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President’s Report

Dear STP Members,

As summer approaches, so does our 31st Annual Symposium, to be held at the Boston
Marriott Copley Place, June 24-28, 2012. This is going to be an outstanding meeting
and I strongly encourage you to register if you have not already done so. The Scientific
Program Planning Committee (Co-Chairs Carl Alden, Daniel Rudman, and Richard
Peterson) has created an impactful agenda on “Mechanisms of Toxicity.” In addition to
the main scientific sessions, the popular NTP Satellite Symposium will be again offered
on Saturday. Continuing Education courses are on Sunday as is a class on “Presentation
Skills and Scientific Advocacy.” At a Monday lunchtime session, “Careers in
Environmental Toxicology,” will be discussed. The Town Hall Meeting this year will
debate the concept of a "New Paradigm in Carcinogenicity Risk Assessment” chaired by
Dan Morton, Carl Alden, and Todd Bourcier of the US FDA. STP Special Interest Groups (SIGs) will meet in
Boston which are open to all attendees (see related article and schedule). There will be four evening
receptions during the week: Charles River Cocktail Reception (Saturday); STP Welcome Reception (Sunday);
EPL Reception (Monday); and the STP President’s Reception (Wednesday). Our exhibitors will again host a
lunch on Monday for all symposium attendees. We are off to a good start for attendance as evidenced by a
record number of abstract submissions. June is the perfect time of year to visit Boston and during our open
afternoon on Tuesday, attendees have many touristy choices to select from such as walking the Freedom
Trail or a neighborhood tour of Boston.

Our volunteers continue to drive the success of our organization. Thanks to the efforts and donated time of
our volunteers, STP has once again achieved significant accomplishments this past year. On behalf of the
Executive Committee (EC), I would like to recognize and thank each volunteer who has served on a STP-
driven activity e.g. Committee Chair, Committee Member, Task Force, or Working Group participant. STP’s
continual progress on our strategic goals would not be possible without the vast contributions of our
members.

There is continued success for the INHAND nomenclature project, a collaboration between the STP, BSTP,
JSTP, and ESTP. The CNS (Wolfgang Kaufmann, Chair) and Urinary (Ken Frazier, Chair) Working Groups
have completed their manuscripts for publication. STP members will receive the CNS/Urinary Toxicologic
Pathology Supplement in June. The next supplement, which will cover the Mammary Gland (Dan Rudmann,
Chair) and Male Reproductive Tract (Diane Creasy, Chair), is expected to be published later this year. The
global importance of the INHAND nomenclature project has recently been recognized by US FDA’s Standard
for the Exchange of Nonclinical Data (SEND) initiative, in which the US FDA would like to utilize the
terminology outlined in the INHAND manuscripts as the preferred diagnostic nomenclature. Thanks to
Charlotte Keenan and Dawn Goodman for representing STP and INHAND in this important collaboration
with the US FDA.

Other recent regulatory interactions include an STP letter to the US FDA commenting on their ‘Draft
Guidance for Industry on Use of Histology in Biomarker Qualification Studies’ [Docket No. US FDA-2011-D-
0872]. In our letter, STP highlighted a number of major concerns with US FDA’s proposal. Referencing the
recent paper in Toxicologic Pathology by John Burkhardt et al., STP raised concerns and disagreement in
the conduct of ‘blinded’ evaluation of tissue slides for biomarker qualification and in the practice of ‘blinded’
pathology peer review (See related article). The entire STP response to the US FDA can be viewed on the
STP Draft Position Papers webpage.

Much progress has been made by the Investment Working Group (Colin Rousseaux, Chair) on the review
and recommendation for STP’s Investment Policy. The EC approved the comprehensive Investment Policy
and, at our March face-to-face EC meeting, Rembert Pendleton Jackson (RPJ) of Falls Church, VA presented
an investment strategy for STP. Both our Operating Reserve and Strategic Reserve Portfolio monies will now
be managed by RPJ. Thanks to the Investment Working Group and Ken Schafer, STP Secretary-Treasurer,
for leading this change in our financial strategy.
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Results from the recent STP Globalization Survey have been reviewed and summarized by the STP
Membership Committee (Binod Jacob, Chair) which were then reviewed at the face-to-face EC meeting.
While more details will be presented at our Annual Business Meeting, here are some key take-a-ways: 1)
STP should expand training approaches for our members utilizing social networking tools; 2) STP should
focus efforts on advocacy (international regulatory impact) and education for our members; 3) STP efforts
should be directed toward leading Best Pathology Practices, and 4) STP should expand collaborative efforts
with like-minded organizations. Thanks to our membership for participating in this survey and voicing your
opinion on the future strategic direction of the STP.

To close, I want to welcome our newly elected EC members, Robert Sills, President-Elect, and Denise
Bounous, Councilor. As I complete my last two months as President, I want to welcome Dan Morton as our
incoming President effective at the close of our Annual Meeting in Boston. Finally, my thanks to Sue Pitsch,
our Executive Director, and to the EC, Dan Morton, Ken Schaefer, Wanda Haschek-Hock, Dianne
Creasy, Susan Elmore, Paul Snyder, and Pierre Tellier who have contributed many, many hours in their
support of the STP organization.

Hope to see you all in Boston.

Thomas Monticello
2011-2012 STP President

Annual Symposium Pre-Registration Deadline is May 20

There is still time to register at a reduced rate, by May 20, for the STP 31st Annual Symposium to be held at
Boston Marriott Copley Place June 24-28. The hotel reservation cut off (for STP discounted rate) is May 25.

Mechanisms of Toxicity

Program Co-chairs, Richard Peterson, Carl Alden, and Dan Rudmann, and the
Scientific Program Committee have planned an excellent week of sessions on
" “Mechanisms of Toxicity.” You are encouraged to take a few minutes to visit

! the STP 2012 Annual Meeting website to review the preliminary information.
Members and registered attendees will be notified in early June when the final
Progam and other meeting materials are posted online.

You are also invited to attend the interactive pre-meeting NTP Satellite

Symposium, “Pathology Potpourri” (Susan Elmore, Chair), which will be held

; Saturday, June 23. This free all day session will focus on presentation of

g challenging lesions. Four optional half-day continuing education (CE) sessions

| and a career development workshop will be offered on Sunday before the

general sessions begin. The CE sessions are: Mechanism-Based Approaches to

¥ Cardiovascular Safety Assessment; Drug Development 101; Non-Traditional
Applications of Clinical Pathology in Drug Discovery and Preclinical Toxicology;
and the Placenta as an "Immune Organ” and its Relevance in Toxicological

Studies. There is no extra fee to attend the career development offering, “Presentation Skills for the

Toxicologic Pathologist.”

The Career Development Lunchtime Series will take place again on Monday and will be open to all. On
Wednesday IATP and STP will co-sponsor “Ethical Figure Adjustments for Publication,” which is part two of
“Responsible Authorship & Publication Practices” given at last year’s meeting. There will be a nominal fee to
cover lunches this year and participants may bring specific questions and problem images for one-on-one
interaction with imaging experts after the presentations.

The Exhibit Hall is always an important part of our meeting and the exhibitors
will again sponsor a Monday buffet lunch in the hall for all symposium
attendees.

The Boston Marriott Copley Place Hotel is located in the Back Bay neighborhood
of Boston and conveniently located adjacent to shopping centers and numerous
restaurants. Our planners have arranged a room block for the meeting and we
encourage you to make early hotel reservations to ensure availability and to
receive the special STP rate. You can also register for the meeting online or
return the mail/fax form.

June is a wonderful time to enjoy Boston. Tuesday will again be a free
afternoon for attendees and we encourage you to explore Boston’s historical
sites and great museums.

We look forward to your participation and encourage you to make early plans The Charles River
to attend.

Things to do Before Traveling to Boston

Download Abstracts, Attendee List, and Program from STP Website!
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In an effort to become more environmentally conscious and also allow STP to redirect funds to enhance
annual meeting programs, the Attendee List and Abstracts will be available on the STP website prior to the
meeting. Continuing Education course books (CE 1 through 4) will be printed and available in each
designated course room. Registered attendees will be notified via email when the final Program and other
materials are posted. A listing of committee and interest groups meeting times/rooms will also be posted on
the website.

Bring a Meeting Bag
We encourage you to bring your own backpack or meeting bag to the meeting this year, as bags will not be
provided at registration.

Restaurants
A comprehensive restaurant list is available on-line and provides a variety of dining options to try while in

the Boston area. The concierge at the Boston Marriott Copley Place can also help you with local dining
options.

Plan Your Excursions

If you like to plan ahead, a basic list and links to things to do in Boston is available on our Annual Meeting
website, however the Boston Marriott Copley Place Concierge onsite will also be able to help you plan some
outings for your free afternoon on Tuesday.

Registration Desk Hours

The STP Registration Desk will be located on the 4th Floor of the Boston Marriott Copley Place.

Friday, June 22 4:00 PM-6:00 PM
Saturday, June 23 8:00 AM-6:00 PM
Sunday, June 24 7:00 AM-6:00 PM
Monday, June 25 7:00 AM-5:30 PM
Tuesday, June 26 7:30 AM-12:00 Noon
Wednesday, June 27 7:30 AM-5:30 PM
Thursday, June 28 7:30 AM-12:00 Noon
Internet Access

Wired Internet access (a $12.95 value) will be available in each room at no charge for STP meeting
attendees. You will receive a login code when you check-in at the hotel.

Weather
Two days before your trip to Boston, check into www.weather.com for the latest on weather and

temperature. Please use this information to pack appropriately, and keep in mind that meeting rooms may
be air conditioned.

Annual Meeting News

Free Sessions for Attendees

Please note that registration is required for these sessions. Contact STP Headquarters to add a course to
your existing registration or visit the registration desk on-site.

NTP Satellite Symposium
Saturday, June 23
9:00 AM-4:30 PM

Pathology Potpourri
(Free Event; registration required)

Chair: Susan A. EImore, MS, DVM, DACVP, National Institute of Environmental Health Sciences, Research
Triangle Park, NC

This interactive symposium on interpreting pathology slides is sponsored by NTP and has become a popular
premeeting event for attendees. While it is free, registration is required due to space limitations.

The object of this interactive symposium is to provide continuing education on interpreting pathology slides,
to generate lively and productive conversation, and to have a good time. During each talk, the speakers will
project a series of images of lesions on one screen with a choice of diagnoses/answers on a separate
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screen. The members of the audience with wireless keypads will then vote and the voting results will be
displayed on the screen. After each voting session, time is allowed for discussion.

View the NTP Agenda on the STP 2012 Annual Symposium website.

Career Development Workshop
Sunday, June 24
8:00 AM-12:00 Noon

Presentation Skills and Scientific Advocacy
(Free Event; registration required)

Co-Chairs: Julie Johnson, DVM, PhD, DACVP, Abbott Laboratories, Abbott Park, IL, and Lyn Wancket, DVM,
The Ohio State University, Columbus, OH

Presented by Steven Cohen, Executive Vice President of ECG, The Communication Strategy Company,
Englewood, NJ

Goals and Objectives

* Develop an appreciation for the differences between an adequate and an excellent presentation.

¢ Begin building the skills required to design an effective, high-impact scientific presentation with a strong rhetorical and
persuasive structure and deliver it with confidence and clarity.

e Improve ability to deliver strong scientific advocacy.

e Understand the challenges of formal presentations, including US FDA Advisory Committee meeting presentations.

Career Development Lunchtime Series
Monday, June 25
12:30 PM-1:30 PM

Careers in Environmental Toxicology
Presented by the STP Career Development and Outreach Committee
(Free Event, registration required)

Panelists and audience members will discuss a variety of careers in which toxicologic pathologists play an
important role in the field of environmental toxicology. The session will allow attendees to become more
familiar with this area of toxicologic pathology by direct interaction with a panel encompassing multiple
subspecialties in the field. This topic is timely for the 2012 lunchtime series given the initiation of an interest
group and scientific session focused on environmental toxicologic pathology at the 2011 STP meeting.

Panelists for the Lunchtime Session include:

. Chemical Industry
David L. Eisenbrandt, DVM, PhD, DACVP, Dow AgroSciences LLC, Parker, CO

. Industrial Exposure
Ann Hubbs, DVM, PhD, DACVP, NIOSH, Centers for Disease Control and Prevention, Morgantown, WV

. Aquatic Species and Wildlife
Jeffrey Wolf, DVM, DACVP, EPL, Inc, Sterling, VA

. Academia/Respiratory
Dennis Wilson, DVM, PhD, DACVP, UC Davis, Davis, CA

. National Toxicology Program
David E. Malarkey, DVM, PhD, DACVP, National Institute of Environmental Health Sciences, Research
Triangle Park, NC

Ethical Figure Adjustments for Publication
(Part 2 of Responsible Authorship and Publication Practices)

Wednesday, June 27
12:00 Noon-1:30 PM

With one-on-one session (optional). Box lunch is included.
Sponsored by IATP and STP

Electronic images of graphs, charts, blots, photomicrographs, etc. are typically provided as part of
manuscript submissions to journals. With the currently available image adjustment programs, it is relatively
easy to modify any of the various figures submitted along with manuscript text for publication in scientific
journals. Photomicrographs captured with electronic cameras often need adjustment for white balance and
require some sharpening. While global image adjustment changes are generally accepted, other electronic
image adjustments are considered unethical. The purpose of this workshop is to present practical
approaches and techniques for image adjustment, with emphasis on photomicrographs. Following the 90-
minutes presentation, individuals may bring specific questions and problem images for one-on-one
interaction with imaging experts.

The session presentations will be held from 12:00 noon to 1:30 pm. A charge of $50 at the time of
registration will cover the cost of a box lunch. Following the presentation, individuals may interact with
imaging experts at work stations. Appointments must be made in advance. If you wish to make an
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appointment, select appropriate choice when registering. You will be contacted for scheduling. Adobe
Photoshop will be the primary image adjustment software used to this interactive workshop.

Student Outing

All student Annual Symposium registrants are cordially invited to the Society of Toxicologic Pathology
Student/Trainee Outing on Tuesday, June 26, 2012, at 12:15 pm. This is a chance to meet fellow students
and interact with scientists representing all facets of the Society as you discuss your future and the various
career paths available to you. The STP will be designating members to act as mentors for each student who
attends, so this will be a great opportunity for one-on-one discussions, as well as for networking with your

STP colleagues.

Since we will be encouraging your mentor(s) to contact you before the meeting, please RSVP by June 1, at
the latest to Krystle Correll. Please indicate your contact information (email and telephone number) in your

email.

Please review the attached Student Event flyer for more details on the outing. We look forward to seeing

you in Boston!

2012 Sponsors
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Don’t Miss these Sponsored Events in Boston!

: o TP
o
annuL
S,

_ Y

Amnis Corporation....................219
Ani Lyfics, INC. ..ccvervicrenirnsasanaenes $09
Antech Diagnostics GLP............214
ADOIIO csviessinirsssismssmsssesiasissns 208

. Center for Genomic

Definiens w213

EPL, Inc x ...200

Flagship Biosciences...........c...... 101
Fraunhofer ITEM ......cccoorvensenennnn 217
HistoTox Labs, Inc.......ccocoeseenenne 215

HSRL, Inc. (Histo-Scientific
Research Labs) ........cceeiivennenn. 205

=
.

,- = —'?

N

1T ORS :

I, 5 .

e Greofer Bosfon Convention & Visitors Burea
otherwise noted. Some photas by Tim Grafft and

Symposiom

i L

Leica Microsystems....................400
Marshall BioResources ..............207
NIEHS/NTP ....ocoviviisnnsssmsssiins 216
PDS Preclinical Data Systems....203
PRizer INC....iissiassersssmisessariscnassss SOL
Premier Laboratory, LLC............403
(8] N X R ||
SAGE ......ccosnnssnnusnsssssassssanssnans 401
SNBL USA, Lid.........oonseerssrnsrreneesn 21

Society of Toxicologic

Spring Biosciences.........ceevieeeen. 107
Toxikon Corp. ......ccccensirusniassinesn 306
Travel Portland...........ccoossenisnnnns 1 15
Vet Path Services, Inc................408
Xybion Medical Systems............218

STP thanks the companies below for their generous contributions to the meeting.

Cocktail Reception Sponsored by Charles River
Saturday, June 23
7:00 PM-10:00 PM

(Salon G)

All STP attendees and guests are invited. View Invitation Flyer.

Breakfast Hosted by Abbott

Monday,

June 25

7:00 AM-8:00 AM
(Back Bay Exhibition Hall)

Exhibitor Sponsored Lunch

Monday,

June 25

12:00 Noon-1:30 PM
(Back Bay Exhibition Hall)

Exhibitor/Sponsor Session Hosted by Definiens

Monday,

June 25

2:15 PM-3:15 PM
(Vineyard Room)

Automated Image Analysis in Preclinical safety Studies: Increasing Productivity and Delivering

Significant Return on Investment

The reading of histology in safety studies is tedious and costly in the context of a growing shortage of
veterinarian pathologists. The qualitative or semi-quantitative methodology does not leverage the
information contained in histology in a detailed, systematic manner. Definiens’ automated image analysis for
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toxicology provides a strong productivity gain, significantly reducing study times from weeks to days. The
talk will discuss a number of sample applications and use cases.

Break Hosted by Abbott
Monday, June 25
3:05 PM-3:35 PM
(Back Bay Exhibition Hall)

Reception Sponsored by EPL

Monday, June 25

6:30 PM-9:30 PM

(Salon G)

All STP attendees and guests are invited. View Invitation Flyer.

Microscope and Digital Slide Viewing Room

Sponsored by Aperio

Available in Exhibit Hall (Back Bay Exhibition Hall) during regular exhibit hours. Please bring any slides you
would like to discuss with colleagues.

STP Special Interest Groups (SIGs) to Meet in Boston, New Cardiovascular Group to Meet

Several Special Interest Groups will be meeting at the STP Annual Symposium in Boston in June. All
interested in these SIGs are invited to attend. An organizational meeting will also be held in Boston to gauge
interest in forming a Cardiovascular Toxicologic Pathology Interest Group.

Group meeting rooms, times, and contact information will be posted on the Annual Meeting Web site when
the schedule is finalized.

STP Interest Groups

To learn more about current STP Interest Groups or to join the group, visit ToxPathNet, you will be prompted
for your regular STP login.

Select the Interest Group button to see a list of SIGs.) Select the “Join” button on a group’s website to
become a member of the group and subscribe to the group’s discussions.

Clinical Pathology Interest Group (CPIG)
Monday, June 25 (6:00 AM-8:00 AM)
Contact: Niraj Tripathi

Environmental Toxicologic Pathology Interest Group (ETP)
Monday, June 25 (6:30 AM-7:45 AM)
Contact: Jeffrey Wolf

Special Interest Group in Neuropathology (SIGN)
Tuesday, June 26 (7:00 AM-8:00 AM)
Contact: Alok Sharma

Reproductive Pathology Interest Group
Tuesday, June 26 (7:00 AM-8:00 AM)
Contacts: Darlene Dixon, Mark Cline, Eric Van Esch, or Karen Regan

New Interest Group Organizational Meeting

Cardiovascular Toxicologic Pathology

Tuesday, June 26 (7:00 AM-9:00 AM)

Contact: Brian Berridge

Please contact Brian to express interest in this activity
or if you are planning to attend this meeting.

Other Groups Meeting at STP:

Investigative Toxicologic Pathology Interest Group (ITPIG)
Tuesday, June 26 (6:30 AM-8:00 AM)
Contact: Mark Rolsma

Toxicologic Pathologists in Consulting Interest Group (TOPIC)
Tuesday, June 26 (12:00 Noon-2:00 PM)
Contact: Christy McKnight

STP Special Interest Group Guidelines for Recognition

In 2011, STP established guidelines and an application to formally recognize Special Interest Groups (SIGs)
that specifically enhance networking and scientific exchanges relevant to the mission and strategic plan of
the STP. These groups can serve to maintain discipline in the forefront of developments by providing a
forum for the quick exchange of novel ideas and developments, which could lead to publications, continuing
education (CE) courses, symposium sessions (e.g., Town Hall topics), or other programs.
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STP News

New STP Officers Elected

Congratulations to newly-elected STP officers Robert Sills who will serve as President-elect and Denise
Bounous who will serve as Councilor, for terms beginning in late June.

Robert Sills, President-elect Denise Bounous, Councilor

Members Promote STP at SOT Annual Meeting

Thank you to all the members who staffed one or more shifts at the STP booth during the Society of
Toxicology (SOT) Annual Meeting in San Francisco in March. The STP booth, which was part of an exchange
with SOT, gave volunteer members the opportunity to answer questions and talk with meeting attendees
about STP position papers, the journal, and the June annual symposium to be held in Boston.

Norman Barlow (sanofi-aventis)

Gary Coleman (WIL Research)

Gerard Descotes (Fournier Pharma)
Sandy Eldridge (National Cancer Institute)
Larry Fisher

Shayne Gad (GAD Consulting Services)
Jerry Hardisty (EPL, Inc.)

Peter Mann (EPL, Inc.)

LuAnn McKinney (US FDA)

e Rene Meisner (OncoMed Pharmaceuticals)
e George Parker (WIL Research)

e Eric Wheeldon (GlaxoSmithKline)

STP to Collaborate on China (SFDA-NIFDC) Toxicologic Pathology Symposium

STP will co-sponsor “Pathology Diagnoses and Reports of Rodent Carcinogenicity Studies,” a symposium to
be held September 13-14 in Beijing. The event is being hosted by the National Institutes for Food and Drug
Control (NIFDC) of the China State Food and Drug Administration (SFDA). All faculty for the symposium are
members of STP, however, they will receive travel support from their employers and the NIFDC, not from
the STP. The audience will be toxicologic pathologists and toxicologists in the industry and pharmaceutical
communities, pathology faculty and graduate students in academia, China regulatory officials, and CRO
pathologists and toxicologists in China. The Executive Committee approved STP co-sponsorship of the
meeting as an opportunity to assist the SFDA in understanding and implementing high standards for
toxicologic pathology for studies supporting approval of medical products, including pharmaceuticals. The
agenda and meeting details are available on the STP Meetings page. Daniel Rudmann of Eli Lilly and
Xiantang Li of Pfizer are coordinators for the meeting. This is the third SFDA symposium that STP has
supported.

Call for Submissions: Society of Toxicologic Pathology ACVP Student Poster Award

Purpose

To be eligible to compete for this award, students must be veterinary students or have obtained a degree in
veterinary medicine and be enrolled in a residency or graduate program in toxicologic pathology/general
pathology/clinical pathology or a related discipline. The award recipient will receive free registration plus
$1,000 to be used for lodging and travel to the STP Annual Meeting, which will take place June 16-24, 2013.
in Portland, Oregon and may be asked to present the poster at that meeting.

Eligibility

To be eligible to compete for this award, students must have obtained a degree in veterinary medicine and
be enrolled in a residency or graduate program in toxicologic pathology/general pathology/clinical pathology
or a related discipline. The abstract must describe original work of the competitor involving clinical or

experimental research that relates to industrial and/or toxicologic pathology. The content may include in
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vitro or in vivo studies. The award selection will be determined by an independent panel of judges and will
be based on the scientific content, composition of the poster, clarity and the presenter’s ability to answer
questions. Trainees in clinical and/or morphologic pathology are encouraged to apply for the award.

Application and Selection Procedure

The award will be given to the resident or graduate student whose poster is judged best among up to five

finalists at the annual ACVP/ASVCP meeting. The applicant should follow the guidelines for application for the

ACVP YIA in Industrial and Toxicologic Pathology to be eligible for this award. To apply for the STP Student
Poster Award, please check the appropriate box on the abstract submission form. Abstracts may be
submitted at www.acvp.org from May 1-June 1, 2012.

Award Announcement

The recipient of the sixth Annual STP Student Poster Award will be announced at the ACVP Business Meeting
on Tuesday, December 4.

New Members

Sumate Ampawong, National Laboratory Animal Center, Mahidol University (Nakorn Pathom, Thailand)
Adam Aulbach, MPI Research (Mattawan, MI)

Tiffany Borjeson, MIT (Cambridge, MA)

Laura Cregar, MPI Research (Mattawan, MI)

Sheila Cummings Macri, Harvard Medical School (Southborough MA)

Mitscheli Da Rocha, Sdo Paulo State University—TOXICAM (Botucatu, Brazil)

Alison Darby, MIT (Cambridge, MA)

Ming Feng, Novartis (East Hanover, NJ)

Carole Harbison, New England Primate Research Center (Southborough MA)

Bonnie Harrington, The Ohio State University (Canton, OH)

Richard Haworth, GlaxoSmithKline R&D (Ware, United Kingdom)

Annika Herrmann, F. Hoffmann-La Roche (Basel, Switzerland)

Thanhthao Huynh, Tufts Cummings School of Veterinary Medicine (North Grafton, MA)

Keisuke Izumi, Institute of Health Biosciences, The University of Tokushima Graduate School (Tokushima, Japan)
Vijaykumar Kale, Penn State University (Hershey, PA)

Saravanan Kaliyaperumal, New England Primate Research Center (Southborough MA)

Lisa Kattenhorn, New England Primate Research Center (Southborough MA)

Kanchana Kengkoom, National Laboratory Animal Center, Mahidol University (Nakorn Pathom, Thailand)
Jodo Luvizutto, Botucatu Medical School, Sdo Paulo State University (UNESP) (Botucatu, Brazil)
Saori Matsuo, National Institute of Health Sciences (Setagaya, Japan)

Andrew Miller, Harvard University Medical School (Southborough, MA)

Jagannatha Mysore, Bristol-Myers Squibb (New Brunswick, NJ)

Kim Newkirk, University of Tennessee (Knoxville, TN)

Jassia Pang, Massachusetts Institute of Technology (Cambridge, MA)

Jae Hak Park, College of Vet Med, Seoul Nat’l University (Seoul, South Korea)

Keiko Petrosky, Tufts Cummings School of Veterinary Medicine (Somerville, MA)

Santosh Podder, North Eastern Hill University (Shillong, India)

Shuang Qiu, WestChina-Frontier PharmaTech Co.,Ltd. (Chengdu, China)

Jill Schappa, University of Minnesota (Saint Paul, MN)

Shiva Shanmukhappa, New England Primate Research Center (Southborough, MA)

Ahmed Shoieb, Pfizer (Groton, CT)

Surendra Singh, University of Colorado Anschutz Medical Campus (Aurora, CO)

Alton Swennes, MIT (Cambridge, MA)

Chuanwu Wang, Division of Comparative Medicine, MIT (Cambridge, MA)

Craig Wood, Purdue Pharma L.P. (Cranbury, NJ)

Xiuying Yang, WuXi AppTec Co., Ltd. (Suzhou, China)

Krishna Yekkala, University of Guelph (Guelph, Canada)

Book Reviews

Background Lesions In Laboratory Animals

A

Color Atlas—Elizabeth F. McInnes

Saunders Elsevier, 2012, pp.130

By Alok Sharma

or preclinical research, we all get stumped by background microscopic
lesions. Accurate interpretation of these lesions is fraught with frustrating
literature search and a hunt for finding an ‘expert.” Well, now help is
available as an atlas on background lesions of laboratory animals. The well
referenced atlas is authored and edited by a group of seasoned toxicologic
pathologists working in industry and academia. The content of this atlas is
appropriate for both veterinary diagnostic and toxicologic pathologists,
regardless of their level of experience. The 130 page atlas illustrates over
600 images and is divided into nine chapters. The first seven chapters cover
the most common laboratory animal species used in toxicology. Chapter 8
presents some of the most common yet easy to misinterpret histologic
artifacts. The last chapter highlights background lesions in the reproductive
system occurring normally or resulting from old age or hormonal alterations

hittps/Awww toxpathorg/membersonly/SPi2_fullversionasp
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in non human primates, dogs and rodents. This makes the atlas a handy resource for the pathologists
struggling to determine whether a pathological change in the reproductive tract is due to test article, or is a
background change associated with the estrus or menstrual cycles.

The authors have chosen the best examples of background lesions to depict in the photomicrographs. The
background changes are described in a concise and coherent manner to facilitate understanding the key
points quickly and easily. Overall, this atlas is an incredible compilation of background lesions in laboratory
animals, and I would highly recommend it as a quick reference on the desk of both lumpers and splitters.

Member News

Obituary: Dr. Ronna Fulton

Dr. Ronna Fulton, age 51, died peacefully at home in Birmingham, Alabama on Wednesday, February 22,
2012, after a 6+ year battle with metastatic breast cancer.
Ronna was born on July 14, 1960, in Ft. Collins, Colorado to Betty Folsom and Hugh Thompson Fulton.

She attended Cape Girardeau, Missouri Central High School (Class of 1978). She completed her Bachelor of
Science in Agriculture and Biochemistry from the University of Missouri in 1982. She then went on to get her
Doctorate of Veterinary Medicine from University of Missouri in 1985. She was awarded her PhD in
Veterinary Pathology in 1991 from Colorado State University, and became a Diplomate (Clinical Veterinary
Pathology) of the American College of Veterinary Pathologists in 1993.

She worked as Veterinarian for the Terra Veterinary Clinic in Lebanon, Missouri between 1985 an 1986. She
was a Clinical Pathology Resident at the University of Florida, Gainesville, Florida, between 1986 and 1987
and at Colorado State University between 1987 and 1991. After obtaining her PhD, she taught Clinical
Pathology at Colorado State University, and went on to two postdoctoral positions. The first was a
Pulmonary Postdoctoral Research Fellowship at the National Jewish Medical and Research Center in Denver,
Colorado, and the second was a Veterinary Clinical Pathology Consultant at Colorado Animal Research
Enterprises, Fort Collins, Colorado. In 1996, she accepted a position as the Manager of Clinical Pathology at
Southern Research Institute in Birmingham, Alabama. She went on to become Staff Senior Clinical
Pathologist in 2002. In 2007, Ronna formed her own company, Fulton Veterinary Clinical Pathology
Consulting, LLC.

Ronna loved to read and to travel. She loved the outdoors, whether that was the beach, the mountains, a
sunrise or sunset. She loved Native American history, art and architecture. She was a smart, practical,
loving wife, mother and friend. Her courage and sheer determination to live as long as possible will never
be forgotten. She will be greatly missed by all who knew and loved her.

Ronna is survived by her husband, James Nietfeld; her children, Wesley (b. 1994) and Collin (b. 1997); her
mother, Betty Folsom Fulton and her sister, Anne Fulton Mclntyre.

Her memorial service was held at Asbury United Methodist Church in Birmingham, Alabama on Monday
February 27, 2012, at 7:30 pm In lieu of flowers, Ronna asked that donations be made to St. Vincent's—
Bruno Cancer Center in Birmingham, Alabama.

STP Members Participate in the 4th Symposium of the Latin American Society of Toxicologic Pathology in
Sao Paulo

STP members, Robert Ettlin (representing IFSTP), John
Foster, Wanda Haschek-Hock, Bryan Stegelmeier,
Jerrold Ward, and Doug Wolf presented lectures or CE
courses at the 4th Symposium of the Latin American
Society of Toxicologic Pathology. The symposium was held
in Sdao Paulo, Brazil, at the School of Veterinary Medicine
and Animal Science, March 28 to 31, 2012. The last day of
the program was held at the Auditorium of the Butantan
Institute, known for its seminal work in developing
antivenins. The LASTP symposium was entitled A
Panoramic View of Toxicologic Pathology and covered
several topics including mechanisms of toxicity and risk
assessment, organ specific toxicologic pathology, plant

toxicologic pathology and certification in pathology and STP members Robert Ettlin, Jerry Ward, Joao

toxicology. Representatives of the pathology community Lauro de Carmargo, John Foster, Doug Wolf,

from several Latin American countries participated. Evelyne Polack, Bryan Stegelmeier, and two
LASTP pathologists

The symposium was attended by over 100 professionals

and graduate and undergraduate students. Three awards sponsored by IATP and IFSTP were presented to
winners of the graduate student poster competition. Robert Ettlin, Wanda Haschek-Hock, Jerrold Ward, and
Doug Wolf were presented with honorary membership in the LASTP. John Foster previously was elected as
the first honorary member from STP. The meeting was hosted by Maria Lucia Dagli, current president of
the LASTP and also an STP member.

hittps/Awww toxpathorg/membersonly/SPi2_fullversionasp
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Maria Lucia Dagli, President of the Latin American Wanda Haschek-Hock receives an honorary
STP membership in the LASTP from Evelyne Polack and
Maria Lucia Dagli

Committee News

Thank You to STP 2011-2012 Committees, Working Groups, and Task Forces

ACVP /STP Coalition for Veterinary Pathology Fellows- STP Representatives to Board of Governors

e Curtis Colleton
¢ Noel Dybdal

¢ Denzil Frost

e William Iverson
e Thomas Rosol
e Bhanu Singh

Annual Symposium

e Frances Clemo, Chair

¢ David Hutto, Co-Chair

e Carl Alden, 2012 Scientific Co-Chair

e Julia Baker, Members-at-large

e Brad Bolon, 2015 STP/ACVP Steering Committee

e Mark Cesta, 2013 Scientific Co-Chair

e Curtis Colleton, Poster Chair

¢ Dimitry Danilenko, 2013 Scientific Co-Chair

e Susan Elmore, Liaison to NTP Symposium

e Sabine Francke-Carroll, 2014 Scientific Co-Chair

e Kathleen Funk, Liaison to Education Strategy Committee
e Sarah Hale, CE Subcommittee Chair

e Mark Hoenerhoff, 2014 Scientific Co-Chair

e Kevin McDorman, Liaison to ACVP Education Committee
e Prashant Nambiar, 2013 Scientific Co-Chair

e Karamjeet Pandher, 2012 Liaison to the Education Committee
e Richard Peterson, 2012 Scientific Chair

e Daniel Rudmann, 2012 Scientific Co-Chair

e Aaron Sargeant, 2013 Poster Chair

e Muriel Saulnier, 2012, Members-at-large

e JoAnn Schuh, 2012 Liaison to the Internet Committee

e Lee Silverman, 2014 Scientific Co-Chair

e Stephane Thibault, CE Subcommittee Co-Chair

e Jerrold Ward, Sage, 2015 STP/ACVP Steering Committee
e Dianne Creasy, EC Liaison

Scientific Program Planning Committee-2012

e Carl Alden, 2012 Scientific Co-Chair

e Richard Peterson, 2012 Scientific Co-Chair
e Daniel Rudmann, 2012 Scientific Co-Chair
e Brian Berridge

¢ Michael Boyle

e Dominique Brees

e Lorrene Buckley, ACT/CE Course Chair

e Eberhard Buse

e Erica Carroll

e Phaedra Cole

e Curtis Colleton

¢ Darlene Dixon

¢ Hanan Ghantous, ACT/CE Course Chair

e Jack Harkema

e James Hartke

e Hajime Hiraragi

e Harm HogenEsch

e David Hutto

¢ Holly Jordan
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James Klaunig
David Malarkey
Charles Qualls
Shashi Ramaiah
Marlon Rebelatto
Lee Silverman
Sandra Snook
John Vahle

Jun Zhang

Kenneth Schafer, EC Liaison
Awards Committee

Kenneth Schafer, Chair

Ruth Hurley
Patrick Lappin
Matthew Renninger
Jun Zhang

Career Development & Outreach Committee

Susan Van Tongeren, Chair
Suzanne Botts, Past Chair

Nadine Bowden
Michael Boyle

Molly Boyle

Mary Carsillo
Michael Conner
Kelly Diegel

Kevin Donnelly
Jane Fagerland
Lawrence Fisher
Mihai Gagea-Iurascu
Elizabeth Galbreath
Branka Grubor
Julius Haruna
Jessica Hoane
David Hutto

Binod Jacob

Julie Johnson
Anoop Kavirayani
Christopher Koivisto
Victoria Laast
Michael Linn

Alric Lopez-Martinez
Srinivasa Mantena
LuAnn McKinney
Sunish Mohanan

Sureshkumar Muthupalani

Madhav Paranjpe
Stanley Proctor

Anne Provencher Bolliger

Meg Ramos
Brett Saladino
Aaron Sargeant
Albert Schultze
Manu Sebastian
Alok Sharma
Matthew Smith

Sarah Tannehill-Gregg

Ian Taylor

Michael Tomlinson
Niraj Tripathi

Oliver Turner
Patricia Turner
Gaurav Tyagi

Susan Van Tongeren
Lyn Wancket

Pierre Tellier, EC Liaison
Communications Task Force

Laura Dill Morton, Chair

Bernie Buetow
John Foster
Kevin Keane
Stuart Levin
Bindhu Michael
Anne Ryan
Brett Saladino
Manu Sebastian
Monique Wells

Education Committee

8TP
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Kevin Keane, Chair
April Paulman, Co-Chair

Jonathan Werner, Co-Chair

Sandeep Akare
Laura Andrews

Denise Bounous, Clin Path Interest Group Liaison

Erica Carroll

Mary Carsillo

Karyn Colman

Maria Dagli

Oded Foreman
Shayne Gad
Jean-René Galarneau
Elizabeth Galbreath

Gopakumar Gopalakrishnan

Daher Ibrahim Aibo
Binod Jacob

Carol Johnson

Y. James Kang
Anoop Kavirayani
Daniel Kemp
Srinivasa Mantena
Vasanthi Mowat
Amrithraj Nair
Meliton Novilla
Karamjeet Pandher
Madhav Paranjpe
Daniel Patrick
Marcia Pereira

Lila Ramaiah

Shashi Ramaiah, CE India Liaison
Zadok Ruben, C.L. Davis Liaison
Daniel Rudmann, CE China Liaison

Paulo Saldiva
Manu Sebastian
Bhanu Singh
Niraj Tripathi
Kapil Vashisht
Hui Wang

Monique Wells, CE SubCmte for Education in China/India
Dianne Creasy, EC Liaison

Education Strategy Committee

Albert Schultze, Chair
Suzanne Botts, Co-Chair
Alys Bradley

Frances Clemo, Annual Symposium Chair

8TP

Dimitry Danilenko, 2013 Scientific Program Committee Liaison

Mamata De

Kathleen Funk, Past Chair

Mark Hoenerhoff
Armando Irizarry
Binod Jacob

Kevin Keane, Education Chair
Alric Lopez-Martinez, Internet Chair

Thomas Rosol

Daniel Rudmann, 2012 Scientific Program Committee Liaison

Paul Snyder, EC Liaison
Niraj Tripathi

Susan Van Tongeren, CDOC Chair

Brent Walling

Jonathan Werner, Internet Web-based Education Subcommittee Chair

Executive Committee

Thomas Monticello, President

Wanda Haschek-Hock, Past President
Daniel Morton, President-Elect
Kenneth Schafer, Secretary/Treasurer
Dianne Margaret Creasy, Councilor

Susan Elmore, Councilor

Kevin McDorman, Councilor

Paul Snyder, Councilor
Pierre Tellier, Councilor

Fundraising

D. Reid Patterson, Chair
Suzanne Botts

Noel Dybdal

Wanda Haschek-Hock
Stuart Levin

Ricardo Ochoa

Kenneth Schafer
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Globalization Task Force

e Thomas Monticello, Chair

e Gopakumar Gopalakrishnan
e Helen Han Hsu

e Binod Jacob

¢ Rie Kikkawa

e Evelyne Polack

¢ Daniel Rudmann

e Alok Sharma

e Mohamed Slaoui

INHAND Global Editorial and Steering Committee

e Charlotte Keenan, Chair
e Julia Baker

¢ Alys Bradley

e Dawn Goodman

e Takanori Harada

e Ron Herbert

¢ Wolfgang Kaufmann

e Rupert Kellner

e Peter Mann

¢ Thomas Nolte

e Susanne Rittinghausen
e Takuju Tanaka

e John Vahle

¢ Dianne Creasy, EC Liaison

INHAND* Working Groups
*International Harmonization of Nomenclature and Diagnostic Criteria for Lesions in Rats and Mice

INHAND Lymphoid and Hematopoietic System

e Cindy Willard-Mack, Chair
e Alys Bradley

e Susan Elmore

e Sabine Halm

« Bill Hall

e Johannes Harleman

e Satoru Hosokawa

e Chris Kuper

e Pat Losco

e Kunitoshi MitsumoriGail Pearse
e Jerry Rehg

e Christine RUhl-Fehlert

e Agnes Schulte

e Jerry Ward

e Dan Weinstock

e Ron Herbert, GESC Liaison

INHAND Central Nervous System

* Wolfgang Kaufmann, Chair
e Brad Bolon

e Alys Bradley

e Mark Butt

e Stephanie Czasch

e Bob Garman

e Catherine George

e Sibylle Groters

e Georg Krinke

e Peter Little

e Jenny McKay

e Isao Narama

e Makoto Shibutani

¢ Wolfgang Kaufmann, GESC Liaison

INHAND Cardiovascular System

e Brian Berridge, Chair
e Graham Betton

¢ Michael Boyle

e Peter Clements

e Jean-Loic Le net

e Vasanthi Mowat

e Hirofumi Nagai

e Abraham Nyska

e Yoshimasa Okazaki
e Matthias Rinke

e Paul Snyder

e Monique Wells

e John Vahle, GESC Liaison

INHAND Digestive (GI Plus Exocrine Pancreas)
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Thomas Nolte, Chair
Patricia Brander Weber
Charles Dangler

Ulrich Deschl

Michael Elwell

Richard Hailey

Anja Knippel

Arlin Rogers

Cynthia Shackleford
Andrew Spencer

Arun Pandiri

Takuji Tanaka

Jerry Ward

Thomas Nolte, GESC Liaison

INHAND Endocrine (Endocrine Pancreas, Pituitary, Thyroid, Parathyroid, Adrenal Gland)

Thomas Rosol, Chair
Anna Brandli-Baiocco
Marc Bruder

Sundeep Chandra
Jurgen Hellmann

Mark J. Hoenerhoff
Mike Jokinen

Takahito Kambara
Christian Landes
Barbara Lenz

Susanne Rittinghausen
Frédéric Schorsch
Frank Seeliger

Takuji Tanaka

Minoru Tsuchitani
Charlotte Keenan, GESC Liaison

INHAND Female Reproductive

Darlene Dixon, Chair
Roger Alison

Ute Bach

Karyn Colman
Johannes Harleman
Richard Haworth
Anke Heuser

Eric van Esch
George Foley
Shinichi Katsuda
Jerry Long

Michael Mirsky
Karen Regan

Justin Vidal

Midori Yoshida

Ron Herbert, GESC Liaison

INHAND Integument

Lars Mecklenburg, Chair
Terry Adams

Karen Cimon

Wolfgang Kaufmann
Carine Kolly

Donna Kusewitt

Susanne Mller

Silke Treumann

Jyoji Yamate

Alys Bradley, GESC Liaison

INHAND Liver

Bob Maronpot, Chair
Fiorella Belpoggi
Amy Brix

Ulrich Deschl
Richard Gregson
Takanori Harada
Wolfgang Kaufmann
Karin Kuttler

Dave Malarkey

Dai Nakae

Thomas Nolte
Abraham Nyska
Colin Rousseaux
Bhanu Singh

Bob Thoolen

Mike Vinlove

Jerry Ward
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e Ian Pyrah, GESC Liaison

INHAND Male Reproductive

¢ Diane Creasy, Chair
e Axel Bube

e Evelyn de Rijk

e Hitoshi Kandori

e Maki Kuwahara

¢ Regis Masson

e Thomas Nolte

e Rachel Reams

e Karen Regan

e Sabine Rehm

e Petrina Rogerson

¢ Andrew Suttie

e Katharine Whitney
e Julia Baker, GESC Liaison

INHAND Mammary Gland and other (Mammary/Zymbal/Preputial/Clitorial/Anal)

e Dan Rudmann, Chair

¢ Robert Cardiff

* Wolfgang Kaufmann

e Karin Kittler

¢ Heike Marxfeld

e Susanne Mller

e Silke Treumann

e Katsuhiko Yoshizawa

e Dawn Goodman, GESC Liaison

INHAND Musculoskeletal (Bone, Muscle, Cartilage, Tooth)

¢ Joel Leininger, Chair
e Alison Bendele

e Rogely Boyce

e Heinrich Ernst

e Laura Healy

¢ Wanda High

e Jacquelin Jolette

e Philip Long

¢ Kiyokazu Ozaki

e Matthias Rinke

e Daniel Roth

e Scott Schelling

e John Vahle, GESC Liaison

INHAND Respiratory System

e Roger Renne, Chair

e Amy Brix

e Jack Harkema

e Katsumi Imaida

* Birgit Kittel

e David Lewis

¢ Thomas March

e Kasuke Nagano

¢ Mike Pino

e Susanne Rittinghausen
e Martin Rosenbruch

e Pierre Tellier

e Thomas Wohrmann

e Ron Herbert, GESC Liaison

INHAND Soft Tissue (Subcutis, Mesothelium, Connective Tissue)

e Peter Greaves, Chair

e Luc Chouinard

e Heinrich Ernst

e Lars Mecklenburg

e Ingrid Pruimboom-Brees
e Matthias Rinke

e Susanne Rittinghausen
e Stephane Thibault

e Jasmin von Erichsen

e Toshinori Yoshida

¢ Thomas Nolte, GESC Liasion

INHAND Special Senses

e Julia Baker, Chair
e Elke Atzpodien

e Ute Bach

¢ Richard Dubelzig
¢ Cindy Fishman
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e Matthew Jacobsen

e Ursula Junker-Walker
e Frieke Kuper

e Pierre Liberge

¢ James Render

¢ Susanne Rittinghausen
e Ken Schafer

e Brian Short

e Katsuhiko Yoshizawa

e Hui Zhang

e Julia Baker, GESC Liaison

INHAND Urinary System

e Kendall Frazier, Chair

e Graham Betton

e Axel Bube

e Roger Burnett

¢ Beate Durchfeld-Meyer
e Gordon Hard

e Shunji Nakatsuji

e Akiyoshi Nishikawa

e John Seely

e Hideki Wanibuchi

e Charlotte Keenan, GESC Liaison

Internet

e Alric Lopez-Martinez, Chair
e JoAnn Schuh, Co-Chair

e Duane Alan Belote

¢ Jean-Guy Bienvenu

¢ Michael Boyle

e Madeleine Chagnon

e Karyn Colman

e Joshua Decker

« Jeffrey Eggers

¢ Richard Gregson

¢ Guenther Hoffmann

e Daher Ibrahim Aibo

e Kevin Keane

e William Meier

e Amrithraj Nair

e Diann Weddle

e Jonathan Werner

e Kevin McDorman, EC Liaison

Membership

¢ Binod Jacob, Chair

e Gopakumar Gopalakrishnan, Co-Chair
e Sandeep Akare

e Jim Armstrong

¢ Dinesh Bangari

¢ Michael Boyle

e William Castleman

e Stacey Fossey

¢ Mihai Gagea-lurascu

e David Garlick

e Laura Gumprecht

e Kris Helke

¢ Anoop Kavirayani

e Christopher Koivisto

e Victoria Laast

¢ Raju Mantena

e Emily Meseck

e Murali Nadella

¢ David Peters

e Aaron Sargeant

e Manu Sebastian

e Niraj Tripathi

e Stephanie White-Hunt
e Zbigniew Wojcinski

e Pierre Tellier, EC Liaison

Newsletter (Scope)

e Alok Sharma, Editor

¢ Dinesh Bangari

e Kendall Frazier

¢ Anoop Kavirayani

¢ Vimala Vemireddi

e Pierre Tellier, EC Liaison

Nominations Committee
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¢ Wanda Haschek-Hock, Chair

Nancy Everds

e Jerry Hardisty

Scientific and Regulatory Policy

John Vahle, Chair

John Burkhardt, Co-Chair
Lydia Andrews-Jones

Rogely Boyce

Gary Coleman

Georgia Farris

Jim Fikes

Kendal Frazier

Roy Kerlin

Lynda Lanning

Richard Long

Denny Meyer

Marielle Odin

Alok Sharma

Brian Short

Joan Wicks

Sabine Francke-Carroll, FDA/CFSAN Liaison
Karl Jensen, EPA Liaison

Rudolf Mueller, Health Canada Liaison
Annette Romeike, ESTP Liaison
Paul Snyder, EC Liaison

Alveolar Macrophage Working Group

Kristen Nikula, Chair
Dallas Hyde

Chet Leach

Jeff McCartney

Timothy McGovern

Glen Miller

Natasha Neef

Michael Pino

Mathew Reed

Marielle Odin, SRPC Liaison

Animal Models Working Group

Sherry Morgan, Chair

Shawn Berens

Laura Conour

Chandikumar Elangbam
Evan Janovitz

Allison Vitsky

Tanja Zabka

John Burkhardt, SRPC Liaison

CNS Sampling Working Group

Brad Bolon, Chair
Alys Bradley
Robert Garman
Laura Gumprecht
Karl Jensen
Ingrid Pardo

Ann Radovsky
Aude Roulois
Robert Sills
Robert Switzer III
Lydia Andrews-Jones, SRPC Liaison

Endocrinology Endpoints Working Group

Thomas Rosol, Chair
Hakan Andersson
Robert Chapin
Dianne Creasy
Duncan Ferguson
Mary Gilbert

John O’Connor
Sabine Rehm
Frédéric Schorsch
Dinesh Stanislaus
Rogely Boyce, SRPC Liaison

Histopathology Evaluation of Biomarkers Working Group

John Burkhardt, Chair
Rogely Boyce
Daniela Ennulat
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Karamjeet Pandher
Philip Solter

Sean Troth

Tanja Zabka

Recovery Group Evaluations Working Group

Rick Perry, Chair

Jean-Guy Bienvenu

Charles Dean Jr.

George Foley

Charles Mahrt

Brian Short

Georgia Farris, SRPC Liaison

Regulatory Forum in Toxicologic Pathology

Natasha Neef, Chair

Terrence Adams

Laura Boone

John Burkhardt

Frances Clemo

Binhu Michael

Kristen Nikula

John Vahle

Katherine Whitney

Sabine Francke-Carroll, SRPC Co-Liaison
Kendall Frazier, SRPC Co-Liaison

Stress Effects Working Group

Nancy Everds, Chair
Keith Bailey

Brad Bolon

Dianne Creasy

George Foley

Thomas Rosol

Terry Sellers

Paul Snyder, SRPC Liaison

Toxicologic Pathology Journal

Editor-in-Chief

e John R. Foster

Editorial Board

Robert Cardiff

Karyn Colman

Glen S. Elliot

Jodo Lauro Viana de Camargo
Darlene Dixon

Michael Elwell

Zeljko Ferencic

Kathy Gabrielson

Peter Hall

Takanori Harada

Gordon C. Hard
Christopher Houle

Huw Bowen Jones

Kyle Kolaja

Gerald Long

David Malarkey

Odete R. Mendes
Fernando Salvador Moreno
Ricardo Ochoa

Shyamal D. Peddada
Florence Poitout

Shashi K. Ramaiah

Aude Roulois

Anne Ryan

Paulo Hilario Nascimento Saldiva
JoAnn C.L. Schuh

Paul Snyder

Ruud A. Woutersen

O 0 0O 0O OOOOOO OO O OO O OO OOOUOTUOO OO OOOoOTOoOOo

Associate Editors

Gary A. Boorman
Samuel M. Cohen

Maria Lucia Zaidan Dagli
Susan A. Elmore

Nancy Everds

Joel R. Leininger
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e Mark Mense

Bhindu Michael
Abraham Nyska

Ian Pyrah

Minoru Sasaki
Magnus Soderberg
Jerrold M. Ward
Monique Y. Wells
Katsuhiko Yoshizawa

Senior Advisors

¢ James Klaunig
e Robert R. Maronpot

Update from the Scientific and Regulatory Policy Committee (SRPC)

Histology in Biomarker Qualification Studies
By John Burkhardt and Tanja Zabka

In December 2011, two significant written works were published, on the subject of the application of
histology and pathology to non clinical safety biomarker qualification studies. The US FDA published a draft
guidance and had opened it for public comment through the end of March 2012. A Best Practices paper,
endorsed by STP, was published in Toxicologic Pathology during the same month. The topic of safety
biomarker qualification has been the subject of much discussion and work within the pharmaceutical
industry, among non profit organizations, and within some regulatory agencies. A prototypic example of
success in achieving regulatory approval for safety biomarkers comes from the Predictive Safety Testing
Consortium (PSTC). The consortium coupled pharmaceutical industry scientists (and data flowing from their
numerous studies) with regulators, in a successful effort to gain common experience with the data and
emerging approval process. The outcome was the approval, by US FDA and EMA, of seven renal biomarkers
for use in non clinical safety studies. PMDA followed with approval of these same markers in 2010.

The US FDA draft guidance concurs with many of the aspects endorsed by STP in the Best Practices paper,
perhaps reflecting the shared experiences gained through the qualification of the renal safety biomarkers
and other similar experiences. Some points of concern within the draft guidance have been raised through
the public comment period, and some of the major elements are highlighted within this article. The scope of
the guidance may be unnecessarily broad, encompassing details of study design that are beyond the conduct
of histology or pathology evaluation. In regards to pathology, the draft guidance surprisingly recommends
detailed approaches that are beyond those expected from standard non clinical safety human-enabling
studies—the context in which the biomarkers would be used prospectively. On the subject of blinded versus
unblinded histology review, the draft guidance stipulates use of the former. Conversely, the position of STP,
informed by the life- and career-experience of many pathologists, is clear on the value that unblinded and
as needed, subsequent blinded histology review brings to overall study interpretation (Burkhardt et al. 2011,
Crissman et al., 2004). The draft guidance directs that qualification studies be performed GLP only and that
they must be prospective in nature. This is inconsistent, given that the successful qualification of the renal
biomarkers had utilized neither of these approaches. Moreover, the renal biomarkers were approved through
the use of mostly non GLP studies, in which the data was aggregated over time to yield an interpretable,
robust outcome.

The large volume of public reaction to the draft guidance represents an indication of serious interest in the
area of non clinical safety biomarker qualification and hopefully will cause dialogue to remain open during
the STP-recommended phase of US FDA guidance revision. The successes of the partnerships formed
through multi-institutional collaborations, such as PSTC and ILSI/HESI, are a testament to the performance
that can be achieved when industry scientists and regulatory professionals partner together effectively.

References:
Guidance for Industry Use of Histology in Biomarker Qualification Studies 7

Burkhardt JE, Ennulat D, Pandher K, Solter P, Troth S, Wait Boyce R, Zabka T: Recommendations for
Pathology Data Review in Non clinical Safety Biomarker Qualification Studies. Toxicologic Pathology, 39:
1129-1137, 2011

Crissman, J.W., Goodman, D.G., Hildebrandt, P.K., Maronpot, R.R., Prater, D.A., Riley, J.H., Seaman, W.J.,
and Thake, D.C. (2004). “Best Practices Guideline: Toxicologic Pathology.” Toxicol Pathol 32, 126-131.

Learn About Web Education Offerings, The Marketplace, ToxPathNet at STP Booth

Have questions about the STP website or ToxPathNet? Members of the Internet committee will be present at
the Boston meeting STP booth. Our members will be able to answer questions about usage or capabilities.
They will also be able to guide you through navigation of toxpath.org, ToxPathNet or the Marketplace. If one
of our members is not present at the booth, there will be an automated presentation of toxpath.org and
ToxPathNet capabilities on the STP booth monitor. Otherwise, feel free to approach one of our members to
sign-up for a one to one presentation anytime.

The Marketplace is Up!
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The ToxPathNet Marketplace is an STP member online forum for posting professional services, equipment,
and other toxicologic pathology related information and it can be found in ToxPathNet. Just click on the
“Marketplace” link on the ToxPathNet navigation bar. Sell your wares and services! Please keep in mind the
following caveats and terms of service: Job postings are not permitted. (Visit the STP Job Postings webpage
to view available jobs or submit a job posting.) Submitted postings will be reviewed by the Internet
Committee and/or other appropriate STP committees or members for approval before publication. All
submitted postings should be related to the field of toxicologic pathology or related professional aspects.
This may include but not be limited to services or equipment. The STP Internet Committee or Executive
Committee reserves the right to not approve any posting for any reason. Submitted postings that are not
approved may be re-submitted after complying with possible suggestions by the appropriate STP
committees. STP is not responsible for linked content within the ToxPathNet Marketplace.

Web-Based Education Now Available Online!

A variety of web-based education offerings are now available to STP members on the website. These
presentations include audio/visual recordings of two CE courses and the Career Development Workshop from
the STP 2011 Annual Symposium, multiple Webinar presentations from STP regional meetings, and several
informative PowerPoint presentations from past meetings. Courses from the 2011 Annual Meeting are
accessible to STP members for free; however, in future years CE courses will require a registration fee.

Send Us Your Images

We are in the process of revamping “What's Your Diagnosis?” to reflect the increased diversity in toxicologic
pathology. In addition to histologic lesions; submission of any interesting image will be encouraged. This
could include electrophoretic gels, immunohistochemistry, nucleic acid, protein or histo microarrays. Any
image of scientific value related to toxicologic pathology included with an interesting description will be
encouraged. Your discussions will also be appreciated.

Member Spotlight

An Interview with Dr. Abraham Nyska—A Career In Pathology Through International Borders, Wars, and
Music

By Dinesh S. Bangari

Where do you work and what are your main job
responsibilities?

My main activity is participating in the mission of the National
Toxicology Program (NTP), i.e. hazard identification of selected
compounds. Over 10 years (1996-2005) I served as a NTP staff
scientist and became a consultant to the NTP when I moved back to
Israel. Now I visit the NIEHS every 4-6 weeks. In recent years I
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medicines including green tea—examples of these findings will be
presented at this year’s annual STP symposium in Boston. I also
collaborate with the NTP team on mechanistic investigations related
to toxic and carcinogenic effects seen in our studies.

In Israel, I am a Professor at the Tel Aviv University Medical School
where I lecture toxicologic pathology to students taking part in
advanced research programs. In addition, from time to time I peer-
review studies performed by start-up companies in Israel or elsewhere.

What are your primary pathology interests?

My primary pathology interest varies according to the findings seen in NTP studies. I always try to go in-
depth, initiating mechanistic investigations by a team work approach. Throughout the years I have
developed expertise in topics like:

e Elucidation of toxic and carcinogenic effects induced by dioxin-like compounds.

e Retrospective investigation of non-genotoxic mechanisms promoting adrenal medullary tumors (i.e., severe nephropathy
and space-occupying pulmonary pathology).

« Different morphological aspects of cardiovascular effects induced by toxicants like the ephedra, Bis(2-Chloroethoxy)methane
(CEM), theophylline, inhaled particulates, and dioxin-like compounds.

e Characterization of oxidative stress resulting from inflammation provoked by inhaled particulates, as potential mechanism
for carcinogenesis.

e Characterizing the effect of single and group caging on hypothalamic-pituitary-adrenal and testes axis, and its potential
effect on pituitary and testicular tumors.

e Characterizing the 2-butoxyethanol model of hemolysis associated with disseminated thrombosis.

e Morphological characterization and potential mechanisms involved in hepatic Riddelliine-related endothelial cell
carcinogenicity.

What aspect in your current position do you find most rewarding?

The NTP is a gold-mine of pathological data for retrospective studies, elucidating potential mechanisms of
toxic and carcinogenic effects. I deeply enjoy working at the NTP interacting with interdisciplinary team of
experts, thriving to “produce” the most reliable safety evaluation reports, which are later used by regulatory
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agencies. I am always excited about pathology. My wife tells me that she is ‘jealous’ of me as I always
express a child-like curiosity for pathology even after spending over 40 years in this field.

What or who “sparked” your interest in pathology?

Generally, meeting and interacting with experts who were supportive of my curiosity in pathology kept me
motivated. At the beginning of my career it was Prof. Theodor Nobel in Israel and during “American chapter
of my life” it was Dr. Bob Maronpot. I should emphasize that I initiated my studies in toxicologic pathology
in 1978, when wining an Israeli government scholarship enabled me to visit England to specialize in this
field.

Please tell us some more about your veterinary and toxicology pathology education.

I went to Italy after finishing three years of military service to get my veterinary education. There were no
veterinary schools in Israel at that time. I had to learn Italian for that. Even during my veterinary program I
had to go for war duty for 10 months. I finished my veterinary degree and returned to Israel to get
specialized training in diagnostic veterinary pathology with Dr. Nobel. A scholarship from the Israeli
government helped me spend 2 years in England to get further training in toxicologic pathology. Then I
returned to Israel and started a small lab with 5-6 other folks. I was also involved in teaching at the then
newly established veterinary school in Israel. Unfortunately, in 1990 our lab was shut down following a war-
related disruption. I got an opportunity to go on a sabbatical at the NTP where I met Dr. Bob Maronpot and I
began working as a staff scientist at the NIEHS.

What are some of the hardships you've had to endure along the way and the obstacles you've had to
overcome?

I would mention 2 occurrences as example:

e During 1973 when I was in my 2nd year of veterinary medicine in Italy, I was called for the war duty for a 10 months
period. The transitions from the horrors of the war to regular student life, was uneasy.

e In 1990 the lab at which I worked in Israel was shut down (due to war-related bombing in the area) and since there was
no other place in Israel for my specialty I had to leave the country and move to the US. Luckily it turned out to be an
exciting period in my professional and personal experience.

Tell us about your involvement with the NTP.

As I mentioned I got an opportunity to join the NTP in 1995. NTP is a real ‘gold mine’ full of great people and
great material. Dr. Maronpot was extremely supportive of my curiosities and research initiatives. The next
10 years of my life were extremely productive. I served as a permanent staff scientist and participated in
several tox studies. It was wonderful. After working at the NTP for over 10 years, I decided to return to
Israel to be with my family especially my daughters and grandchildren. When I told my decision to Dr.
Maronpot, he said that he would follow me even if I went to the moon. So, here I am now working in Israel
but still actively contributing to the NTP.

Your approach for effective communication with nonpathologist colleagues?

I am a classical team worker and an enthusiastic collaborator who is always excited about joining
interdisciplinary group of researchers to investigate and publish the results. When I was at the NIEHS I
began inviting the study directors (usually toxicologists) to the Pathology Working Group (PWG) meetings
and asked them to present at the meetings and participate in the discussion of the pathology data. This was
very helpful as it offered them a fist hand opportunity to see the complexities and challenges of pathology
interpretation and the difficulties in arriving at a consensus.

Any advice or tips to other pathologists?

¢ Always search the way to establish a team approach.

e Try always to understand what may be the cause of toxicity and/or carcinogenicity.

e Just believe in your energy, find good people around you and just don’t give up. Frequently dedicate time to other activities
that will enable you to create a relaxing and rich full environment like doing sport, taking part in cultural activities like
music, theater etc. I get my dose of physical activity/sports through a 1.5 hr jog in the hills early in the morning every day.
I get up at 4:00 am every day and go for my jog at 4:30 am. I have been doing this for last 6-7 years now. I find music
very inspiring. I believe every glass slide has music of its own. In my life good music has inspired good pathology and
passion for pathology has inspired beautiful music.

We have heard that besides your job, you make lots of voluntary contribution to the field of
Pathology. Would you please talk about those contributions?

¢ Being associate editor of Toxicologic Pathology.

¢ Collaborating and promoting students and young researchers in the academy and industry.
e Member of various STP subcommittees.

e Lecturing to high school students and high-tech companies.

¢ Telling my professional story to elementary school students.

Please tell us about your family and pets.

¢ I have a lovely wife, Ossie, with who I share my life for 38 years. Ossie is @ music teacher. We live in a beautiful house in a
communal village called “Timrat” in the foothills of Nazareth mountains.

e We are proud parents of two daughters and a son. Our daughters—Yael is a music therapist who works with autistic
children and Tamar is a research economist at the National Bank of Israel in Jerusalem. Our son Gal is a graduate of the
Juilliard School of Music in cello and currently lives in Berlin where he serves as an assistant principal cellist in an orchestra.

e We have four beautiful grandchildren ranging from the age of 9.5 years to four weeks.

¢ My motheris 90 years old and is a holocaust survivor.
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¢ I had a lovely white cat “Kamila” who travelled with us to the US and passed away a few years ago. I am still looking for a
new candidate.

What are your hobbies/interests?

¢ Jogging and biking with my twin brother in the dunes of the Israeli
desert. Photography is also one of my passions.

e Attending concerts, operas, dance shows, and theater.

e Touring either by 4x4 or hiking in Israel and abroad. A year ago I
participated in a track in the dolomites and Alps.

Your formula to balance work and life?

e Pay attention to family life as the 1st priority.
e Every day dedicate time to some kind of sport.
e Once a week go out for some cultural activity.

I can imagine that with your active life with toxicologic
pathology, regular international travel, family, etc. there is
no room for retirement but still, is there any plan?

I would like to continue my participation in the NTP as long as I am capable of doing so. I like every aspect
of my current work. I will continue to contribute with the microscope until my eyes start betraying me.

Just for fun—is there something you would like to mention to the member community that they
would be surprised to know about you?

I played piano for 12 years and tried at least four other instruments but realized that it will be better to
enjoy listening to others and sponsor excellent musicians like my son Gal. You are most welcome to listen to
his playing at these weblinks:

e http://www.youtube.com/watch?v=Lgmxvw3JjDU
e http://www.youtube.com/watch?v=4r42qrinva0
e http://www.youtube.com/watch?v=HOcZ9yZW2BY

The views expressed in this article are those of the interviewee and do not necessarily represent the views of the Society of
Toxicologic Pathology.
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