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Personal information James Mount

Work experience

November  Chair of the CVMP Pharmacovigilance Working Party
2023 -
Present (PhVWP'V)

European Medicines Agency (Netherlands)

The Pharmacovigilance Working Party (PhVWP-V) provides advice to
the Committee for Veterinary Medicinal Products (CVMP) on the co-
ordination and supervision of the pharmacovigilance of centrally
authorised veterinary medicinal products, as well as of nationally
authorised products or products authorised through the mutual
recognition procedure.

February 2023 - November 2023 — Vice-chair of the PhVWP-V.
August 2019 - February 2023 - Member of PhVWP-V.

0;502%9[ Member of EU Veterinary Big Data Hub

present EuUropean Medicines Agency (Netherlands)
EU Veterinary Data Hub is a network of multidisciplinary experts building
the methods to respond to data analysis requests and provide support to
the implementation of the HMA/EMA Big Data Strategy.

August  Clinical assessor
2025 - _ .
Present Swedish Medical

Products Agency

(Sweden)

Active role in authorisation of veterinary medicinal products and post-
authorisation amendments.

Decz?glge_f Pharmacovigilance
August @ssessor
2025 Swedish Medical
Products Agency
(Sweden)

Principle role in signal detection both nationally and centrally in collaboration
with other regulatory bodies in EU, EEA countries and third countries as well
as the EMA.

Mgﬁ?j:ﬁ'/ Chair of PhVWP-V and PhV IWG Data Quality drafting group
2023 European Medicines Agency (Netherlands)
PhVWP-V Data Quality subgroup comprised of members from PhVWP-V
and Pharmacovigilance Inspectors Working Group (PhV IWG). Focus on
the implementation of procedures and processes to ensure accurate,
high quality and complete data entry from adverse event reports to the
Eudravigilance Veterinary database.

Feggugy Expert in Eudravigilance Veterinary Product Owners group

September  Swedish Medical Products Agency (Sweden)

2022 Group of experts from national competent authorities and industry which

facilitated decision making in relation to requirements for the
Eudravilgance Veterinary (EVV) database. The group focused on both
data entry (both EVWeb and Gateway users) and signal detection in
DataWareHouse (DWH).

Decggnzblef Expert in Pilot- Signal Management Expert Group (P-SMEG)
January Swedish Medical Products Agency (Sweden)

2024
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A subgroup of the PhVWP-V with main objective to set-up and test new
processes for Signal Management through close cooperation of a group
of Member States experts with the aim to build an overall sustainable
regulatory operational framework to support provisions of Regulation
(EU) 2019/6 related to Signal Management.

August  Member of European Surveillance Strategy Working Group

2020 -
November (ESS'WG)

2022 Swedish Medical Products Agency (Sweden)
ESS-WG provided strategic support to the Heads of

Medicines Agencies (HMA) in the post-authorisation
surveillance of veterinary medicinal products marketed in

the EU.
Az%%LéSt Expert in PhVWP-V VeDDRA consultation group
November Swedish Medical Products Agency (Sweden)

2023 The VeDDRA consultation meets each year to revise the terminology in
the Combined VeDDRA list of clinical terms for reporting suspected
adverse reactions in animals and humans to veterinary medicinal
products. The consultation group includes delegates from national
competent authorities, veterinary pharmaceutical industry, and VICH
partners.

June 2015 | aporatory Animal Veterinarian
- December

2018 Karolinska Institute, Stockholm (Sweden)

Worked full-time as a Laboratory animal veterinarian. Reviewed research
ethical applications, provided advice on experimental setups, and
controlled the import and export of experimental animals. Participated as
an expert in the regional ethics committee (Stockholm). Participated in
the training of researchers in laboratory animal science, including
lectures and practical session on dissection/pathology and anaesthesia
in laboratory animals.

June ioig Veterinary Pathologist and Laboratory Animal Veterinarian
- u . ) )
2015 National Veterinary Institute (SVA, Uppsala) (Sweden)
Worked part-time as a diagnostic veterinary pathologist, performing
autopsies and histopathological examinations on domestic and zoo animals.
Worked part-time as a Laboratory animal veterinarian, working with large
animal species and domestic poultry.

Novgg“lbler Laboratory Animal Veterinarian

June 2012 Karolinska Institute, Stockholm (Sweden)
Worked full-time as a Laboratory animal veterinarian. Reviewed research
ethical applications, provided advice on experimental setups, and
controlled the import and export of experimental animals. Participated as
an expert in the regional ethics committee (Stockholm). Participated in
the training of researchers in laboratory animal science, including
lectures and practical session on dissection/pathology and anaesthesia
in laboratory animals.

April 2011 - v/eterinary Pathologist
November . . .
2011 National Veterinary Institute (SVA, Uppsala) (Sweden)
Worked full-time as a diagnostic veterinary pathologist, performing autopsies
and histopathological examinations on domestic and zoo species.

J“’C‘)ectzoft’)t? Clinical (District) Veterinarian
2010 Swedish Board of Agriculture (Jordbruksverket) (Sweden)
Worked full time as a clinical veterinarian in Ornskéldsvik, gaining
experience in small animal internal medicine, soft tissue surgery and
anaesthesia.
May 2009 - Clinical Veterinarian

June 2010 K . .
Wern Veterinary Surgeons, North Wales (United Kingdom)
Worked full time as a clinical veterinarian at a large rural-based
veterinary practice (RCVS accredited). Worked with all species of
animals, working both daytime and on-call. Gained a vast amount of
experience in large animal surgery (cattle and sheep).

Education and training
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2004 - 2008 phD: Cell biology and Regenerative medicine
The Royal Veterinary College (United Kingdom)

The field of research used red deer antler growth as a unique
regenerative model in mammals and resulted in a thesis entitled
"The origin and regulation of progenitor cells in the regenerating
antler".

2003 - 2004 Bachelor of Science in Veterinary Pathology
The Royal Veterinary College (United Kingdom)

This course provided a good understanding of toxicology,
population medicine and molecular and genetic techniques
used in diagnostic pathology and in research. Experience in
post-mortem examination and disease identification in a
number of animal species. Undertook a research project
entitled: "Characterisation of mesenchymal stem cells in the
regenerating antler”, which was awarded the "Intercalated BSc
Prize".

2000- 2008 Bachelor of Veterinary Science with Intercalated
Honours Year

University of Liverpool (United Kingdom)

During the basic veterinary science programme, an elective in
anaesthesiology was undertaken which provided specific skills in
anaesthesia of many different animal species. Special interest in
local anaesthesia and the use of constant rate infusion/manually
controlled infusion (CRI/MCI). Distinction awarded in small animal
studies and recipient of the Hills Small Animal Studies Clinical
Prize for best clinical case report.

Additional information

Publications Publications  Recent Pharmacovigilance related publications:
Lakartidningen - Risker vid sekundéar exponering for
hormonlakemedel (2025)
Uppsala Reports - The One Health approach aims to uphold
human. animal. and environmental health (2025)
Uppsala Reports - Pharmacovigilance as a key tool in the One
Health approach to AMR (2025)

Digital media:
Drug Safety Matters podcast - #34 Veterinary pharmacovigilance
Part | — James Mount (2025)

Drug Safety Matters podcast - #35 Veterinary pharmacovigilance
Part 2 — James Mount (2025)

Peer-reviewed publications within the field of
Pharmacovigilance:

Sjostrom, K, Mount, J, Klocker, A-K, Arthurson, V. A review of
adverse events in animals and children after secondary
exposure to transdermal hormone-containing medicinal
products. Vet Rec Open. 2022; 9:e48.
https://doi.org/10.1002/vro2.48

James Mount, Veronica Arthurson, Encouraging and facilitating
adverse event reporting in veterinary practice, Veterinary Record,
10.1002/vetr.2255, 191, 6, (252-254), (2022).
https://doi.org/10.1002/vetr.2255

Mount J, Sjostrom K, Arthurson V, Kreuger S. A survey

of veterinary professionals in Sweden: Adverse event
reporting and access to product safety information. Vet

Rec Open. 2021;8:e18. https://doi.org/10.1002/vr02.18

Additional peer-reviewed publications:

Zidar, J.; Weber, E.M.; Ewaldsson, B.; Tjader, S.; Lilja, J.;
Mount, J.; Svensson, C.I.; Svensk, E.; Uden, E.; Torngvist, E.
Group and Single Housing of Male Mice: Collected
Experiences from Research Facilities in Sweden. Animals
2019, 9, 1010. https://doi.org/10.3390/ani9121010

Mount, JG, Feinstein R, Gavier-Widen D. (2013)
Spontaneous malignant pheochromocytoma in a slow loris
(nycticebus coucang). Journal of Comparative Pathology.
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https://lakartidningen.se/klinik-och-vetenskap-1/artiklar-1/rapport/2025/06/risker-vid-sekundar-exponering-for-hormonlakemedel/
https://lakartidningen.se/klinik-och-vetenskap-1/artiklar-1/rapport/2025/06/risker-vid-sekundar-exponering-for-hormonlakemedel/
https://uppsalareports.org/articles/the-one-health-approach-aims-to-uphold-human-animal-and-environmental-health/
https://uppsalareports.org/articles/the-one-health-approach-aims-to-uphold-human-animal-and-environmental-health/
https://uppsalareports.org/articles/pharmacovigilance-as-a-key-tool-in-the-one-health-approach-to-amr/
https://uppsalareports.org/articles/pharmacovigilance-as-a-key-tool-in-the-one-health-approach-to-amr/
https://www.drugsafetymatterspod.org/618871/episodes/16292963-34-veterinary-pharmacovigilance-part-i-james-mount
https://www.drugsafetymatterspod.org/618871/episodes/16292963-34-veterinary-pharmacovigilance-part-i-james-mount
https://www.drugsafetymatterspod.org/618871/episodes/16441557-35-veterinary-pharmacovigilance-part-2-james-mount
https://www.drugsafetymatterspod.org/618871/episodes/16441557-35-veterinary-pharmacovigilance-part-2-james-mount
https://doi.org/10.1002/vro2.48
https://doi.org/10.1002/vetr.2255
https://doi.org/10.1002/vro2.18
https://doi.org/10.3390/ani9121010

Projects

Memberships

Other Relevant Information

150(1):107 (2014).

Mount, JG, Allen SP, Muzylak M, Lanyon LE, Goodship A,
McGonnell IM, Price, JS. (2007) Osteoblasts in adult use Slug
for regeneration and repair but not remodelling. Journal of
Bone Mineral Research. 20: S1050. https://rve-
repository.worktribe.com/output/1432686

Mount, JG, Muzylak, M, Allen, SP, Althnaian, T, McGonnell, IM,
Price, JS. (2006) Evidence that the Canonical Wnt signalling
pathway regulates deer antler regeneration. Developmental
Dynamics. 235: 1390-1399. https://doi.org/10.1002/dvdy.20742
Price, JS, Allen, SP, Faucheux, C, Mount, JG. (2005) Deer
antlers: a zoological curiosity or the key to understanding
organ regeneration in mammals? Journal of Anatomy. 207:
603-618. https://doi.org/10.1111/j.1469-7580.2005.00478.x

Memberships  The Swedish Veterinary Association (SVF)

Expertise

Regulatory Affairs

Veterinary Pharmacovigilance:

Data entry (quality and

accuracy)

Veterinary Pharmacovigilance:

Signal detection and

management

Veterinary Pathology

Veterinary Anaesthesia

Laboratory Animal Science (LAS) - accredited by Federation of
European Laboratory Animal Science Associations (FELASA)
Cell biology and Regenerative medicine

18/07/2025

Classified as public by the European Medicines Agency

WWWw.ema.europa.eu

Page 4 of 4


https://rvc-repository.worktribe.com/output/1432686
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