September 2016

Northern California

President’s Message

It has truly been a pleasure to serve as the
President of Northern California Regional Chapter
of the Society of Toxicology over the past several
months and has been an honor to work with its
enthusiastic and energetic Board of Directors
who are, despite their busy lives, working hard to
make sure our members enjoy a fruitful and fun
experience. Please join me in recognizing and
welcoming the exceptional board members of
this vibrant chapter. NorCal SOT always seeks
active and dedicated members who truly want to
be involved in this chapter’s activities and build
upon the outstanding legacy of our predecessors. Elections will be coming up in
December. If you would like to be a part of the NorCal SOT Board or like to
nominate a colleague please contact Eric Harstad for details.

You are more than welcome to contact us with suggestions by simply clicking on
a board member’s name provided on the right panel of this newsletter.

| first started serving this Chapter four years ago as the K-12 NorCal SOT Liaison
to the National SOT Education Committee during which | was asked to organize a
K-8 event. This event was held at the Berkeley Lawrence Hall of Science the
Saturday before the 2012 SOT Annual Meeting, and it was attended by more
than 500 young and impressionable elementary students and their enthusiastic
parents who wanted to learn about toxicology. | was assisted by the wonderful
and bright students of the University of Berkeley undergraduate toxicology
student association (ToxSa) who designed and developed our experiments and
activities for the day. Since then, NorCal SOT and ToxSa have joined to continue
K-12 education outreach year after year. This year, SOT did not allocate
resources to support K-12 outreach. Regardless of this change in SOT funding,
NorCal SOT Board believes in the importance of introducing toxicology to
children at an early age and has decided to continue its support for K-12
outreach. After serving as the Chair for K-12 outreach for 3 years | finally passed
the baton to our K-12 enthusiast VP, Doris Zane. If you are interested in
supporting or volunteering for upcoming K-12 outreach, please contact Doris
Zane.

Our symposia have always been successful and well attended thanks to the
participation of our members and sponsors. As always, we will host two
symposia, one on October 18, 2016 and the other in April 27, 2017. Both
symposia will focus on current topics in the field of toxicology and will feature
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speakers from around the Bay Area as well as nationally recognized experts.
Doris Zane is spearheading the organization of the Fall 2016 symposium which is
titled: “Heart & Soul...and Bugs: A look at Cardiovascular Safety Pharmacology
and Infectious Disease”. Doris is putting together an outstanding panel of
speakers who will address diverse topics in infectious disease and cardiovascular
safety pharmacology. You can find details on page 3. This year we are also
joining forces with the Pharmaceutical and Bioscience Society-San Francisco Bay
(PBSS, formerly known as CACO) to help advertise our event to the entire Bay
Area and also to consider future joint meeting with this society. This is a great
opportunity for NorCal to reach out to a larger audience and bring to its
members access to cutting-edge science from around the Bay Area and beyond.
Kathryn Page is already planning for the Spring Symposium and she is open to
suggestions for topics, themes, and speakers, so please contact her if you have
ideas or want to participate.

The Spring 2016 symposium was well attended and our speakers highlighted
advances in genetic and epigenetic toxicity testing and large molecule
therapeutics, with an emphasis on anti-drug conjugates.

This year we will continue with the Preclinical Drug Safety Dinners. This forum
fosters scientists from around the Bay Area to come together in a small group to
discuss issues and current advances in their specific fields. This event is led by
one of NorCal’s Past Presidents, Jeff Tepper. We will announce the topic for the
spring meeting soon.

NorCal SOT has very energetic postdoctoral (Alicia Taylor) and graduate student
(Samantha Faber) representatives who are hard at work in setting up mentoring
and networking events with SOT Professionals for our young toxicologists. If you
are interested in serving as a mentor or participating in the fall networking event
at UC Davis, please contact them.

We publish at least two newsletters a year. We are interested in publishing
short scientific articles on current issues or topics of interest. Howard Stock leads
the Newsletter team. | encourage you to contact him if you would like to
contribute to the next Newsletter.

NorCal SOT is a vibrant and extremely active chapter of SOT but this would not
have been possible without the help of over 400 members. We would like to
expand this membership. Please encourage your colleagues to become
members! Rod Prell leads the new membership drive. If you know of anyone
who is interested in joining the chapter, please refer them to Rod.

Last but not least, my heartfelt gratitude goes to all of our sponsors! Your
sponsorship goes a long way in funding the chapter’s activities. Sponsorship
drives occur prior to each symposium. If you are interested in becoming a
sponsor, please contact Julie Rider our treasurer to learn more about how your
sponsorship can contribute to the continued growth and success of the chapter.
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| look forward to your participation and continued support,

Warm regards,

Toufan Parman, PhD, DABT
President, Northern California SOT Regional Chapter

SAVE THE DATE!!
October 18, 2016

NorCal SOT Fall Symposium
Heart & Soul...and Bugs:
A Look at Cardiovascular Safety Pharmacology

and Infectious Disease

Venue: South San Francisco Convention Center
South San Francisco, CA

We hope that you will join us!

Topics and Speaker List

CV Safety Pharm
Mathew Brock: Genentech
Steve Tichenor: Charles River Laboratories
Liomar Neves: Cordynamics

Infectious Disease
Lee Swem: Achaogen
A Lori Strazdas: The Clorox Company

Leigh Ann Burns Naas: Gilead
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New NorCal SOT Members as of August 2016

First Name Last Name Affiliation
Yichen Lin Safety and Health Technology Center
Suren Bandara University of California-Davis
Joey Chiang University of California-Berkeley
Keri Hayakawa University of California-Davis
Kevin Zhang University of California Berkeley
Emily Hamilton UCSF
Amy Sharma Amgen, Inc.
Leah Wehmas Environmental Protection Agency EPA
Lauren Mihalcik Amgen Inc
Mausumee Guha
Mikhail Baklashov Comparative Biosciences (CBI)
Mike Conley Leadscope, Inc.
Darren Craig Envigo
Richard Egolf MicroConstants
Glenn Myatt Leadscope, Inc.
Noel Premkumar | Eurofins Pharma Bioanalytics Services
US Inc
John Welch Ricerca Biosciences
Misrach Mitiku DC3 Therapeutics
Jonathan Wray DC3 Therapeutics, LLC
Kimberly Anderson University of California-Berkeley
Matthew Reed Lovelace Respiratory Research

Institute

NORCAL STUDENT (GRADUATE AND UNDERGRADUATE) AND
POSTDOCTORAL AWARDS

Are you a graduate student or postdoctoral candidate who expects to present an abstract at
the 2017 SOT Annual Meeting? Then you may qualify for a Northern California SOT regional
chapter student award. NorCal has not forgotten the undergraduate students. An
undergraduate travel award is also being offered. This award goes to an undergaduate student
who has demonstrated an interest in toxicology and who is planning to attend the 2017 SOT
Annual Meeting. A description of the awards and qualification criteria are provided below.
Awards will be presented at the NorCal SOT reception at the 2017 SOT Annual Meeting in
Baltimore. NorCal SOT encourages all eligible students and postdocs to apply. Please send
application material to Joanne Birkebak (joanne.birkebak@gilead.com) by January 15. Please
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note that NorCal can only accept one abstract per applicant and the applicant needs to be the
first author on the abstract.

The following are 2016 Award Recipients:

Graduate Student Achievement Award

Kyla Walter (University of California, Davis)

Abstract: “ldentification of Molecular, Cellular and Behavioral Endpoints Associated with
Developmental Hyperthyroidism and Hypothyroidism in Larval Zebrafish”

Postdoctoral Achievement Award

Kimberly Keil (University of California, Davis)

Abstract: “DNA Methylation as a Mediator of Hexachloropiphenyl (PCB95) Induced Dendritic
Arborization”

Undergraduate Student Travel Award

Joey Chiang (University of California, Berkeley)

Emily Hamilton (University of California, San Francisco)
Kevin Zhang (University of California, Berkeley)

Northern California Regional Chapter SOT Graduate Student Achievement Award

Qualification criteria: Must be currently enrolled in a graduate degree program at the time of
the annual meeting, be a member of SOT and NorCal SOT, and have an abstract accepted by
SOT for presentation at the annual meeting. Applicants must provide a copy of their abstract
and a brief letter of support from their major advisor. Cash award on the basis of merit,
including the quality, impact and novelty of the science. Deadline: January 15. Recipient will be
notified by February 10. Award will be presented at the Northern California SOT Reception at
the Annual Meeting.

Northern California Regional Chapter SOT Postdoctoral Achievement Award

Qualification criteria: Must be currently employed in a postdoctoral program at the time of the
Annual Meeting, be a member of SOT and NorCal SOT, and have an abstract accepted by SOT
for presentation at the Annual Meeting. Applicants must provide a copy of their abstract and a
brief letter of support from their advisor. Cash award on the basis of merit, including the
quality, impact and novelty of the science. Deadline: January 15. Recipient will be notified by
February 10. Award will be presented at the Northern California SOT Reception at the Annual
Meeting.

Northern California Regional Chapter SOT Undergraduate Student Travel Award

Qualification criteria: Must be currently enrolled in an undergraduate degree program at the
time of the annual meeting and planning to attend the SOT Annual Meeting. Applicants must
provide a copy of their student ID, a letter explaining why they are interested in attending the
SOT Annual Meeting and a brief letter of support from a senior advisor or professor at their
college. Undergraduate students must be members of NorCal SOT. Cash award based on merit.
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Recipient will be notified by February 10. Award will be presented at the Northern California
SOT Reception at the Annual Meeting.

A Review of the 2016 Spring NorCal SOT Symposium
On 26 April 2016, NorCal SOT hosted the 2016 Spring Symposium at SRI International, Menlo
Park. The title of the symposium was “ADC’s, and Immunotoxicity”. The NorCal SOT President,
Dr. Eric Harstad, along with Board of Directors greeted approximately 140 attendees from
regional business, government and academia. Our featured speakers and their topics were as
follows:
e Key considerations for Preclinical Safety Assessment of ADCs: Mary Jane Masson
Hinrichs, BSc, PhD, Medimmune
e Drug-Drug Interaction Assessment of ADCs: Guy Webber, BSc, MSc, Envigo
e Challenges and Approaches in the Early Stages of Antibody Drug Conjugate
Development: Navigating the Perilous Waters: Chris Frantz, PhD, DABT, Genentech
e Development of Mechanical Bonds to Rapidly Functionalize Therapeutic Monoclonal
Antibodies: John Charles Williams, PhD, City of Hope
e Epigenetic and novel regulatory pathways in determining immune response to air
pollutants: David Diaz-Sanchez, PhD, FDA
e The Pig-a gene mutation assay: current status of development and regulatory
acceptance: Robert H. Heflich, PhD, U.S. Food and Drug Administration, National Center
for Toxicological Research

Various student related presentations were also a part of the symposium. Kimberly Keil, PhD,
the UC Davis postdoctoral achievement award winner, presented her research on "DNA
Methylation As A Mediator Of 2,2',3,5',6-Hexachlorobiphenyl (PCB 95) Induced Dendritic
Arborization," and Kyla Walter, the NorCal SOT graduate student achievement award winner
from UC Davis, presented her research on " Identification of Molecular, Cellular and Behavioral
Endpoints Associated with Developmental Hyperthyroidism and Hypothyroidism in Larval
Zebrafish." In addition, UC Berkeley undergraduate student presented posters and discussed
their research with the scientists.

Speakers and attendees engaged in lively discussions about the symposium topics over
breakfast, lunch, and a wine and cheese reception provided by our Sponsors. The always
popular Lunch with an Expert event attracted graduate and undergraduate student and
mentors.

Above all, we would like to recognize and thank our Sponsors for making this event a success:
e Gold Sponsor: Envigo
e Silver Sponsors: Covance, Leadscope, MPI Research, NSF, SNBL, SRI International
e Bronze Sponsors: Amgen, BASi, BioReliance, Charles River, CiToxLAB, Comparative
Biosciences Inc., Edison, Genentech, Gilead, MicroConstants, Organovo, Ricerca,
SEVENTHWAVE, WuXi AppTec
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e Friend Sponsors: Aragen, EPL, and Eurofins

K-12 Event Report

K-5: On April 23, 2016, NorCal SOT held its annual Girl Scout Event in partnership with Berkeley
Undergraduate Student Association (ToxSA). The toxicological experiments for this year were
designed for grades K-5. This event was held at the Audubon Elementary School multi-purpose
room from 9AM-12PM. Drs. Doris Zane and Toufan Parman were the organizer of this event.
We had our membership volunteering at this wonderful event! Special thanks to Drs. Bethany
Winans, Andrew Standeven, Jane Gunther, Alicia Taylor and Heather Bolstad!!!
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K-5: On May, 12, 2016, Doris Zane held an afterschool program teaching elementary student
about nicotine toxicity using nightcrawler worms.
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Inspire a Student

Carlmont High School in Belmont, California is looking for mentors in toxicology. The mentor program
will pair students with professionals to discuss both academic and career goals. The students’ career
interests are widespread ranging from toxicology and working directly in a laboratory to technical
writing and sales. I'm hoping that you, or someone who you know, might be able to participate in this
program as a mentor. The commitment is approximately 2-4 hours per month, with most interactions via
email and 4 face-to-face meetings over the course of the school year. The first meeting is scheduled

for Thursday, November 3rd and the program concludes on May 18th. View the BTI Volunteer
Brochure and see what other mentors have said about the experience; or read our Frequently Asked

Questions.

Currently, two volunteer opportunities are available:
1) Want to make a difference in a teenager’s life? Had a mentor that made an impact in your life?
Easy communication through email, phone and in person has a lasting impact on a student.
2) Don't have the time for an ongoing commitment, then join us for an hour or two at the BTI
Symposium on Thursday, October 20™. Sign-up here!
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Postdoc/Student Corner

By Alicia A. Taylor, PhD, Postdoctoral Rep. and Samantha Faber, PhD Candidate, Graduate
Student Rep.

News, events, and updates from your NorCal SOT postdoc and student representatives.

New Representatives

As the newest additions to the NorCal SOT Board of Directors, as of Summer 2016, we are
excited to become actively involved in leading and organizing NorCal SOT events, as well as
promoting student outreach. We had the privilege of meeting many of you at the past SOT
Annual Meeting in New Orleans and at the NorCal Spring Symposium in April. We appreciate
your encouragement and support as we aim to enhance communications between student and
professional NorCal SOT members throughout our two year tenure.

Upcoming Events and Opportunities

Currently, we are devoting our passion, time, and funding towards organizing effective student
outreach events. Our first event—scheduled for Thursday, September 22" —will include a
career panel and mixer for students and SOT professionals on the UC Davis campus. NorCal SOT
members from government, industry, and academia will be available to address student
qguestions, followed by a social mixer. Additional student outreach events will be taking place
throughout the year, including an event on the UC Berkeley campus in Spring 2017. Look for
more details to come, and we hope to see you there!

If you cannot attend these events, remember, another great way to meet science professionals
is at the NorCal Fall symposium scheduled for October 18, 2016. NorCal SOT hosts a “lunch with
a mentor” session, along with a social mixer following the symposium.

Useful Information

Check out the general SOT website to find advice on careers, job postings, and info regarding
the PDA and GSLC!

We hope to see you at the NorCal SOT Fall Symposium and the UC Davis networking event! For
any questions, we can be reached at Alicia Taylor (aliciaataylor@gmail.com) and Sam Faber
(scfaber@ucdavis.edu).

NorCal SOT Symposium Broadens Scope of Young Toxicologists
By Michael Lucia, MPH Student, School of Public Health, University of California, Berkeley

Last April, 2016, my colleague Lee Ann Hill and I,
both graduate students in the Division of
Environmental Health Sciences, School of Public
Health at UC Berkeley, shared our research
project at the Spring Symposium of the Northern
California Society of Toxicology (NorCal SOT).
The Symposium corresponded with the end of
our school semester, and our presentation was

SRI INTERNATIONAL BUILDING
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the culmination of our work in Professor Zhang’s graduate course on Practical Toxicology
(PH270C). The course in Practical Toxicology is designed to introduce students to diverse areas
of toxicology, and during the course, Professor Zhang connects students with professionals in
the field. Attended by toxicologists from academia and industry, the Symposium, and our
research project presentation, is Zhang’s design, as a class field-trip, to connect her students
with a wider community of scientists, and to allow her students to introduce their own
contributions publically.

During breaks from featured speaker
presentations in the auditorium, attendees
mingled in the lobby viewing the poster
presentations. During our poster presentation,
Lee Ann and | engaged in conversation with the
attendees who came to look at our poster - a
course study on toxicity of glyphosate, guided by
Dr. Zhang’s tips for effective presentations:
getting to the point, making eye contact, clearly

describing the project, and using practiced talking  From left to right: Isaac Avina, Alex Sundberg, Matias

points. We shared our work with a wider Tagle, David Molmen, Sylvia Sanchez, Felicia Castriota,
audience, and opened ourselves to questions, Michael Lucia, Lee Ann Hill, Lauren Matsuno, and Dr.
comments, and even (yes, bring it!) criticism. Luoping Zhang

The experience and all the interactions were tremendously positive. Speaking for my class,
talking about our work, and engaging in conversations about the positives and the negatives of
our study design strengthened our skills as scientists. Watching, listening, and learning from the
featured presentations raised awareness to other areas of toxicology currently being
investigated. The NorCal SOT Symposium provides a great opportunity for young toxicologists
to engage with veterans in the field, where results and observations are readily shared and
discussed. It is a powerful way to advance scientific understanding in the community.

Scientific Articles

NorCal SOT is interested in publishing cutting-edge scientific articles. You may provide an
article about your own research and its impact on science and society, raise awareness or
discuss a hot subjects in toxicology, biology, or medicine, or express your expert opinion on a
cutting edge published scientific article. If you are interested in submitting an article, please
contact our Secretary Howard Stock. Our next newsletter will be published on 2/15/2017. We
look forward to receiving your articles.

To SEND or not To SEND
By Megan E. Bausman, MBA, Lead, Global Data Management Solutions, Safety Assessment,
Covance.
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SEND (Standard for Exchange of Nonclinical Data) is a new nonclinical submission requirement.
The guidance was issued by the FDA in December 2014 and live submission will be required
beginning in December 2016. SEND will offer the potential for data to provide a clearer picture
of nonclinical study results. Recognizing data trends and anomalies and creating historical
comparisons will be critical to understanding data prior to FDA submissions. If you would like
to review the FDA Guidelines, please use this link. Everything related to SEND, including
educational webinars are at this link.

Job Announcements

Scientific Researcher/Sr. Scientific Researcher, Product Quality and Occupational Toxicology
Job ID: 2966679112 (www.gene.com)

Description
Genentech Product Quality and Occupational Toxicology (PQOT) is responsible for providing
robust, scientifically-sound hazard and risk assessments to support product quality activities,
primarily associated with manufacturing, and health and safety of the workplace for employees
handling proprietary and non-proprietary chemicals used in the production of Genentech
products. Execution against these responsibilities requires solid scientific practices to support
business-sensible solutions for which PQOT management provides tactical and strategic
leadership in compliance with corporate policies and standards and global regulatory
requirements.
This is a highly interactive position within a cross-functional matrixed environment. This
position requires a solid proficiency in a broad variety of scientific (e.g. toxicological) and
technical skills to perform hazard/risk assessment, hazard communication, and other
toxicology-based assessments in accordance with compliance to departmental, corporate, and
regulatory requirements. The Scientific Research Associate / Senior Scientific Research
Associate is expected to execute assignments in a timely manner to address science and
business requirements under the supervision of PQOT management. The ability to multi-task or
prioritize multiple, diverse assignments and still deliver high quality work products is critical to
success. An eye toward benchmarking, continuous improvement, inter- and intradepartmental
teamwork and collaboration, and high-energy, positive attitude will facilitate success. The
ability to take on activities of increasing responsibility with high quality deliverables is
important to ongoing professional development. Excellent verbal and written communication
skills are essential.
Responsibilities
The responsibilities for Scientific Research Associate/ Senior Scientific Research Associate,
Product Quality and Occupational Toxicology, include:

e Perform high quality documented hazard/risk assessments and author hazard

communication documentation for regulatory compliance, occupational toxicology
testing, including Acceptable Daily Exposures (ADEs), and support of product quality
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(e.g. cleaning validation) and worker health and safety activities (e.g. health hazard
categorization, occupational exposure limits, etc.);

e Assist in the assessment of product quality excursions encountered in large and small
molecule pharmaceutical manufacturing and perform risk assessments associated with
those excursions;

e Perform toxicology-based assessments for non-proprietary chemicals (e.g. materials of
construction);

e Document assigned work practices to ensure ongoing compliance to internal guidance
and to facilitate consistency in PQOT practices;

e Execute above responsibilities through informed interpretation and compliance with
evolving global and company regulations and guidances;

e Assist in performance of occupational toxicology testing programs, as assigned;

e Support of other PQOT group deliverables (e.g. consultant-prepared assessments), as
assigned.

Qualifications:
e BS/MS/PhD in Toxicology, Microbiology, Chemistry, or relevant life science;

e  Minimum of 5 years (2-3 with Masters, 0 with PhD) applicable experience or equivalent
combination of education and experience;

e Proven skills in supporting and/or performing toxicological hazard/risk assessments;

e Knowledge of ADE, exposure limits, etc. for safety compliance for worker health and
safety activities;

e Excellent verbal and written communication skills, including strong technical writing and
presentations;

e Demonstrated project management experience, if applicable.

Upcoming Events

Speed Mentoring at Berkeley: (2/9/2017)

NorCal SOT Reception: Tuesday 3/14/2017 (Save the Date!)

Spring Symposium: Thursday 4/27/2017 (Save the Date!)

Election of New Board Members: Ballots out by 1/15/17 (Open positions:
Secretary, Councilor, Sutdent Rep, Postdoc Rep, and Treasurer). Please nominate
your candidate by contacting Eric Harstad.
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