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Current Status and Issues of Biologicals
in Japanese Pharmacopedia
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Nana KAWASAKI

Abstract

Because of recent changes in the therapeutic regimens for various diseases, the Japanese Phar-
macopoeia (JP) monographs have begun to include more biotechnological drugs and synthetic
peptides. Insulin glargine and leuprorelin acetate have been listed in the latest version as the ninth
biotechnological drug substance and the sixth synthetic peptide drug, respectively. Meanwhile, state-
of-the-art science and technology, including NMR, capillary electrophoresis, and iz vitro assay, have
been utilized for the quality control in the drug monographs. International harmonization is under-
way for some of the test methods, including electrophoresis and peptide mapping. Specifications in
some of the existing monographs will be partially revised, such as purity tests for human menopaus-
al gonadotropin and vasopressin. Glycan analysis and biological activity tests are being drafted by
industry-government-academia research grohi}& The next challenges in JP Biologicals will be adapt-
ing a quality-by-design approach to the JP monographs, and providing quality control for the mono-
clonal antibodies that are not listed in the JP monographs.
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2014 White Paper on recent issues in
bioanalysis: a full immersion in bioanalysis
(Part 3 — LBA and immunogenicity)

The 2014 8th Workshop on Recentlssuesin Bioanalysis (8th WRIB), a 5-day fullimmersion
in the evolving field of bioanalysis, took place in Universal City, California, USA. Close
to 500 professionals from pharmaceutical and biopharmaceutical companies, contract
research organizations and regulatory agencies worldwide convened to share, review,
discuss and agree on approaches to address current issues of interest in bioanalysis.
The topics covered included both small and large molecules, and involved LCMS,
hybrid LBA/LCMS, LBA approaches and immunogenicity. From the prolific discussions
held during the workshop, specific recommendations are presented in this 2014 White
Paper. As with the previous years’ editions, this paper acts as a practical tool to help
the bioanalytical community continue advances in scientific excellence, improved
quality and better regulatory compliance. Due to its length, the 2014 edition of this
comprehensive White Paper has been divided into three parts for editorial reasons.
This publication (Part 3) covers the recommendations for Large molecules bioanalysis
using LBA and Immunogenicity. Part T (Small molecules bioanalysis using LCMS) and
Part 2 (Hybrid LBA/LCMS, Electronic Laboratory Notebook and Regulatory Agencies’

Bioanalysis

Input) were published in the Bioanalysis issues 6(22) and 6(23), respectively.

The 8th Workshop on Recent Issues in Bio-
analysis (WRIB) was hosted in Universal
City, California, USA, on 10-14 March,
2014. The workshop included three sequen-
tial core workshop days and six training
courses which together spanned an entire
week in order to allow exhaustive and thor-
ough coverage of all major issues in bio-
analysis. This gathering brought together
close to 500 professionals, representing over
200 companies, to share and discuss current
topics of interest in the field of bioanaly-
sis. Attendance included a wide diversity
of industry experts from pharmaceutical
and biopharmaceutical companies, contract
research organizations (CROs) and multiple
international regulatory agencies.

The actively contributing chairs in the
2014 edition of the WRIB were Eric Fluhler
(Pfizer, USA), Olivier Le Blaye (ANSM,
France), Dawn Dufield (Pfizer, USA),
Lakshmi Amaravadi (Biogen Idec, USA),
Lauren Stevenson (Biogen Idec, USA)
and Fabio Garofolo (Algorithme Pharma,
Canada).

The numerous regulatory agency repre-
sentatives who contributed to the 8th WRIB
included Sam Haidar (US FDA), Amy
Rosenberg (US FDA), Susan Kirshner (US
FDA), Laura Salazar-Fontana (US FDA),
Mark Bustard (Health Canada), Jan Welink
(Dutch Medi-cines Evaluation Board [MEB]
and European Medicines Agency [EMA]),
Olivier Le Blaye (French National Agency
for Medicines and Health Products Safety
[ANSM], France), Ronald Bauer (Agency for
Health and Food Safety [AGES], Austria),
Katalina Mettke (Federal Institute for Drugs
and Medical Devices [BfArM], Germany),
Emma Whale (Medicines and Healthcare
products Regulatory Agency [MHRA], UK),
Jason Wakelin-Smith (MHRA, UK), Nor-
iko Katori (Ministry of Health, Labour, and
Welfare - National Institute of Health Sci-
ences [MHIW-NIHS], Japan), and Akiko
Ishii-Watabe (MHLW-NIHS, Japan).

As with prior WRIB editions [1-¢], a sub- -

stantial number of topics were addressed dur-
ing the workshop and distilled into a series
of relevant recommendations. In the present
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