
 

 

By: Edward V. Ohanian 

PhD 

Dear Colleagues, 
Greetings and welcome to 

the SOT’s Regulatory and 

Safety Evaluation Specialty 

Section (RSESS) Fall 

Newsletter.  I am taking this 

opportunity to share with 

you some of RSESS’ past accomplishments/success 

stories while introducing some new activities of interest 

to you. 

RSESS had another great presence at the SOT’s 56th 
Annual Meeting and ToxExpo in Baltimore, Maryland 
in March 2017. The Annual Meeting was a well-
deserved break from our daily chores and was packed 
with more activities than any of us could possibly 
attend.  It was so impressive to see how some of our 
attendees coped with the inclement weather in 
Baltimore.  Our RSESS reception was, as always, 
fabulous and well attended.  Our formal ceremony for 
student travel, graduate/postdoctoral, and best paper 
awards was full of excitement and appreciation.  The 
“Great Debate” entitled “Is High-Throughput Data Ready 
for Applications in Safety and Regulatory Assessments?” 
was a big success. The debaters on the Pro side were– Dr. 
Thomas Hartung, John Hopkins Bloomberg School of 
Public Health and on the Con side, Dr. A. Wallace Hayes, 
Harvard School of Public Health. Our dynamic moderator 
was Dr. Michael L. Dourson, President of RSESS and 
Professor, Risk Science Center, University of Cincinnati.  
Following the debate, the floor was open to the 
membership and there was interesting discussion on the 
role of toxicology in informed decision making. Our 
RSESS Breakfast Seminar was very well attended despite 
an early start time of 6:30 AM.  Speakers Jan Willem van 
der Laan, Federal Agency for Medicines 
and Health Products (FAMHP) of Belgium; and Lutz 
Mueller, Hoffman La Roche, discussed changes in EMA 
regulatory guidance document for risk mitigation in first-
in-human study as a result of the clinical trial with BIA10-
2474 (a fatty acid amid hydrolase inhibitor for treatment of 

pain) in France (Jan 2016).   Also, the speakers discussed 
the first-in-human study that resulted in severe adverse 
events related to CNS changes.   As far as RSESS special 
webinar series, on February 23rd, Dr. Lesley V. 
D’Anglada, U.S. Environmental Protection Agency 
(USEPA), Office of Science and Technology, Office of 
Water gave a very timely webinar on "USEPA’s 
Guidelines and Other Related Activities for 

Cyanotoxins".   

(Continued on page 2) 
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RSESS Executive Committee (EC) advocated, in partnership with the Risk 
Assessment Specialty Section (RASS), for an Associate Editor for Toxicological 
Sciences who had experience in risk assessment.  Our objective was to increase 
publications related to risk assessment in this critical journal.  As a result of our 
efforts, Dr. Michael Dourson was appointed an Associate Editor, and we have 
already seen at least one risk assessment paper accepted for publication in this 
journal. Bravo RSESS and RASS for a job well done! 

RSESS supported the SOT and US EPA co-Sponsored meeting on Contemporary 
Concepts in Toxicology meeting titled: “Toxicoepigenetics: The Interface of 

Epigenetics and Risk Assessment,” that was held on November 2–4, 2016 in 
Tysons, Virginia. This conference included cutting-edge research on the role of 
the epigenome as a central mechanism linking environmental exposures to adverse 
health outcomes. Following a summary of current data, the focus shifted to 
presentations outlining both a model for the use of epigenetic and epigenomic data 
from mechanistic studies and identifying current limitations to the incorporation 
of epigenetic data into future risk assessment paradigms. 

Let’s look at some of our future efforts of interest to you. We are very proud of 
our popular “RSESS Student Travel Award Program” which encourages graduate 
students and postdoctoral scholars with research applicable to regulatory 
toxicology or safety evaluation to apply for RSESS travel awards. However, we 
are renaming this single award announcement and separating it into the following 
2 award categories: “RSESS Graduate Student Excellence Award” and “RSESS 
Postdoc Excellence Award”. These awards will help the recipients to defray the 
cost of attending the SOT Annual Meeting. Please spread the news regarding these 
awards. As far as our “Best Published Paper Award”, we will continue it for 
coming years under a new title “Best Paper of the Year Award”.  For more 
details on requirements and deadlines related to these awards, please visit this 
website’s “Awards” section and/or contact any of the members of RSESS’ EC. 
Coming attraction on Friday, September 29, 2017 at 11:30 am EDT. The 
RSESS EC will be hosting a webinar on “Updates to FDA’s GLP 
Regulations”, By Dr. Mark Seaton, PhD, US FDA. The webinar will focus on the 
Good Laboratory Practice regulations (GLPs; CFR Title 21, Part 58) for 
nonclinical laboratory studies which were established by the FDA in 1978. GLPs 
provide a framework to ensure the quality and integrity of data generated from 
nonclinical laboratory studies.  
 
I know you have heard from me before when I first assumed the presidency of 
RSESS. Please don’t hesitate to participate in RSESS activities and feel free to 
contact any of our officers and councilors with your thoughts, suggestions, and/or 
recommendations. The members of EC are: Marie Fortin (Vice President), Anne 
Loccisano (Vice President-Elect), Amy Roe (Secretary/Treasurer), Norman Kim 
(Councilor), Monique Williams (Graduate Student Representative) and Greg 
Smith (Postdoctoral Representative).  RSESS needs you!  
 
Be well! 
 
Edward V. Ohanian, PhD 
 
September 2017 

 
 

(Continued from page 1) 

mailto:marie.c.fortin@gmail.com
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Evolution of Chemical-Specific Adjustment Factors Based on Recent International Experience  
 
A recent project was undertaken under the WHO Chemical Risk Assessment Network to review and 
summarize the state-of-the-science related to Chemical Specific Adjustment Factors (CSAF) application 
in chemical risk assessment in the period since the 2005 WHO guidance on this topic was published. A 
Working Group of experts from Network institutions carried out an analysis of more than 100 examples 
of chemical risk assessments obtained from global regulators or from the published literature. A 
summary of the lessons learned and the challenges associated with CSAF development and regulatory 
acceptance identified from the analysis of these examples was recently published in an article in the 
journal Critical Reviews in Toxicology by Bhat et al (2017) entitled “Evolution of Chemical-Specific 
Adjustment Factors (CSAF) based on recent international experience; Increasing utility and facilitating 
regulatory acceptance”. The open-access manuscript and supplemental tables collating the 100+ 
examples can be found here: http://dx.doi.org/10.1080/10408444.2017.1303818. The original, 2005 
WHO/IPCS guidance is found here:  
http://www.who.int/ipcs/methods/harmonization/areas/csaf/en/  

 
US EPA Releases Materials for Cyanobacterial Bloom Management in Recreational Waters 
 
US EPA has released a suite of materials to assist recreational waterbody managers in protecting public 
health during harmful algal bloom (HAB) caused by cyanobacteria.  Some blooms are capable of 
producing toxins, called cyanotoxins, which can harm humans and animals, affect drinking water 
sources and impact local economies. Public health officials and outdoor water recreational managers can 
use EPA’s online resources to develop a cyanotoxin monitoring program, communicate potential health 
risks to the public, and address HABs outbreaks. 
View the materials at: https://epa.gov/nutrient-policy-data/monitoring-and-responding-cyanobacteria-
and-cyanotoxins-recreational-waters  
For more information on cyanobacteria and their toxins in recreational waters please visit the EPA's 
CyanoHABs Website at https://www.epa.gov/nutrient-policy-data/guidelines-and-
recommendations#what3 
 
______________________________________________________________________________ 

 

HOT TOPICS  

http://dx.doi.org/10.1080/10408444.2017.1303818
http://www.who.int/ipcs/methods/harmonization/areas/csaf/en/
https://epa.gov/nutrient-policy-data/monitoring-and-responding-cyanobacteria-and-cyanotoxins-recreational-waters
https://epa.gov/nutrient-policy-data/monitoring-and-responding-cyanobacteria-and-cyanotoxins-recreational-waters
https://www.epa.gov/nutrient-policy-data/guidelines-and-recommendations#what3
https://www.epa.gov/nutrient-policy-data/guidelines-and-recommendations#what3
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Just launched: Chemical Mixtures in Source-water and Drinking-water 
  
Drinking-water and its sources invariably contain a number of chemicals, as a result of both natural 
occurrence and as a consequence of human activity. As the number of chemicals being detected in 
source water and drinking-water grows, it raises the question of whether substances should be 
considered individually or together, for risk assessment and management, as well as for regulatory 
purposes. 

  
Left: The formal launch of ‘Chemical Mixtures in Source water and Drinking-water’ took place at the 
Network meeting. Posing with the new document are (from left) Tina Bahadori, US EPA; Betty Meek, 
University of Ottawa; Carolyn Vickers and Richard Brown, WHO IPCS. 
This document provides an overview of available tools and practical recommendations to support the 
assessment and management of risks to human health associated with chemical mixtures in drinking-
water and its sources. The guidance builds upon the World Health Organization’s International 
Programme on Chemical Safety framework on combined exposures to multiple chemicals. The 
framework supports priority setting for assessing and managing chemical mixtures and its use is 
illustrated through a number of case studies relevant to the source water and drinking-water context. 
The document was launched on 20 June at the WHO Chemical Risk Assessment Network Meeting, 
being hosted by the European Food Safety Authority in Parma, Italy. 
http://www.who.int/water_sanitation_health/publications/chemical-mixtures-in-water/en/ 

   

HOT TOPICS (continued) 

file:///C:/Users/roe.al/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/07X1J7LS/www.who.int/water_sanitation_health/publications/chemical-mixtures-in-water/en/
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________________________________________________________________________________________________________ 

New updates to USEPA's Report on the Environment  

 

EPA recently released three updates to its online Report on the Environment (ROE). The latest changes 

include:  

 

1. Three updated video guides to help navigate the website 

2. A new drinking water "Featured Indicator" on the homepage 

Updated data for 31 indicators 
 

The ROE, which the agency released in 2015, is an interactive resource showing how the conditions of 

the environment and human health in the United States are changing over time. Over 80 indicators 

detailing the status or trend of various aspects of the nation’s environment or human health are 

organized into five themes – Air, Water, Land, Human Exposure and Health, and Ecological Condition.   

 

Visit EPA's Report on the Environment to explore the latest updates. 

 

HOT TOPICS (continued) 

https://cfpub.epa.gov/roe/
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The annual RSESS reception at the SOT Annual Meeting in Baltimore was one of our most highly 
attended; nearly 200 people in attendance!  RSESS President Michael Dourson called the meeting to 
order at 6:00 PM on March 14, 2017.  Several awards were given to 
graduate students, postdoctoral students, and the highly coveted Best 
Paper of the Year Award.  For the names of the winners please see 
listings and details elsewhere in this newsletter.   

 

Once the business-end of the meeting was completed and awards 
presented, the attendees were treated to “The Great Debate,” between Dr. 
Thomas Hartung, MD, PhD, John Hopkins Bloomberg School of Public 
Health (Pro), and Dr. A. Wallace Hayes, PhD, DABT, Harvard School of 
Public Health (Con).  President Michael Dourson, PhD, DABT served as 
moderator.  This year’s topic was related to the application of high-
throughput screening data to safety and regulatory assessments. The 
debate led to interesting discussion both during the debate and from the 
floor afterwards.  (picture at right: Dr. Hayes at podium as Dr. Hartung 
looks on)  

Now Announcing the New RSESS  

Best Published Paper Award! 
 

The Regulatory and Safety Evaluation Specialty Section (RSESS) would like to recognize talented 
researchers who have recently published exceptional papers that contribute to the field of regulatory 
and safety evaluation in toxicology. 

This year’s Best Published Paper Award goes to the following paper. 

 

Title: Approaches for describing and communicating overall uncertainty in toxicity characteri-
zations: U.S. Environmental Protection Agency's Integrated Risk Information System (IRIS) as 
a case study. Environment International 89–90 (2016) 110–128 

 

Authors: Nancy B. Beck (a), Richard A. Becker (a), Neeraja Erraguntla (b), 
William H. Farland (c), Roberta L. Grant (b), George Gray (d), Christopher 
Kirman (e), Judy S. LaKind (f,g,h), R. Jeffrey Lewis (i), Patricia Nance (j), Lynn H. 
Pottenger (k), Susan L. Santos (l), Stephanie Shirley (b), Ted Simon (m), Michael 
L. Dourson (j) 

Recap of the 2017 SOT Annual RSESS Meeting Reception 

RSESS  

Best Published 
Paper Award 
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A number of early morning risers made it to the annual 
RSESS Breakfast Seminar, held at 6:30 AM on March 15.  
This year’s speakers included Jan Willem van der Laan from 
the Federal Agency for Medicines and Health Products 
(FAMPHP) of Belgium; and Lutz Mueller, from Hoffman La 
Roche.   
 
The gentlemen discussed recent changes to the EMA 
regulatory guidance document for risk mitigation in First-in-
Human studies.  These changes came about as a direct result 
of the clinical trial conducted in France in January of 2016 
with BIA10-2474 (a fatty acid amid hydrolase inhibitor for 
treatment of pain).   
The speakers described this particular study 
and the severe adverse events related to CNS effects. 
 
 

 

CONGRATULATIONS DR. ED OHANIAN!!!! 
It is our pleasure to announce that Dr. Edward Ohanian, Associate Director for Science at the US EPA, 
has been named as an Associate Editor for Toxicological Sciences.  The expertise that Dr. Ohanian 
brings to the journal, particularly in the area of risk assessment will be of great benefit to our specialty 
section.   

 

LET’S KEEP ED BUSY WITH JOURNAL SUBMISSIONS! 

2017 SOT Annual Meeting Breakfast Seminar 
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Title WEBINAR 

The RSESS Executive Committee will be hosting a webinar scheduled for Friday, September 29, 
2017 at 11:30 am EST. 

The Title of the Webinar is: Updates to FDA’s GLP Regulations 

  

Duration: 1 hour 15 minutes 

  

Speaker: Mark Seaton, PhD, US FDA 

  

The Good Laboratory Practice regulations (GLPs; CFR Title 21, Part 58) for nonclinical laboratory 
studies were established by the FDA in 1978. GLPs provide a framework to ensure the quality and 
integrity of data generated from nonclinical laboratory studies.  
 
As a continued modernization process in pharmaceutical evaluation and development, the FDA has 
recently proposed updates to the GLP regulations. This webinar will present these revisions in the GLP 
regulations and the rationale for these changes.  
 
Registration is required for this event. 

  

We look forward to your participation! 

 

SOT Award Season is Upon Us! 
 

It’s not too early to get your RSESS award application ready!  This year RSESS rejuvenated its award 
programs with Excellence Awards specifically for the Graduate Student and Postdoctoral Fellows.  In 
addition, RSESS continues to award the “Best Paper of the Year” award to a deserving first author.    

 

The application for the best paper award is due on December 15 to Dr. Anne Loccisano. Nominations 
should include a one page summary of the paper’s contribution to the science of regulatory and safety 
evaluation and a copy of the article for which the nomination is being made.  

 

The Graduate Student and Postdoc Excellence Award applications are due on January 5th to Dr. Marie 
Fortin.   The application must include the application form, the abstract of the work that you will be pre-
senting at the SOT meeting, and a letter of recommendation from your advisor.  The research presented 
must be applicable to regulatory toxicology or safety evaluation and the applications will be judged on 
the quality of the abstract and synopsis, relevance to the field, and strength of the support letter.  

 

Applications must be submitted to the following email address: RSESS.AWARDS@GMAIL.COM.  All 
details are available on our website.   We are looking forward to reviewing your applications!!! 

https://aim-hq.webex.com/aim-hq/onstage/g.php?MTID=ed0eb683bca1e5a7ebe369d4ed58f08a0
mailto:RSESS.AWARDS@GMAIL.COM
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Now Announcing the 2017 RSESS Student Travel Award! 
 

The following were presented awards at the 2017 Annual SOT Meeting: 
 
 

Postdoctoral Awards: 
 
Dr. Todd Andrew Townsend, USDA, The Development and Validation of EpiComet-Chip, a 
Modified High-Throughput Comet Assay for the Assessment of DNA Methylation Status. 1335: Poster 
Board – P 626 (March 13 – 9:30 AM – 12:45 PM) 
  
Dr. Joe Cichocki. Texas A&M. Non-Alcoholic Fatty Liver Disease as a Modifier of Perchloroeth-
ylene-Induced Toxicity. 2512: Poster Board – P 319 (March 15 – 9:30 AM – 12:45 PM) 

  
Dr. Sarah E. Thacker. University of North Carolina at Chapel Hill. Optimization of Methods to 
Enrich Hepatocytes-Derived Exosomes for the Identification of Novel DILI Biomarkers. 2511: Poster 
Board – P 318 (March 15 – 9:30 AM – 12:45 PM) 
 
Graduate Student Awards: 
 
Mr. Brett Winters.  University of North Carolina at Chapel Hill. In Vitro 
Toxicity Screening Techniques for Volatile Substances Using Flow-Through 
System. 2774: Poster Board – P 142 (March 15 – 1:15 PM – 4:30 PM) 

  
Ms. Rosa Chan. University of California at San Francisco. Examining the 
Role of MRP3, MRP4 and BSEP Inhibition Individually and Synergistically 
and their Relationship to DILI. 2507: Poster Board – P 314 (March 15 – 9:30 
AM – 12:45 PM) 

  
Ms. Nikaeta Sadekar. St. John’s University in New York. Orally Adminis-
tered Ras Sindoor-Mediated Renal Toxicity in Male Sprague-Dawley Rats. 
2103: Poster Board – P 321 (March 14 – 1:15 PM – 4:30 PM) 
  
 Ms. Esther Omaiye. University of California at Riverside.  Counterfeit 
Electronic Cigarette Refill Fluids: A New Public Health Concern. 1281: Poster 
Board – P 504 (March 13 – 9:30 AM – 12:45 PM) 
  
 

 
 

RSESS 

Student  

Travel Award  

2017 

Coming up at the next SOT Annual Meeting:   

RSESS first Mentoring Lunch and Learn! 
Come join us for a casual lunch and the opportunity to chat with individuals working in 
the fields of safety evaluation and regulatory toxicology.  Keep an eye out for all the 
details and registration information in our next newsletter.   
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Biosketch of Our New Officers 

Norman N. Kim, MS, DABT, ERT 

Norman is currently a Senior Director of Nonclinical Safety Assessment at Roivant Sciences, Inc.  He 
has over 25 years of experience in the pharmaceutical industry and nonclinical safety.  Norman was 
previously employed at Biogen as a Director of Preclinical Safety and worked on building the discovery 
toxicology group and advancing development programs in neurology and immunology; at Inotek 
Pharmaceuticals as the head of preclinical development working on ophthalmology programs; at 
Sepracor as a Director of Toxicology in coordinating pulmonary and CNS programs; at Alkermes where 
he provided preclinical research and development support in various capacities on drug delivery of 
proteins and small molecules; and at Arthur D. Little where he was a study director in genetic 
toxicology.  He is familiar with all facets of nonclinical safety studies; has worked on numerous 
regulatory submissions including INDs in the US and CTAs and CTNs internationally; and has been 
involved in successful filing of several NDAs and MAAs that included approvals of five major products.  
Norman received his MS degree in biomedical science specializing in toxicology from Northeastern 
University and a BA degree in biology from University of Rhode Island.  He is certified by the 
American Board of Toxicology (ABT) and is a European Registered Toxicologist (ERT) through UK 
Register of Toxicologist.  

Norman has participated on various regulatory and preclinical safety-related committees including 
Preclinical Development Expert Group (PDEG) within the European Federation of Pharmaceutical 
Industry and Association (Efpia), the PhRMA’s Limited Duration Key Initiative Team (LD KIT) for 
ICH S1 working group, and various subcommittees within the Health Effects Safety Institute (HESI).  
Within Efpia, he has participated in several regulatory workshops with Preclinical Assessors from 
Health Authorities in Europe.  Norman has also actively volunteered in various not-for-profit 
organizations to give back to the field of toxicology for many years.  He currently serves on the Board 
of Directors at ABT; in addition to the Board duties, he is the Treasurer and Chair of the Recertification 
Committee.  He has been a member of the Society of Toxicology (SOT) and Northeast SOT since 1995; 
and is currently a Councilor on the Regulatory and Safety Evaluation Specialty Section within SOT.  He 
has been a member of the American College of Toxicology (ACT) since 2001, and has served in 
numerous capacities for the ACT which included key positions of Councilor and Treasurer, and 
participated on various committees (Nominating, Membership, Finance, Publication, Resource, 
Program, and Endowment).  He has organized and chaired numerous symposia and continuing 
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Biosketch of Our New Officers 

Anne E. Loccisano, PhD, DABT 
Vice-President Elect 

Dr. Anne Loccisano is currently a consultant with Exponent, Inc in Alexandria, VA, where her work 
includes safety evaluation, risk assessment, regulatory compliance, and toxicology activities for a 
number of agents, including pesticides, metals, consumer products, and pharmaceuticals.  After 
receiving her PhD in chemistry from Duquesne University in 2007, she was a postdoctoral fellow at The 
Hamner Institutes (2008-2011) where her work focused on the development of PBPK models to aid in 
risk assessment for perfluorinated surfactants.  She was an ORISE fellow in the IRIS/NCEA division of 
the USEPA (2011-2012), where her work involved review, integration, and synthesis of toxicological 
data as well as development of PBPK models for chemicals of agency concern, and she has worked in 
the consumer products industry (Reynolds American), where her responsibilities included safety 
assessment and regulatory compliance.  Dr. Loccisano has authored or co-authored nine peer-reviewed 
journal articles and book chapters and has been an SOT member since 2009.  She obtained DABT 
certification in 2013.   

She served as the postdoctoral representative of the Risk Assessment Specialty Section of SOT (2009-
2012), postdoctoral representative of the Continuing Education Committee (2009-2010), and Councilor 
of the Postdoctoral Assembly of SOT (2010-2011), and on the ToXchange task force (2011-2014). She 
is currently the VP-Elect of the Regulatory and Safety Evaluation Specialty Section of SOT and also 
serves as a Councilor for the Biological Modeling Specialty Section of SOT.  

Dr. Loccisano actively contributes to the toxicology community as a reviewer for peer-reviewed 

journals, participating as a mentor through the SOT Chat with an Expert Program, and as a reviewer of 

SOT session proposals, abstracts, and publications for various awards given by component groups.  She 

recently served as a peer reviewer on the USEPA panel for Proposed Modeling Approaches for a Health

-Based Benchmark for Lead in Drinking Water.  
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Biosketch of Our New Officers 

Gregory J. Smith, PhD 
Postdoctoral Representative 

Dr. Smith is an NIEHS postdoctoral trainee in toxicology at the University of North Carolina Chapel 
Hill. His academic research focuses on the mechanisms of ozone induced allergic airway disease and 
identifying genetic determinants of susceptibility to ozone induced pulmonary toxicity. Prior to his 
position at UNC, he received a B.S. in biochemistry with a minor in pharmacology from the University 
of Vermont (2011) and a PhD in Pharmaceutical Science from the University of Connecticut (2015).  
 
Dr. Smith has been an active member of SOT since 2011, and a member of the Inhalation and 
Respiratory and Mechanisms Specialty sections of SOT.  While at the University of Connecticut, he 
served as graduate student representative for the Northeast Regional Chapter of SOT and a member of 
the SOT Graduate Student Leadership Committee. At UNC, he serves as postdoctoral representative for 
the Curriculum in Toxicology T32 executive committee. He is a recipient of travel awards from SOT, 
Northeast SOT, and the American Thoracic Society, and received the Gabriel L. Plaa Education award 
from the Mechanisms Specialty Section. 


