Regulatory and Safety Evaluation

ANNUAL REPORT: 2022-2023
May 1, 2022 to April 30, 2023

L. Officers/Committees
Officer 2022-2023 2023-2024
President: Kristina Chadwick Hilary Sheevers
Vice President: Hilary Sheevers Senthilkumar Perumal Kuppusamy
Vice President-Elect: Senthilkumar Perumal Kuppusamy  Claire Neilan
Secretary/Treasurer: Angelique Braen Sherleen Adamson
Past President: Annette Korner Kristina Chadwick
Councilors: Jessica Sapiro William Klaren
Sherleen Adamson Jessica Sapiro
Postdoctoral Representative: Jacklyn Skye Kelty Taylor Carter
Graduate Student Representative: ~ Carmen Marable Eric Brown
Committees:
2023 Scientific Program Committee: Endowment Fund Committee:
Claire Neilan (Chair) Annette Korner
Krisa Camargo (Co-Chair) Skye Kelty
Sherleen Adamson Carmen Amelia Marable
David Allen
Bowen Huang Regulatory Guidance Committee:
Modalyn (Mimi) Huang Jessica Sapiro (Chair)
William Klaren Jessie Garthoff
Matthew Taylor Kathryn Page
Brent Yamamoto Brinda Mahadevan
Junguo (Joe) Zhou Kevin French
2023 Awards Committee: Communication Committee (newsletters
RSESS officers and webinars):
Kenjie Amemiya Sherleen Adamson (Chair)
RSESS officers
(With contributions from guest authors and
speakers)
L. 2022 Membership total: 768

I1. Key Outcomes in 2022-2023:
A. We welcomed and integrated new Officers and created the Regulatory Guidance Committee.

B. We reviewed a total of 22 session proposals for the 2023 SOT Annual Meeting and 17 of
them were selected for the program.



I1I.

Activities
A. SOT Annual Meeting Activities (e.g., courses, scientific sessions, receptions):

e RSESS hosted a reception on March 20, 2023, to celebrate the 30™ anniversary of

RSESS’ establishment with food and live music.

o During the reception, we also had The Great Debate section on “Rat
Carcinogenicity Bioassay 2 yrs or not 2 yrs? That is the question!”, the
Elsevier 3-Minute Thesis Award Presentation, the announcement of our new
officers, and 2023 RSESS Award Winners.

RSESS hosted the Regulatory Breakfast event, including presentations from Dr. Jack
(Jianxun) Xie (Nonclinical Safety China, Janssen R&D) on Regulatory Reforms and
ICH Safety Guidelines Implementation in China and Dr. Jan Willem van der Laan
(Medicines Evaluation Board, Netherlands) EU-Clinical Trials Regulation (EU-CTR)
- Identification of Commercially Confidential Information in CTIS Strategies for

nonclinical data.

B. 2023 Awards Recipients:

e 2023 RSESS Elsevier 3-Minute Thesis Award Recipients:

o Y’au Adamu

Presentation Title: “Toxicokinetics of 14C-labeled 2,2',5,5'-tetrachlorobiphenyl in
rat tissues following intratracheal administration”.

Alicia Lim
Presentation Title: “Integrating high-throughput toxicokinetics data and
knowledge-based deep neural network (k-DNN) methodology to advance a

computational adverse outcome pathway framework for assessing hepatotoxicity
following intratracheal administration”.

e 2023 RSESS Graduate Student Excellence Award Recipients:
o Alicia Lim (Texas A&M University).

Presentation Title: “Reproducibility and Robustness of PhysioMimix LC12, a
Liver Microphysiological System, under Varying Culture Conditions and Cell
Type Combinations”.

Time Leach (Wake Forest School of Medicine).

Presentation Title: “Novel In Vitro 3-D Airway Culture Model for the Evaluation
of Tobacco Products”.

e 2023 Postdoctoral Student Excellence Award Recipients:

o

Emily Golden (Johns Hopkins University).

Presentation Title: “Application of 3 D Structural Similarity Definitions to
Improve Concordance Among Nearest Chemical Neighbors™.

Frederic Lu (Rutgers).



Presentation Title: “Two Hours of Inhaled Carbon Dioxide in Healthy Humans
Leads to Systemic Vascular Inflammation and Acute Cognitive Impairment”.

e 2023 RSESS Best Paper Award Recipient:
o April Lake (Gilead Sciences Inc.).

Publication Title:” Neurotoxicity of an Hepatitis B Virus (HBV) Transcript
Inhibitor in 13-Week Rat and Monkey Studies”.

e 2023 RSESS Outstanding Contribution Award Recipient:
o Lutz Mueller (F. Hoffmann-La Roche)

C. Other Educational Activities Conducted (e.g., webinars, in-person meetings):

Webinars:

e June 21, 2022 webinar: “Safety of COVID-19 Therapies and Vaccines” presented
by Dr. Kenneth Hastings

e Sept 22, 2022 webinar: “Considerations Regarding Nonhuman Primate Use in
Pharmaceutical Development” presented by Dr. Ronald Wang.

e Jan 17,2023: webinar on “Risk Evaluation of Nongenotoxic Carcinogenic
Pharmaceuticals, Impact of the ICH S1B Addendum: A European Viewpoint”
presented by Dr. Jan Willem van der Laan.

Approximately 200 people joined to hear about the new ICH S1B Addendum which
creates an opportunity to not conduct the 2-year rat carcinogenicity study for
pharmaceuticals based on a weight of evidence approach.

D. Communication Activities:
1. Newsletter publication frequency: RSESS released Summer 2022 (July) and Spring
2023 (March) newsletters
2. Communication Highlights:
o RSESS Regulatory Guidance Subcommittee has been actively communicating
newly released and updates on regulatory guidance with our RSESS community.
e Requests for Officer nominations, Award nominations, and communication of
events of interest to our membership
3. Highlights of website enhancements:
o RSESS has moved all RSESS archived files and shared files to ToXchange.
o President’s Message, awards, and new officers have been updated on the RSESS
website.

E. Mentoring Activities: none

Iv. Feedback and Ideas:

A. In what ways is your group fostering and maintaining an inclusive environment? Please give
examples of any current practices used to support inclusion in processes such as 1) leadership
selection and promotion, 2) award descriptions and selection, and 3) endorsement of
proposals for the annual meetings.



Leadership includes men, women, and minorities. Awards included men, women, and
minorities.

. What is one thing the Society should be doing that we currently do not do (or do not do
effectively) that would be of importance/benefit to the members of your component
group?

Provide aid with social media. People have day jobs and do not have time.

. What is one thing that the Society is currently doing that impacts your component group that
should be changed (e.g., stopped, modified, etc.)?

N/A
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