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2020 Committee Highlights

sitemap Participating Organizations
7 government/regulatory agencies, 9 academic/research 
institutes, and 24 industry

BOOK Publications
3 published and 5 in progress

Chalkboard-teacher Scientific Meetings and Trainings
1 workshop, 1 symposium, and 2 meetings

• FDA/CBER-HESI Immunomodulators and Pregnancy  
Risk Workshop (February 2020 in Silver Spring, Maryland; 
85 attendees) 

• HESI Symposium on Assessing Pregnancy Risk of 
Immunomodulators (virtual; 111 attendees) 

• Spring and Fall Committee Meetings (virtual; 68 and 85 
attendees, respectively): attendees discussed committee 
achievements and activities and received updates on current 
projects and initiatives

HANDSHAKE-ALT Collaborations
1 internal and 1 external 

• HESI DART Committee

• US FDA Center for Biologics Evaluation and Research

globe Geographic Representation
Belgium, Canada, France, Germany, Japan, Sweden, Switzerland, 
United Kingdom, and United States

Chairs

Public Chair

Dr. Marc Pallardy (Université Paris-
Sud)

Private Chairs

Dr. Hervé Lebrec (Amgen, Inc.)
Dr. Curtis Maier (GlaxoSmithKline)

HESI Staff
Dr. Shermaine Mitchell-Ryan 

(smitchell-ryan@hesiglobal.org)
Dr. Stan Parish (to August 2020)
Dr. E’Lissa Flores (eflores@

hesiglobal.org)

Immuno-Safety 

Our Mission
The committee’s mission is to identify and address scientific issues related to immune 
safety and translation to human health risk assessment. The committee's key objectives are 
(i) to leverage technical and scientific expertise from industry, academic, and regulatory 
organizations to advance immuno-safety science, (ii) to contribute to the scientific decision-
making processes relative to the development of guidelines and regulations for immune safety 
testing, and (iii) to educate stakeholders in safety sciences and promote the understanding 
and appropriate use of immune safety data.

Working Groups
• NK/CTL Assays. Under the method development working group, this project team is developing a 

manuscript that provides the tools and assays available to assess either cytotoxic T lymphocyte (CTL) or 
natural killer (NK) cell function.

• Cytokine Release Assay–Standards Study. This study is a cross-site evaluation of positive and negative 
controls for a cytokine release assay.

• Examining the Use of Humanized Mice as a Preclinical Model in Drug Development (Scoping Phase). This 
project is designed to identify gaps/issues highlighted from a committee-wide survey regarding the use of 
the model and to design specific projects to resolve important issues identified.

• Cytokine Release Assay–In Vivo Cytokine Release. This project is evaluating what parameters contribute to 
the variability in cyno control animals.

• Clinical/Translational Webinar Series. A webinar series on topics of interest to the immune safety 
translational community is ongoing.

• FIH Dose Selection for Immunomodulators. This work aims to determine a suitable course of action for 
establishing a first-in-human (FIH) dose for various types of immunomodulators.

• Drug Hypersensitive Reaction. This work will develop a compendium on how to assess and test for drug 
hypersensitivity reactions in both preclinical and clinical settings.

• Scientific Outreach. These efforts aim to develop resources and activities for outreach at select scientific 
meetings and to create a platform to advocate and educate the next generation of immuno-safety 
scientists.
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• Nanomedicine (Nanopharmacology). A position paper on the immunotoxicity assessment of 
nanomedicines will be developed.

• Immunomodulation and Pregnancy Risk Assessment. This work aims to evaluate and incorporate learnings 
on preclinical immune safety assessment of pregnancy risk in the presence of immunomodulatory therapy. 
The 2020 FDA/CBER-HESI Immunomodulators and Pregnancy Risk Workshop convened key stakeholders 
to discuss both current and novel methodologies in preclinical and translational safety assessment of 
pregnancy risk associated with immunomodulatory therapy. Through the sharing of case examples, followed 
by longer in-depth discussion within each session, the goal was to begin to address gaps in biology, current 
tools, and other aspects of pregnancy risk that need to be considered during drug development. The 
2020 HESI Symposium on Assessing Pregnancy Risk of Immunomodulators provided a broad overview of 
the role of the maternal immune system in the establishment, maintenance, and completion of a healthy 
pregnancy. The sessions covered both current and novel methodologies in preclinical and translational 
safety assessment of pregnancy risk associated with immunomodulatory therapy as well as address gaps in 
biology, current tools, and other aspects of pregnancy risk for consideration during drug development. An 
overview of marketed therapeutics highlighted current knowledge of the effects of immunomodulators on 
pregnancy in nonclinical animal models, potential class effects, and available data from patients exposed 
during pregnancy.

• Immunotoxicology Training Course. The ITC convenes an annual training course on immune safety science. 
The training course will transition to a virtual modular format to broaden the committee's reach and add 
flexibility to course offerings.

• Safety Assessment of Engineered T-Cells Workshop. The committee also plans to convene a two-day 
workshop on the safety assessment of engineered T cells.

ITC Clearinghouse Database. This work aims to create a clearinghouse/database that contains resource 
information related to the field of immune safety and to share information internally and externally to drive 
education and outreach. 

ITC Website Development. An ITC-centric website where both scientists and the public can find 
information on the field of immuno-safety will be developed. 

Areas of Focus for 2021
• The Translational Immune Safety Working Group will focus efforts on advancing knowledge in comparative 

immunobiology and the application of translational models to transform the field of immune safety. 

• Through the activities and programing within the Method Development Working Group, the ITC 
will continue to explore novel methodologies used for immune profiling and pathway analysis in 
immunotoxicology. This will include a closer examination of in silico methods (systems/computational 
biology) to enhance our ability to predict human health risk.

• The committee will leverage technical expertise from the ITC membership to advocate for modern immune 
safety–related best practices and also to help inform current immune safety regulatory and risk assessment gaps.

• The ITC aims to educate and communicate to the public and scientific community on the scientific issues 
related to the development and application of immune safety in public health and human health risk 
assessment. This includes active engagement with the immunology, pathology, and toxicology communities 
to advocate and educate the next generation of immune safety scientists, primarily through activities and 
programing implemented through the scientific outreach subcommittee. 

Strategic Impact Areas

Enhanced Efficiency and Accuracy in Safety Assessment Practice

By convening a number of stakeholders who could provide data on control cyno animals (>10,000 
individual datapoints), this study will investigate multiple parameters for their potential contribution to 
variability in control animals. This work aims to provide better clarity and accuracy as to which animals 
should be excluded from a study because of their potential to be an outlier, thus potentially reducing 
animal usage while increasing the accuracy of results.

bullseye-pointer

Catalysis of New Science

The recent restructuring of the portfolio offers a forum for robust discussion on emerging new science, 
providing the flexibility and efficiency to address emerging topics and issues as it pertains to immune 
safety.

Increasing the Audiences for Collaborative Safety Science

Within the projects under the Education and Outreach Working Group, the ITC has increased its 
audience through training courses and workshops specific in the cancer immunotherapies arena. This 
has brought in >1,500 participants, many outside of HESI, to engage in the discussion and learnings in 
the immune safety science of cancer immunotherapies.

users

Development of Scientists Skilled in Translational Science

An explicit goal of the of Scientific Outreach Working Group is to educate early scientists on career 
opportunities and pathways leading to a career in immune safety science, with an opportunity to match 
interested participants with experts from the ITC for mentorship/internship experiences.
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BOOK Publications 

Published
Collinge M, Schneider P, Li D, Parish S, Dumont C, Freebern W, Ghanime J, Guimont-Derochers F, Langenkamp 
A, Lebron J, Li N, Marban C, Plitnick L, Wheeler J (2020) Cross-company evaluation of the human lymphocyte 
activation assay. Journal of Immunotoxicology. 17:51–58. doi: 10.1080/1547691X.2020.1725694.

Kamperschroer C, Shenton J, Lebrec H, Leighton JK, Moore PA, Thomas O (2020) Summary of a workshop  
on preclinical and translational safety assessment of CD3 bispecifics. Journal of Immunotoxicology. 17:67–85. 
doi: 10.1080/1547691X.2020.1729902.

Vessillier S, Fort M, O’Donnell L, Hinton H, Nadwodny K, Piccotti J, Rigsby P, Staflin K, Stebbings R, Weinstock 
D, Willingham A (2020) Development of the first reference antibody panel for qualification and validation of 
cytokine release assay platforms: report of an international collaborative study. Cytokine. In press. doi: 10.1016/j.
cytox.2020.100042.

In Progress
Assessing the impact and risk of immunomodulatory compounds on pregnancy.

Drug hypersensitivity reactions: review of the state of the science for diagnosis and prediction.

Immunomodulators and cancer risk assessment; NK and CTL functions.

Immunotoxicity and safety evaluation of nanopharmaceuticals.

Workshop report: safety assessment of engineered T-cell therapies.

sitemap Participating Organizations

Government/Regulatory Agencies
Medicines and Healthcare Products Regulatory Agency (UK)
National Institute for Biological Standards and Control (UK)
National Institute of Environmental Health Sciences
National Institutes of Health
Pharmaceuticals and Medical Devices Agency (Japan)
US Environmental Protection Agency
US Food and Drug Administration

Academic/Research Institutes
Michigan State University
RISE Research Institutes of Sweden
Rosalind Franklin University Health System
The Jackson Laboratory
Université Claude Bernard Lyon
Université Paris-Sud
University of Aachen
University of Kitasato
University of Wisconsin

Industry
Alcyomics
Amgen, Inc.
AstraZeneca
Bayer
Boehringer Ingelheim
Bristol-Myers Squibb Company
Burleson Research Technologies
Charles River Laboratories 
Covance 
CSL Behring
Eli Lilly and Company
Genentech
GlaxoSmithKline
Janssen Pharmaceuticals
KSQ Therapeutics
Merck & Co.
Merck Healthcare KGaA
Novartis
Pfizer, Inc.
Roche
Sanofi
Taconic Biosciences
Takeda Pharmaceutical Company, Ltd.
UCB Biopharma
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