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Kristina D. Chadwick, PhD, DABT

Dear Colleagues,
Greetings and wishing good health to you and your loved ones.
Despite the challenges that we continue to face with the COVID-19
pandemic, the vaccination campaign and return to “normal” is well
underway. It was wonderful, albeit a little weird, to be back at SOT in
person in beautiful San Diego this past March. Your Regulatory and
Safety Evaluation Specialty Section (RSESS) leadership is energized
and ready to jump into the 2022-23 year. I am inspired to be leading
this organization with a group of exceptional officers including
Annette Körner (Past President), Hilary Sheevers (Vice President),
Senthilkumar Perumal Kuppusamy (Vice President-Elect), Angélique
Braen (Secretary/Treasurer), Sherleen Adamson (Sr. Councilor), and
Jessica Sapiro (Jr. Councilor). We are proud to continue with our two
trainee representatives Skye Kelty (Postdoctoral Representative) and
Carmen Amelia Marable (Graduate Student Representative).

Looking back to the Annual Meeting in San Diego, although we did
not have as many attendees at our annual mixer as usual, we had a
great time with our first Elsevier Award,the 3-Minute Thesis (3MT),
and learned a lot about how to make the next year’s 3MT better. We
also got a wonderful response to our call to bring the RSESS
Endowment Fund over the $50,000 finish line to bring it to
permanent status. I am very pleased to say that with a couple large
donations and company matches we were able to exceed our goal!
The Fund is intended to encourage research and training, scientific
progress, collaboration, and the modernization of the fields of safety
evaluation and regulatory toxicology. It is primarily intended to be    
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used to provide monetary awards to graduate 
students and/or postdocs and can also be used to 
help provide support for SOT programs that help 
foster the sharing of knowledge related to scientific 
progress in safety evaluation and regulatory 
toxicology. Our next step is establishing an 
Endowment Fund Committee which will be chaired by 
Annette, Skye, and Carmen with additional members 
from the RSESS membership. They will use the next 
year to create the Committee and define the 
objectives and remit.

Knowing that not everyone was able to attend the 
SOT meeting in person, we had a Virtual Meet & Greet 
on May 4th. We kept the business portion of the meeting 
brief and focused on the meet and greet, breaking 
into small groups to network. For some groups it 
was purely social, for others it was all science, and 
a bit of both for others. Everyone seemed to have a great 
time and was in favor of doing it again in the future.

In May, our Programs Committee, chaired by Claire 
Neilan and 9 volunteers from our RSESS membership 
reviewed session proposals for the 2023 SOT Annual 
Meeting in Nashville. This Committee once again did a 
fantastic job pre-reviewing and reviewing submissions 
on a short timeline. We received 22 proposals 
spanning risk assessment, hazard identification, new 
approach mechanisms (NAMs), agrochemicals, 
pharmaceuticals, and more! Please have a look into 
Claire’s article to hear more about it.

In June we were fortunate enough to have the first 
webinar of 2022 presented by Ken Hastings on the 
“Safety of COVID-19 Therapies and Vaccines”. He 
provided a great summary on all the activities and 
collaborations that occurred to bring us safe and 
effective treatment and vaccine options. Please take a 
look at Annette’s article to learn more about it. The 
session was recorded and can be accessed through 
the RSESS website under the Events tab.
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Our organization is only as strong as its membership.
Please consider looking for ways to become more
involved: volunteer for a committee, write an article
for the newsletter (take a look at the great articles
contributed by RSESS members Brent Yamamoto and
Dieldrich Bermudez), make us aware of new or draft
guidances in your area of focus so that we can share it
with broader RSESS membership, make a contribution
to the Endowment Fund (big or small, it all adds up!), 
or run for an officer role. Contact me or any of our
officers for more information on how to get involved.

Did you know that RSESS is almost 30 years old?
RSESS was established 1993 and the Executive
Committee is actively brainstorming on ways to
celebrate the milestone next year. Stay tuned!

Be well!

Kristina D. Chadwick, PhD, DABT
2022-2023 RSESS President
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Graduate Student Corner
Greetings,

It was an absolute pleasure being able to meet so many of you during the 2022 SOT Annual Meeting. Congratulations
to all of our specialty section graduate student award recipients. With that, please take advantage of planning ahead to
submit to our awards for next year and/or to participate in the Elsevier Award: Three-Minute Thesis (TMT)
Competition for 2023. As a reminder, the deadline to submit for an award ahead of the 2023 SOT Annual Meeting will
be announced in the Fall Semester. I would like to extend a warm welcome to all of our new trainee RSESS members!
Please feel free to email me with any opportunities you would like to share with the larger group, and we will be sure
to share them. Additionally, if there are any specific topics as students you would like us to cover let me know as well. I
look forward to meeting many of you throughout the year.

 Stay well and stay safe,
 Carmen Amelia Marable, MPH, RSESS Graduate Student Representative 

Thanks to a 5-year grant from Elsevier, RSESS has
created a new trainee award, the Three-Minute
Thesis (TMT). This award will serve as a new platform
for student members (undergraduate and graduate
students) to showcase their current thesis research
project within a short, 3-minute time limit.

SOT 2022 was the inaugural TMT event and we
learned a lot! Based on the submissions, the RSESS
Executive Committee convened a panel to judge the
presentations at the RSESS Mixer Event in San Diego.
Students used a graphical abstract (1 slide) to present
the basis of their research followed by Q&A.

The goal of the TMT is to provide a platform for
students to practice organizing, distilling, and
communicating their research to non-experts in a
limited timeframe (“elevator speech”). Through this
exercise, students will learn how to present their
thesis research in an effective way that highlights the
scientific question, main findings and their merit, the
overall impact to the field. Since this was our first
3MT, we ran into a couple hiccups, but all presenters
did a great job and hopefully benefited from the
specific feedback they received from the judges.

Elsevier Award: Three-Minute Thesis (TMT) SOT 2022 Winners
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Our 1st place winner was Shelby Zangari, who
presented “Daily Variation of Air Pollutants Near an
Elevated Highway in Syracuse, NY” and 2nd place
winners were Nicolas Ether, “The “Best” QT
Correction You Are Not Using?” and Naomi Kramer,
“Exposure to the Brominated Flame Retardant
Hexabromocyclododecane Results in Systemic
Changes in Polyunsaturated Fatty Acid Metabolism
Within Phospholipids of Mice”.

Interested in participating in the TMT in 2023? Be on
the lookout for the 2023 meeting award
announcements later in the year. Full details can be
found on the RSESS Awards website.

https://toxchange.toxicology.org/network/members/profile?UserKey=f07b2af5-e125-46c5-880b-16b790c3bfba
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Claire Neilan

Our Scientific Program Review Committee was especially
strong this year with 10 members providing feedback on
session proposals for the 2023 Annual Meeting. A huge thank
you to Krisa Camargo (Co-Chair), Sherleen Adamson, Dave
Allen, Bowen Huang, Mimi Huang, Bill Klaren, Matt Taylor,
Brent Yamamoto, and Joe Zhou, who were all willing to
donate their time and expertise to ensure this important
task was completed in such a short period of time.
In total the Committee received 19 proposals for pre-review;
a process whereby a committee member provides the
session chairs with feedback on their draft proposal in order
to help optimize the likelihood of endorsement. A total of 22
final proposals were received for review and endorsement
by the RSESS, covering topics such as NAMs,
pharmaceuticals, agrochemicals, and risk assessment. Many
of these proposals had been received for pre-review, and of
the 22 final proposals received, 9 listed the RSESS as their
primary endorser. The majority of these proposals were of
very high quality and the Committee subsequently endorsed
2 Continuing Education Sessions, 9 Workshops, 3
Symposiums, 3 Informational Sessions, 3 Roundtables, and 1
Education-Career Development Session.
Volunteering on this Committee is so rewarding as
ultimately we are helping to shape the agenda and content
of the Annual Meeting. Plus it is fun to get a sneak-peak into
some of the topics that will be presented and discussed at
the next meeting! In addition to weighing in on topics that
are relevant to your own work, it is also a way to be exposed
to, and learn about, Toxicology topics that fall outside of the
sector that you currently practice in. We can always use
additional volunteers, so if you have any interest in
participating on this committee or if you simply have any
questions, please contact Claire Neilan (Committee Chair) at
cneilan@ideayabio.com. See you at SOT 2023!

Program Committee 
SOT 2022 Overview

4 Society of Toxicology 2022

RSESS is forming a Communication Committee and
several volunteers from the RSESS are needed!
Multiple subcommittees including Newsletter,
Webinar, Regulatory Guidance, and Social Media
will fall under the Communication Committee. Co-
leads and members are needed for each
subcommittee.
Newsletter- RSESS compiles and publishes two
newsletters per year. Articles consist of
announcements, award winners, scientific topics,
and many others. Volunteers are sought to seek
and author articles and compile newsletter.
Webinar- volunteers are sought to seek speakers
and plan webinars of interest to the RSESS
membership.
Regulatory Guidance- subcommittee will stay
abreast of new and updated regulatory guidance
across the different sectors in the RSESS
membership. Volunteers are sought to collect and
review guidance and inform the RSESS membership
through multiple communication platforms.
Social Media- subcommittee will establish a
presence of RSESS across social media platforms
that may include LinkedIn and Twitter.
To volunteer as a co-lead or member of a
subcommittee, please email Jessica Sapiro
jmsapiro@gmail.com by August 31.

Jessica Sapiro

NEW 
Communications Committee

Proposal Review Committee -- active April to May time frame
Awards Committee -- active January to March time frame 
Endowment Committee
Communications Committee (with Newsletter, Webinar, Regulatory Guidance, and Social Media
subcommittees)

RSESS has several committees that need volunteers from the RSESS membership! These include

Descriptions for each are located throughout this newsletter. To volunteer, please email the RSESS
Executive Committee Member listed for each committee by the timeframe indicated.

Call for Volunteers for RSESS Committees

RSESS
Website
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I started my scientific career as a reproductive
physiologist/comparative endocrinologist with a focus
on the effects of xenobiotics on wildlife. We looked at
how environmental perturbations affected reproduction,
investigating effects on gene expression, tissue, and
organ systems up through population effects. The
skills/tools I learned during this tenure were the same I
utilized during my postdoctoral training, only the
questions and scope of the research changed. Instead of
a focus on the effects of xenobiotic exposure on wildlife,
the focus switched to effects of xenobiotic exposure on
humans.

I am now a mid-career regulatory toxicologist. I have
had an interesting journey and the opportunity to work
in a few different industries. Colleagues often ask what’s
different between the roles? What knowledge is
transferable? First, I have been blessed to work with
many talented individuals with wide range of expertise
who patiently taught me what they knew. The
skills/tools I came in with needed to be calibrated for
the industry I worked for. I worked for a major consumer
products manufacturer, a major food product
manufacturer, and now for mid-level chemical
manufacturer. Each position has its niche needs; along
with general regulatory toxicology functions, the safety
assessments are conducted differently in each. The
analytical skills I developed during my graduate and
postdoctoral tenure are still utilized, these are
transferable. The biology of an organism and how
exposure to compounds affects them doesn’t change.
What changed between the different positions is the
manner of the questions asked and the
sources/references utilized or needed to address them.

Regulatory Toxicologist - An Interesting Voyage Across Industries
Dieldrich S. Bermudez, PhD

RSESS Member
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My entry position out of my postdoctoral training was
in consumer products. The consumer products I refer
to are the all-purpose cleaners, disinfectants,
pesticides, and personal care items found and used
around your home. Characterizing the hazard profile
and hazard classification were the main output of my
function. Yes, some exploratory toxicology existed,
but the bread and butter were the human health risk
assessments. How does our product adversely affect
our customer, aka what are the hazards, risks, and 
 classification? The safety assessment was focused on
the final product and its use applications (and misuses)
by the customer. The emphasis was on the exposure
and potential risk a product posed to the customer. I
was taught how to use and refine exposure modeling
tools. These modeling tools helped to refine the risk
profile and better characterize the potential adverse
effects the exposure of our products’ chemistry may
pose. Exposure modeling and refinement of risk
became very useful tools in these safety assessments.
Mitigation of risk through hazard language and other
mitigating mechanisms were developed. I was part of a
moderate cohort of toxicologists specialized in human
health. Each of us had products or product classes we
supported. This allowed us to become specialized
experts on the chemistry and hazards associated with
the chemistry of our products under our stewardship.

I had reached the technical career ceiling in my
position with the consumer products company. I
transitioned into the food industry as it allowed for
upward mobility in the technical career route. The
tools I acquired in consumer products served me well
in food safety. Exposure modeling and predictive
modeling tools were still relevant, what changed was
the method by which one ensured product safety.
While the focus in consumer products was on the final
product and how the components used to make it
influenced consumer use and risk, with food the focus
was on the component. In the food arena, safety was
ensured by risk assessing the raw material/
ingredients going into the food product. By ensuring
that each ingredient was risk assessed and compliant
with specifications created for said ingredient, then
the final food product would be safe for consumption. 

continued on page 6



continued from page 5
I spent my time establishing safety threshold/limits for
heavy metals, environmental contaminants, agricultural
contaminants, and process contaminants. Understanding
good manufacturing practices (GMP) and good
agricultural practices (GAP), HACCP (Hazard Analysis
Critical Control Point) and the seven principles were new
skills I acquired and needed in the food industry. The
references I used changed from EPA/ECHA REACH to
FDA, EFSA, Codex Alimentarius, US Pharmacopeia to
name a few. But ultimately, a chemical is a chemical and
how it reacts on an individual remains consistent.

Quality also played a role in my safety assessments in the
food industry. Would a certain impurity change the taste
profile of a particular product? The product may be safe
for consumption but taste, look or feel different due to
the impurity. Sensory qualities became another variable
to considered in the safety assessment for the product.
Route of exposure and type of exposure changed in my
assessments also. Whereas acute exposure played a
larger focus in consumer products, chronic exposure
played a greater more balanced role in safety assessment
for food. Regional differences in populations for different
food types and intake also carried more weight.
Everything that touched food needed to be assessed, as
it potentially could be consumed. The packaging and
safety of the packaging also played a significant role in
safety assessment versus the consumer product. Is the
promotional package used for a particular holiday going
to increase risk of exposure via leaching or migration of
impurities from the packaging? This was less of a
concern in consumer products as exposure was generally
limited to dermal and to a lesser extent, inhalation.

Regulatory Toxicologist - An Interesting Voyage Across Industries
Dieldrich S. Bermudez, PhD

RSESS Member
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In my current position for a raw material chemical 
manufacturer, all the tools I have acquired are still 
utilized. However, the focus on safety is the hazard 
assessment for the product and the Safety Data Sheet 
(SDS) creation. Hazard assessment is my main function. 
I still play the role of risk assessor when an incident 
happens that requires a toxicological risk assessment, 
but those are less common. Predictive modeling of 
hazards for our products plays a larger role. Learning 
to leverage the publicly available predictive modeling 
tools such EPA’s Sustainable Futures tools (ECOSAR, 
T.E.S.T, EpiSuite), GenRA and the OECD Toolbox is 
needed. Here I also support the ecotoxicological 
questions that arise. As a mid-level company, we have 
fewer toxicologists on staff compared the big food and 
consumer product manufactures of the world. Having 
less staff with toxicological experience means that you 
wear many hats, fulfill many functions and not as 
specialized. Sustainability is an important element in 
my current position. Incorporating predictive modeling 
capabilities into our hazard and risk assessment 
process has been a major role of my function.

To the new and upcoming regulatory toxicologist 
reading this article, I recommend you train yourself 
with the in-silico elements of toxicology. Learning to 
leverage the various exposure modeling tools will help 
you refine your risk assessments. Predicative modeling 
is increasingly more relevant and more readily 
accepted in regulatory toxicology. The same holds true 
for non-animal alternative methods (NAMs) and in vitro 
tools. Understanding the strengths and weaknesses of 
each tool, how to use the tools and when to apply them 
will serve you well in your career, regardless of which 
industry you chose.



The opinions expressed here are those of the author and
do not necessarily reflect official FDA policy.

“Weight-of-Evidence,” or WoE, is a term that seems to
get bandied about quite frequently in the context of
regulatory safety assessments. Indeed, by my count,
there are 18 different CDER guidances that contain the
term “weight-of-evidence.” But what does the term
actually mean? It is not a term that is defined in the
Code of Federal Regulations, nor interestingly is it
defined in most of the guidances in which it appears.
Perhaps the clearest definition, at least as it relates to
the safety assessment for pharmaceuticals, comes from
a 2021 guidance, ICH S11 “Nonclinical Safety Testing In
Support of Development of Pediatric Pharmaceuticals,”
which defines the term in its glossary. A slightly
modified version that is generalized to apply to multiple
types of nonclinical risk assessment for pharmaceuticals
follows:

An approach that evaluates information from several
sources to decide if there is sufficient evidence to support
the [assessment and communication of risk] or whether
additional nonclinical testing is warranted to address
potential safety concerns. The weight given to the
available evidence depends on factors such as the quality
of the data, consistency of results, nature and severity of
effects, and relevance of the information. The weight of
evidence approach requires use of scientific judgment
and, therefore, should consider the robustness and
reliability of the different data sources.

For those interested in a broader discussion of the
principles of WoE, as it relates to the safety assessment
of chemicals, OECD has published a quite thorough
guiding principles document.

Ronald Wange, PhD, Associate Director for Pharm/Tox, OND/CDER/FDA
RSESS Member

What the Heck is “Weight-of-Evidence” Anyway?
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Developmental and reproductive toxicity risk
assessment
Immunotoxicity risk assessment
Genotoxicity risk assessment 
Carcinogenicity risk assessment
Assessment of need for dedicated juvenile animal
toxicity studies

As a method for determining whether additional,
more specialized toxicology studies are warranted
(e.g., juvenile animal, tier 2 Immunotoxicity, abuse
potential)
As a method for assessing whether all components
of a “typical” full complement of nonclinical
assessments are warranted to assess a particular
risk (e.g., developmental and reproductive toxicity
(DART), Carcinogenicity)
As a method for summarizing and communicating
risk without relying on a full complement of
“typical” empirical studies/endpoints (e.g., DART,
Carcinogenicity)
As a method of summarizing and communicating
risk, based on integrating multiple endpoints and
data elements (Genotoxicity, Immunotoxicity,
DART, Carcinogenicity)

While WoE appears in 18 CDER guidances, it primarily
appears in association with the following topics:

So how does CDER use WoE? There are basically four,
broadly overlapping, applications of WoE:

The proposed addendum to ICH S1B[WR1]  includes a
provision for the possibility of foregoing the conduct
of a 2-year rat bioassay when a thorough WoE analysis
indicates that the rat study is unlikely to provide value
in assessing the human carcinogenic risk. Once
adopted by ICH and implemented by the FDA, I expect
that there will be a whole lot more discussion about
WoE.

https://www.fda.gov/media/148478/download
https://www.oecd.org/chemicalsafety/risk-assessment/guiding-principles-and-key-elements-for-establishing-a-weight-of-evidence-for-chemical-assessment.pdf
https://database.ich.org/sites/default/files/ICH_S1BR1_Step2_DraftGuideline_2021_0510.pdf


In 2002, the Food and Drug Administration (FDA)
finalized (and Congress authorized) new regulations,
21 CFR 314.600-650 and 21 CFR 601.90-95, that allow
the approval of drugs and biological products for life-
threatening chemical, biological, radiological, and
nuclear (CBRN) agents. Under these regulations, FDA
can grant approval based on evidence of effectiveness
from studies in well controlled and characterized
animal models that represent the human course of
disease in place of human clinical trials. These
regulations are generally referred to as the Animal
Rule (AR) and were implemented to provide a path to
licensure for drugs where human efficacy studies
would be unethical or not feasible.

In 2015, FDA published “Product Development Under
the AR Guidance for Industry” to provide current FDA
thinking. For new drugs and therapeutic biologics,
human dose selection requires careful consideration
of many factors. A fundamental aspect is that it is
based on a safe human dose or regimen that confers
an exposure that exceeds, ideally by several fold, the
exposure associated with maximal efficacy established
in animals. Although this efficacy approach is different
when compared to standard approval pathways, the
expectation of establishing nonclinical and clinical
safety by traditional means is still a core element for
product development. An AR development plan
typically includes clinical trials in healthy humans to
evaluate safety and pharmacokinetics over a range of
doses followed by the generation of a healthy human
volunteer safety database at the to be marketed dose
for approval. Traditional Investigational New Drug
(IND) enabling nonclinical toxicology studies are 

Safety Perspectives for Developing Animal Rule Drugs for Life-
threatening Chemical, Biological, Radiological, and Nuclear Agents

Brent Yamamoto, PhD, DABT
RSESS Member
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normally needed to provide adequate safety data to
support initiation of these studies in humans. The
requirements for these toxicology studies are routine,
with requirements outlined in International
Conference on Harmonization (ICH) S6 Addendum for
biotechnology derived products directed at foreign
targets (bacterial, viral, etc.) and ICH M3(R2) for small
molecules. Under AR, a standard development pathway
is also followed for Chemistry Manufacturing and
Controls (CMC). Over the course of development, CMC
changes or modifications are assessed for potential
toxicological and efficacy impact(s) through
extrapolation of animal findings to that of humans.
However, since CBRN agents are indiscriminate,
additional studies may be needed to support their use
in special populations (children, elderly, hepatic/renal
impairment).

Although efficacy determination is the primary aim for
nonclinical AR efficacy studies, they are also assessed
for emerging or exacerbated safety signals. As an
example, the drug developer for Raxibacumab, a
monoclonal antibody for inhalational anthrax, was
required to investigate an adverse finding in an animal
efficacy model and elucidate the pathophysiology and
relevance to humans via a risk assessment. In initial
animal studies, the central nervous system (CNS)
lesions typically associated with anthrax disease were
determined to be higher in incidence and severity in
Raxibacumab non-surviving animals compared to non-
surviving placebo animals. Health Authority review of
these results prompted the Sponsor to further
characterize the brain pathology and CNS findings
(2009 FDA Anti-Infective Drugs Advisory Committee). 

continued on page 8
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It was ultimately determined that the increased
incidence of CNS lesions was not likely evidence of a
Raxibacumab safety finding, but rather more likely the
consequence of the inability of the monoclonal
antibody to cross the blood-brain barrier (BBB) until
BBB breakdown occurs in the later stages of anthrax
disease (Raxibacumab FDA Drug Approval Package BLA
125349). This example illustrated that the AR
requirements can be dynamic and campaigns to
address issues like these can contribute to extending
out approval timelines (about 2 years for Raxibacumab).
Since the AR development paradigm is unique to the
disease and heavily reliant on an accepted animal
model, the impact of changes or shortcomings of the
animal model require the toxicology strategy to be agile
to address a variety of scenarios.

Another consideration for the drug developer in the AR
space is the unfortunate and untimely emergency
where an AR development plan can be abruptly
sidelined. In this scenario, the drug supply intended to 

The field of science and toxicology is undergoing a paradigm shift to a predictive, mode-of-action- focused
discipline. Our specialty section fundamentally supports advancing the science of safety evaluation and regulatory
toxicology to creating a safer and healthier world. In September 2018, under Marie Fortins’ presidency the section
created the Future of Regulatory and Safety Evaluation Endowment Fund to encourage research, training, scientific
progress, collaboration, and modernization within the fields of safety evaluation and regulatory toxicology. The
focus of the fund aligns with the trajectory of our field-- this endowment will provide support to graduate students
and/or postdocs based on scientific excellence and scientific progress toward novel, better, and fit for purpose
approaches to safety evaluation and regulatory toxicology.
Today, I am thrilled to announce that this fund has now reached the requirements for permanency by the SOT`s
rules with more than $50,000 funds raised.
I`d like to sincerely thank all those who contributed and who trust in the need to invest in building our future of
regulatory and safety evaluations.
With that, you have given us an even stronger mandate to bring this endowment fund to life. A small committee is
assembling to provide guidance on strategic use of the funds and to create a clear charter as we move forward.
Please reach out to me if you like to join the committee or share your ideas and experiences. We would like to hear
from you as we are creating the future of RSESS. Trainees are welcome to join this committee alongside our postdoc
and graduate student reps. I would be immensely appreciative if you consider making a contribution and help us
keep the momentum. You can find more information about the Fund and can contribute using the online giving
system here.

Annette Körner, PhD, DABT, RSESS President 2021-2022

RSESS Endowment Fund

enable healthy human or animal studies could be diverted
to a public health emergency such as an outbreak or
intentional release. In this situation, it is important to
consider plans for a rigorous field trial that can be pre-
positioned and employed to determine safety and
efficacy in humans. Inmazeb and Ebanga for Zaire
Ebolavirus, are recent examples of swift approvals after
completion of a controlled trial and expanded access in
West Africa. It is important to note that if these field
efforts are ill-conceived or unsuccessful, the drug
development program could become protracted with an
exhausted drug supply at the conclusion of the
emergency without any significant development progress
and opportunity cost for the drug developer.

In conclusion, AR is a vital and evolving regulatory
pathway. As of today, 16 drugs and biologic CBRN medical
countermeasures have been successfully developed and
approved by FDA under AR with many more candidates
currently under development to address unmet medical
needs and threats to national security.

Safety Perspectives for Developing Animal Rule Drugs for Life-
threatening Chemical, Biological, Radiological, and Nuclear Agents

Brent Yamamoto, PhD, DABT
RSESS Member
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RSESS Webinar: 
Safety of COVID-19 Therapies and Vaccines

Kenneth L. Hastings, DrPH, DABT, ATS 
On June 21rst, 2022 we had the great pleasure to hear from Ken Hastings about the 
Safety of COVID-19 Therapies and Vaccines. This was our first webinar for 2022 after 
postponing this event due to technical difficulties in May. We enjoyed a terrific talk 
from Ken spanning both the sequence of events that unfolded when the pandemic 
gradually took hold of the world as well as the scientific avenues, strategies and 
collaborative efforts to find treatment options. This was a team sport where 
academia, companies and regulators worked closely together to enable safe and 
effective treatment options. This journey was critical to bring efficient vaccines to 
communities around the globe as fast as possible.

While this story sounded like a dense dive through a long history of science and safety 
assessments, it was astonishing to reflect upon the fact that the timescale was only a 
few years. Our new normal to date through the pandemic and into the foreseeable 
future may be defined by collaborative approach and swift pace. 

As such, we were honored to have so many of you joining this event with more than 
300 colleagues registered and about 140 colleagues present during the live session. 
Your participation enabled a rich and lively expert discussion after the presentation. 
The session has been recorded and access can be requested via the SOT office for 
those of you who had not registered.

A big THANK YOU again to Ken for sharing all his knowledge and insights with us.

We are looking forward to designing the next Webinar for you in 2022. So please let 
us know your hot topics of interest.

RSESS EVENTS

Please consider a donation to the RSESS Endowment Fund

10 Society of Toxicology 2022

Contributions to the RSESS Endowment Fund will be used primarily to provide a monetary award(s) to graduate students
and/or postdocs based on scientific excellence and scientific progress toward novel, better, and fit for purpose, modern
approaches to safety evaluation and/or regulatory toxicology. It can also be used to help provide support for Society of
Toxicology programs that help foster sharing of knowledge related to scientific progress in the fields of safety evaluation
and/or regulatory toxicology.

To donate – please visit the RSESS website: SOT RSESS | Endowment Fund (toxicology.org)

You can access the online giving system or download the Donation Form to make a gift to the Future of Regulatory and
Safety Evaluation Endowment Fund. Do you work in industry? Please check whether your company matches donations. 
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