs, Wrexham and assist in the generation of yearly budgets. To
liaise with laboratory suppliers and representatives for the purchase of laboratory
equipment and chemicals. To coordinate the Laboratory Instrument
Service/Calibration by authorised service engineers. To be responsible for the
training of all staff employed within the Q.C. department. To be responsible for
the supervision of Q.C. Technicians and the scheduling of all testing. To be
involved with the auditing of existing and proposed contractors, vendors,
manufacturers, assemblers and laboratories to cGMP and GLP including
reference to new products and raw materials. To act as responsible person for
the site as listed on the MHRA Manufacturers license

1989 to 1996 Senior QC Analyst, Steripak/Waverley Pharmaceutical, Astmoor Ind
Estate, Runcorn, UK.
o To provide supervisory cover in the absence of the Chemistry Laboratory

Manager. To carry out routine and non routine analysis of raw materials,
intermediates and final products. (Sterile Injectables and Medical Devices). To
develop new analytical methods and validate to current ICH / FDA guidelines. To
help implement a quality system to comply with BS EN ISO 9000 and FDA
requirements. To carry out internal audits to ensure compliance with cGMP, GLP
and COSHH
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e 1986 to 1989 QC Technician, CP Pharmaceuticals Ltd, Wrexham Industrial Estate,

Wrexham, UK.

o To sample raw materials, packaging components, intermediates and final
products in order that accurate and statistically relevant examinations can be
made. To analyse raw materials, packaging components, intermediates and final
products to confirm compliance with specification. To monitor and audit
production processes and environments in order to confirm production
compliance with company procedures and cGMP. To undertake non routine

investigations into materials, processes and environments.

Education:

o B.Sc (hons) Chemistry, Open University UK
e Higher Diploma in Pharmaceutical Manufacturing Technology, Trinity College, Dublin
e M.Sc Pharmacy (PMT), Trinity College, Dublin
e Full Member of both the Royal Society of Chemistry (MRSC) and Institute of Quality

Assurance (MIQA).
¢ Qualified Person according to EU Directives 2001/83/EC and 2001/82/EC

o Member of the steering committee for the Qualified Person Forum at Trinity College,
Dublin. This is an annual event with HPRA participation.

T: +44 (0)7414 927035
E: Info@GxPAssure.com
W: www.GxPAssure.com

GXP Assure

Supporting GxP Compliance Worldwide

Page 6 of 6



mailto:Info@GxPAssure.com
http://www.gxpassure.com/

