Pharmacopoeial Discussion Group Achievements

Rockville, MD, April 25, 2023 — The Pharmacopoeial Discussion Group (PDG)' held its interim
videoconference on 15 March 2023.

In the context of the pilot for expansion of its membership (link), the established PDG members and IPC
discussed the progress of IPC on the criteria of the PDG pilot program, as well as the challenges faced and
suggestions by IPC. This open discussion will allow the PDG to make any necessary adjustments to the
pilot program prior to its conclusion at the annual PDG meeting scheduled in October 2023.

The PDG also reviewed questions from the ICH Assembly in November 2022 surrounding the outcome of
a proof-of-concept study run by the PDG for the maintenance of the ICH Q4B annexes (link). It was agreed
to continue providing clarity around the recommendation made to the ICH Assembly in November 2022
offering PDG proposals for the revised drafts of the three selected Q4B annexes (Annex 6: Uniformity of
Dosage Units, Annex 7: Dissolution and Annex 8: Sterility) and for a working procedure for the regular
maintenance of the existing annexes. The PDG will meet and prepare its recommendations for the next
steps of this study with questioners at the ICH Assembly in November 2022 prior to the ICH Assembly in
June 2023. With the successful completion of this work, further alignment of pharmacopoeias around the
globe on the general texts covered by the ICH Q4B annexes will be reached.

As part of the means to enhance its global outreach, the PDG provided an update to the early engagement
model for stakeholders using an initiative that is being tested with the excipient Polysorbate 20 as a pilot. A
concept paper on the potential for harmonization of Polysorbate 20 had been shared and is currently under
review by the PDG members. This was submitted in parallel with a revision proposal for the existing PDG
monograph, “Polysorbate 80" as noted in the first press release in October 2022 (link).

The role and impact of Pharmacopoeial Harmonization by PDG on the environment was discussed by the
PDG members. Advancing to a greener future and improving sustainability through efficiencies with global
pharmacopoeial harmonization while ensuring quality medicines has become increasingly important in a
changing global climate. Further discussion on this initiative will take place at the annual PDG meeting
where each PDG pharmacopoeia will provide some information on specific areas where our respective
pharmacopoeias are currently making an impact in this space and where the impact could be expanded
globally.

All the PDG members affirmed the previously signed PDG Confidentiality Commitment (link),
acknowledging that this commitment supports the PDG’s harmonization policy and works to harmonize
excipient monographs and general chapters.

The PDG remains fully committed to pursue and enhance its efforts to expand development and recognition
of harmonized pharmacopoeial standards.

The next annual meeting will be hosted by the USP on 03—04 October 2023 in Hyderabad, India — the first
face-to-face meeting since 2019. The PDG is planning a Stakeholder Interaction event in Hyderabad on 5
October 2023 and further information on this event will be shared in due course of time.

' Comprising the European Pharmacopoeia (Ph. Eur.), the Japanese Pharmacopoeia (JP) and the United
States Pharmacopeia (USP), with the Indian Pharmacopoeia Commission (IPC) as pilot participant and the
World Health Organization (WHQO) as observer.
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https://www.usp.org/sites/default/files/usp/document/press-releases/pdg_announces_membership_to_pilot_for_global_expansion_final.pdf
https://www.usp.org/sites/default/files/usp/document/harmonization/meeting/news-pilot-phase-initiated-for-maintenance-of-ich-q4B-annexes-final.pdf
https://www.usp.org/sites/default/files/usp/document/press-releases/2022-10_pdg_meeting_press_release_nov_ver.final_usp_posting.pdf
https://www.usp.org/sites/default/files/usp/document/harmonization/gen-chapter/2022-10-pdg-tokyo-meeting-highlights_ver.final-for-posting.pdf

usp.org

For any questions about the PDG and its processes, please contact Richard Lew at +1-240-221-2060

or rll@usp.org.

About USP

U.S. Pharmacopeia (USP) is an Independent, nonprofit, scientific organization that sets quality standards for
medicines, dietary supplements and food ingredients worldwide. USP’s quality standards are legally recognized
in the U.S. and elsewhere, and are used in more than 150 countries. These standards are continuously
developed and revised by more than 750 volunteer experts in science, industry, healthcare and academia. Learn

more at www.usp.org.
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