American College of Toxicology Liaison Report
June 2004
Laura Dill Morton

The ACT 25™ Annual meeting will be held at the Wyndham Palm Springs Hotel, Palm Springs,
California from November 7"to 10", 2004. Noel Dybdal will be running the STP symposium at
the 2004 ACT meeting; the topics covered will include a number of items related to newer
technologies applied to toxicologic pathology, including automated imaging, morphometry,
informatics, etc.

The first annual joint ACT-STP Course on “Pathology for Non-Pathologists” was held May 16-17"
at Deerfield, IL. Topics covered were the hepatobiliary and immune systems. The course was
very successful — 82 people registered & 79 showed up. All the speakers made it in spite of
storm delays in Chicago. The 2003 symposium earned an overall score of 4.38 out of 5 based on
attendant feedback. Primary responses were predictable: first day too slow and basic, second
and third days too fast (information was important, but not enough time given). Case studies
were particularly positive. Also, as predicted, many of the attendees pointed out the need for
color notebooks. A couple people even said to charge a little more if necessary. Nice response
was a couple of comments that it was a great course for the $$.

A sincere vote of thanks to the STP CE committee and to all the STP speakers who devoted their
time to making this a success.



ACT Meeting Report
PATHOLOGY FOR NON-PATHOLOGIST COURSE
June 2004

The first annual Pathology for Non-pathologists course was offered on May 11-13 2004 at the Baxter
Healthcare Corporation Conference Center in Deerfield, IL. Overall, this course was a great success! The 77
course participants were engaged in three full days of lectures by knowledgeable pathologists working in
academia and industry covering the general principlesof pathology, and the liver and immune system astarget
organs.

The course was jointly sponsored by the American College of Toxicology and the Society for Toxicologic
Pathologists. Here are some of the comments from the course evaluation forms:

“Loved the course overall”

“Very good course, especially for first offering”

“Great facility for course, speakers were good and enthusiastic”

“Overall, very good incorporation of a lot of information”
The course committee, with representation from both ACT and STP, was comprised of the following
members: Mary Ellen Cosenza, Winston Evering, Farrel Fort, Jerry Hardisty, Isaac Hayward, Debie Hoivik, Paul

Howroyd, Stuart Levin, Laura Dill Morton, Leigh Ann Burns Naas, and Doug Wolf. The committee members
have already begun to plan for next year’s course.



American College of Veterinary Pathologists Liaison Report
June 2004
R. Keith Harris

1. The ACVP Council held its Spring meeting at Disney’s Coronado Springs Resort in
Orlando, Florida April 29 — May 1, 2004. The College’s annual meeting is scheduled for
November 12 — 17, 2004 in Orlando.

2. Council unanimously approved the nomination of Dr. William W. Carlton for distinguished
membership in the College. Dr. Carlton’s nomination was based largely on his
distinguished record of accomplishments in toxicology and pathology.

3. The joint STP/ACVP initiative to coordinate funding for training is progressing nicely
thanks in large part to the efforts of the presidents of the STP and the ACVP in drafting a
Request for Proposal (RFP) document. The deadline for submitting RFPs was May 17,
2004 and it is anticipated that a contractor will be selected by the end of June 2004.

4. The results of the ACVP’s on-line compensation survey conducted in December 2003 -
January 2004 are now available on the College’s web site. The College will likely repeat
the survey every 1 — 2 years.

5. The new Subspecialty of Toxicologic pathology has 38 charter members and is in the
process of developing a slate of officers. One of the first tasks of the new subspecialty
will be the development of a certification examination process.



STP Continuing Education Committee Report
May 2004

Presentations & Meetings

Health Canada: Skin Pathology, January 2004
The Committee arranged for Dr G Willson of EPL to make this presentation, which was well-
received. The Committee was unable to find anyone with the time to prepare a presentation on

the gastro-intestinal system. Offers to give further presentations to Health Canada are always
welcome.

STP/ACT Course: Pathology for Non-Pathologists, May 2004
Members of the Committee contributed to the planning and delivery of this successful course
(feedback is currently being evaluated in detail). Similar courses may be held in future years.

Society for Quality Assurance Meeting, October 2003

A member of the Committee participated in a Panel Discussion "Ask the Pathologist" in October
2003.

Position Papers

The Committee prepared position papers on Externships in Toxicologic Pathology and on
Recording Pathology Findings in Immunotoxicology Studies, copies of which are attached to this
Report (Attachments 1 and 2). These were presented to the Executive Committee for
consideration in February and April 2004, respectively.

Remit of the Committee

In its report to the Executive Committee in October 2003, the CE Committee suggested that it
should:

* have a role in implementing some of the recommendations of the 2003 STP Education
Task Force. For example, we would be willing to co-ordinate speakers and materials for
outreach activities and maintain the Pathology Partner list of veterinary schools and
training programs. We might also be able to extend our activities to co-ordination of visits
to/from students and possibly also administration of funded student education programs,
student awards and discussions with ILSI.

»  assist with planning of the STP Annual Symposium, especially the Continuing Education
course.

* review the current opportunities for continuing education for STP members themselves
and make recommendations on what, if any, changes are needed.



FUTURE ACTIVITIES OF THE COMMITTEE

The CE Committee will develop an action plan to accomplish its goals as part of the STP
Strategic Plan and will then implement these actions, and any others as directed by the Executive
Committee.

MEMBERSHIP OF THE CE COMMITTEE

During the past year, the Committee has defined an up to date membership list, and a list of non-
Committee members who are interested in continuing education, and who are consulted on
Committee activities. These lists form Attachment 3.

Another goal of the Committee is to continue to attract new, active Committee members, and to
appoint a member as a Vice-chair. We feel that the best way to achieve this is to stimulate
interest in the Committee, by continuing to engage in activities which are valuable to STP
members and to those with whom we work.

The former Chair of the CE Committee, Dr Doug Wolf, had to stand down from the Committee
recently. | am particularly grateful to Doug for his encouragement and help since | took over the
Chair last June.

Paul Howroyd
Chair CE Committee
May 28" 2004



ATTACHMENT 1
STP Continuing Education Committee

Encouraging externships in toxicologic pathology

This document was submitted to the STP Executive Committee to provide them with a summary
of the current position and recommendations for action by the STP.

What is an Externship?

An externship in toxicologic pathology is a period of about 1 to 3 months spent at an institution
engaged in toxicologic pathology. It is usually undertaken by students who are in veterinary
medical curricula, have completed their basic pathology studies and who are now studying animal
pathology (usually after the 2™ year). It may, however, occur after qualification as a veterinarian,
either before or after starting a residency in pathology. Unlike an internship, the students do not
lose their affiliation with their University and there is no implication that the externship may be
followed by employment. More current activity is related to externships rather than internships, so
this document focuses on the former.

The STP Education Task Force and Externships

Externships are an important means to develop an interest in toxicologic pathology among
students who have already shown aptitude and interest in pathology. Relevant recommendations
of the STP Education Task Force were that:

*  STP should continue to partner with ACVP in addressing recruitment

e STP should support (financially) and publicize opportunities for veterinary students and
particularly pathology trainees to become exposed to the practice of scientific research
and toxicologic pathology unavailable to them through their home institutions.

*  STP can more fully utilize its “Student Information” tab on the website to provide a
repository of outside opportunities for pathology trainees. STP members who are able
provide a meaningful externship experience should be encouraged to place the
information about these opportunities on the website and make them available to
interested students. In addition, STP members whose companies have student summer
job programs should be encouraged to publicize these opportunities as well, and make
an attempt to secure these positions for upper level undergraduates and veterinary
students to be exposed to toxicologic pathology.

* STP should explore the possibility of linking an STP-based student pathology
opportunities database with the ACVP initiative in this area

* STP should establish an “STP Partners in Pathology” outreach program, matching each
veterinary school with an STP member partner institution, which would provide:

o Exposure of early-career veterinary students (1% and 2" year) to toxicologic
pathology as a career. This could be accomplished by the STP partner
sponsoring site visits to the institution, sending members into these organizations
to talk about pathology as a career, providing externship or summer job
opportunities.

o Additional training in toxicologic pathology to residents in pathology training
programs that otherwise would have no exposure. STP partners could supply
faculty to teach courses in toxicologic pathology, basic science and/or drug



development, sponsor site visits to the institution and provide externship or
rotation opportunities to the trainees.
e The STP Education Task Force has proposed the initiation of a funded externship
program.

ACVP Activities to Promote Externships

Information about ACVP activities was kindly provided by Dr McDorman. The ACVP has a
Scholarship Program for externships. The ACVP is currently establishing a database of
institutions which could provide externships (using information returned to it on a form which is
currently being circulated), and there could be a link to this from the STP website. The ACVP’s
Externship Subcommittee (which reports to the ACVP Recruitment Committee) is chaired by Dr
McDorman and includes several other STP members. Other liaison on externships between the
ACVP and STP is achieved through informal discussions. The ACVP also has a Speakers
Bureau, which is a database of members who are available to speak on particular topics.

STP Continuing Education Committee Proposals

Externships encourage students with an interest in veterinary pathology to enter toxicologic
pathology. They also help to increase the exposure of veterinary students to pathology as a
career, which is probably the greater challenge. The Continuing Education Committee proposes
the following actions by the STP to implement the recommendations of the STP Education Task
Force:

A. Offering More Externships

1. Members (from industry, and regulatory agencies and other Government bodies) should
be encouraged to offer externships and to provide up to date information about their
availability to the ACVP database. The Scope, the Annual Symposium and the STP
website should also be used to publicize the value of externships. It may perhaps be
useful to include feedback from students, institutions and members on the value of
individual externships, to stimulate students to apply and institutions to offer further
opportunities.

B. Encouraging More Students to Apply for Externships

1.Members should be encouraged to visit veterinary schools (through the “STP Partners in
Pathology” program, which should be promoted further) to introduce students to toxicologic
pathology and encourage them to participate in externships.

2. Members with an interest in visiting veterinary schools should be encouraged (via Scope,
the Annual Symposium and the STP website) to indicate this under “areas of interest” on
the STP membership list.

3. The ACVP form requesting information on available externships should be circulated (as
a slightly revised version) by the STP, so that any STP members who are not ACVP
members also receive it.

4. When the ACVP database of available externships is prepared, there should be a link to
it from the STP website.

5. Close liaison should continue to prevent duplication of effort in compiling and maintaining
the STP and ACVP lists of speakers’ interests.



6. The Executive Committee should consider to what extent the STP should also encourage
non-veterinarians, such as medical students, MDs, PhD biologists, to apply for
externships. These groups are not served by the ACVP, yet can make a valuable
contribution to toxicologic pathology.

C. Funding Externships

1. Opportunities for students to obtain scholarships for externships from the STP should be
increased as far as possible, by encouraging contributions to the appropriate STP fund.

2. Opportunities for students to obtain scholarships for externships from the STP should be
more clearly accessible via the STP website.

3. Members should encourage their companies to provide financial assistance for
externships at their own institutions.

Paul Howroyd
Chair, STP Continuing Education Committee
February 2004



ATTACHMENT 2
STP Continuing Education Committee

Histological Evaluation of Induced, Non-Neoplastic Changes In The Lymphoid System

Recent papers have presented proposals on the level of detail which is required in recording
effects on the lymphoid system in toxicology studies (Kuper et al, 2000, Germolec et al, 2004). |
understand that ICH will also recommend guidelines on this topic.

The STP should provide a forum to discuss best practice, including the level of detail which is
required in records, terminology and documentation of the thoroughness of evaluation. This
should lead to the drafting of a position paper on this topic with recommendations on best
practice, as STP has done in the past on other equally critical issues (e.g., peer review, "blinded"
slide evaluation and testicular histopathology). This should be a cohesive, clear, unambiguous
and proactive statement of best practices, rather than a response to the papers. As the leading
professional organization for the "practicing" toxicologic pathologist, we need to set the
standards.

| understand that the STP is already considering an initiative on this matter, and, of course, a
Continuing Education Course on Immunotoxicology is scheduled for the 2004 Symposium. If the
EC considers it appropriate, the CE Committee would be happy to make further proposals and to
become involved with any initiatives which are developed.

Paul Howroyd

April 16th 2004

Germolec et al (2004) Toxicological Sciences 78 pp107-115
Kuper CF et al (2000) Toxicologic Pathology 28 pp 454 — 466



ATTACHMENT 3

CE Committee Members

Name

Paul Howroyd (Chair)

Jeffery Engelhardt

Steven Frame

Richard MillerO

Colin Rousseaux

Zadok Ruben

Dana Walker

John Burkhardt

Brad Bolon

Elizabeth Hausner

Ron Herbert

Charles Qualls

Contact list of interested STP members (non-members of Committee)

Suzanne Botts

Deborah Guyot

James Loy

Roy Kerlin

Curt Matherne

Michael Elwell

Dominique Brees

Frances Clemo

Michael Mirsky

Nancy Everds

Susan Hart

Jerry Hardisty

Peter Mann

Kevin McDorman

George Foley

Bob Maronpot




Croplife Liaison Report
May 2004
David Eisenbrandt

CropLife America (CLA) is an organization representing the major manufacturers, formulators and
distributors of crop protection, pest control and biotechnology products

(http://www.croplifeamerica.org). CLA promotes sound legislation and science-based regulation,

promotes increased understanding of the value of crop protection products, encourages the use
of sound science in the research, development and regulatory processes and also addresses
issues affecting the safe use of pesticide products. As a result of the recent reorganization of
CLA, the CLA Human Health & Risk Assessment Committee (HARC) is now a standing
committee and reports to the Strategic Oversight Council of CLA. The Chair of the HARC group
is Abraham Tobia of Bayer CropScience and the Vice-Chair is Frederick O'Neal of DuPont Crop
Protection. The CLA staff representative for HARC is Angelina Duggan. The HARC group meets

six times each year and closely coordinates with similar expert groups in Europe and Canada.

The Human Health & Risk Assessment Committee has working groups focused on areas such
as: cancer risk assessment, endocrine disruption, epidemiology, children’s health/sensitive
populations, human health policy (use of human data for risk assessment), the Food Quality
Protection Act (aggregate and cumulative risk, common mechanism of toxicity), and worker

safety.

CLA HARC scientists continue to provide input on the U.S. EPA's Draft Final Guidelines for
Carcinogen Risk Assessment as well as the Supplemental Guidance for Assessing Cancer
Susceptibility from Early-life Exposure to Carcinogens. The latter proposes adjusting the
calculation of lifetime risk from exposure to non-threshold carcinogens based on estimated
exposure during the first two years of life by a 10x safety factor and the next 13 years of life by a

3x safety factor.

Other ongoing issues for CLA HARC are related to existing and planned regulatory guidelines for
testing of chemicals for potential health effects. HARC scientists are actively addressing
significant issues related to developmental neurotoxicology studies, endocrine 'disruption' test
methodologies, 28-day inhalation toxicity studies, developmental thyroid toxicology,

immunotoxicology and developmental immunotoxicology.



Opportunities for STP actions in support of CLA continue to be:

1.

Publish the STP Commentary "Pathologic Assessment in Developmental Neurotoxicity
Testing" (Jortner et al.) which was in a final draft version in July, 2001 after a great deal of
time and effort.

Approximately 12,500 mammals are now used to conduct the required health effects test
guidelines to register a pesticide. A majority of these animals (78%) are use in reproductive
and developmental studies. Additional requirements and test guidelines are being
considered that will significantly increase the use of animals for registration studies. STP
should be instrumental in influencing regulatory agencies in the development of a more
rational approach to product safety testing as compared to the current paradigm of continually

adding to a long list of endpoints.



Liason Report - Change in Executive of the IFSTP
Hugh Black

The change in the Executive of the IFSTP beginning 2004 is as follows:

Retiring Executive

Robert Ettlin — Switzerland
Vice President -1998-2001
President -2001-2004

Eric Debryne - France
Treasurer -1998-2004

The New Executive
Yoichi Konichi -Japan

Vice-President-2001-2004

President -2004-2007
Frederic Schorsch — France

Treasurer — 2004-2007
Hugh Black — USA
Secretary-General 2001-2007

The installation of Dr Konishi as the next President of IFSTP took place in February 2004 at the
joint meeting of the JSTP and IFSTP at Kobe, Japan. This was a very successful meeting;
attended by over 600 pathologists from 15 countries.



The Internet Committee Report
May 2004
Roger Renee

The STP Internet Committee meets at the STP annual meeting and via conference call every 3
Thursday of each month. Calls are scheduled at 1:00 pm eastern standard time.

The mission of the Internet Committee is to increase awareness of the discipline of toxicologic
pathology, to enhance communication within the membership and with other related disciplines,
and to facilitate access to resources and services related to the discipline of toxicologic
pathology.

Issues addressed by the Internet Committee during the period of March 2003 to May 2004:

The STP Executive Committee included in the contract with AIM funds for
redesigning/revising/improving the website, and directed the Internet Committee to come up with
ideas to improve the web page. Following a bid competition, a contractual arrangement was
made with a AIM to modify and update the STP website under the direction of Internet Committee
members. Revision of the website was completed during the reporting period and the website is
working well, thanks to the efforts of AIM and our committee members, especially Warren
Lieuallen (Webmaster Extrordinaire), Laura Dill Morton, and Clarissa Wilson.

Carol Thompson, the editor of The Scope, joined the Internet Committee as a member during the
reporting period and serves as a Liaison. Lydia Andrews-Jones, associate editor of Scope, also
is a member of the Internet Committee. One objective is to strive to shorten the hard copy version
of the Scope and urge the readers to instead go to the electronic version on the STP website.

We are in the process of establishing a Forum for discussion of toxicologic pathology issues on
the STP website. The intent is to replace the listserv function previously available but
underutilized. Our intent is to provide a secure but easy to use format for discussions of
toxicologic pathology issues of interest, with the additional goal of increasing awareness and
utilization of the STP website. This is a work in progress, with a goal of full operation in the near
future.

The completer report is available at www.toxpath.org/membersonly/publication.




Liaison Report: International Life Sciences Institute (ILSI)
May 2004
Gary Cockerell

ILSI HEALTH AND ENVIRONMENTAL SCIENCES INSTITUTE (HESI) HIGHLIGHTS

1.

7.

Study reports from the HESI Alternatives to Carcinogenicity Testing (ACT) research
program are available on-line at
http://www.ilsi.org/publications/pubslist.cfm?pubentityid=48&publicationid=515.
Proceedings of a February 2003 workshop on the utility of Transgenic Assays for Risk
Assessment, sponsored by the HESI ACT Technical Committee, were recently published
in Toxicological Sciences and are available on-line at
http://toxsci.oupjournals.org/cgi/content/full/kfh037 ?ijkey=86aDzE4hKcjyA&keytype=ref.
The HESI Technical Committee on Agricultural Chemical Safety Assessment sponsored
a workshop at the March 2004 Annual Meeting of the SOT titled “Agricultural Chemical
Safety Assessment: A Multi-Sector International Proposal.” Proposals discussed at the
workshop were interim in nature and may undergo revision.

A workshop to consider the biological consequences of DNA adducts, modifiers of DNA
adduct levels and of their ultimate effects, and how data for DNA adducts can be utilized
in mechanistic studies and in the risk assessment process was held on April 13-14, 2004,
in Washington, DC.

Responsibility for organizing the Annual ILSI Seminar Series on Advanced Pathologic
Techniques, held in association with the ACVP Annual Meeting, has shifted from RSI to
HESI. This year’s seminar is titled “Immunopathologic Techniques: Applications and
Interpretation of Results” and will be held November 13, 2004, at Disney’s Coronado
Springs Hotel, Orlando, Florida. The seminar has been coordinated with two other
related presentations, including the 2004 STP CE Course on “Immunotoxicology for the
Toxicologic Pathologist” and a 2004 ACVP minisymposium tentatively titled ” Predicting
Drug-Mediated Immune Responses — A Need for Reciprocal Research.”

HESI has proposed that the Investigative Toxicologic Pathology Group (ITPIG) become a
HESI Project Committee. ITPIG will convene during the 2004 STP Annual Meeting in
Salt Lake City to consider this proposal along with other potential governance structures.
This provides another potentially important link for STP members who also participate in
ITPIG to influence and contribute to ILSI HESI.

Additional details of these and other HESI activities can be found at http://hesi.ilsi.org/.

ILSI RISk SCIENCE INSTITUTE (RSI) HIGHLIGHTS

1.

According to a news release dated April 28, 2004
http://www.ilsi.org/info/infolist.cfm?infoid=24, the transfer of the Cumulative and
Aggregate Risk Evaluation System (CARES®) to the ILSI Research Foundation will
provide new opportunities for use of this software system. CARES® allows risk assessors
to estimate exposure to a single substance occurring via ingestion, dermal, and inhalation
routes from food, drinking water, and residential sources (i.e., aggregate exposure).O
CARES® can also estimate concurrent exposure to multiple chemicals having the same
mechanism of toxicity (i.e., cumulative exposure).[Risk can be estimated for the U.S.
population, or for a user-specified subset population, for a range of durations (acute,
short-term, intermediate-term and chronic).0A number of CARES® generated
assessments have been completed by pesticide registrants and are currently under
review by EPA.OWhile CARES® is currently designed to address pesticide exposure,

ILSI is investigating its potential for application to other types of assessments, such as
nutrient intake analyses.




2. Additional details of these and other RSI activities can be found at http:/rsi.ilsi.org/.



Liaison Committee Report
June 2004
George Foley

| would like to update the Executive Committee on the activities of the STP liaisons. We have finished our
third year of the re-organized STP liaisons. As discussed previously with the EC, the summer of 2004 will
see the appointment of Gary Cockerell (ILSI Liaison) and the reappointments of Hugh Black (IFSTP
Liaison) and Ron Herbert (NTP Liaison) to serve from 2004 through 2006. Next summer (2005) we will
need to consider the liaisons for PhRMA, SOT and SQA for reappointment/replacement.

The liaison group has provided written reports for all executive meetings this past year as well as several
e-mail contacts on an as need basis.

In the coming year, the liaison group will continue to work with the Regulatory Affairs committee, continue
to submit liaison reports to the newsletter and STP website and provide updates to council from allied
societies.

Issues for Council
1. As per the staggered Liaison term plan, three additional liaisons (IFSTP, ILSI, NTP) are slated for
consideration of reappointment/replacement. Following discussions with each of these liaisons
and consultation with STP officers, | will bring recommendations to the EC concerning these
positions.

2. My term of Chair (2001-2004) will expire this summer. As we discussed, Pat Haley will serve as
chair of the committee starting June 2004.

3. As per last years meeting with the EC, we would like the EC to assess the utility of three liaison
reports/year (June, February, October) compared to one/year as was the previous practice.
Besides updating the EC on allied organization activities, Liaisons were instructed to clearly
identify prospective opportunities or actions by the STP with the allied organizations. Feedback
on improvements or enhancements would be helpful. We would also like to explore how the
liaisons can be leveraged not just as gathering information on allied societies but also on
dispensing STP information to the societies.

Sincerely,

George L. Foley
Chair, External Affairs Committee



STP Membership Committee Annual Report
2003-2004

Committee Members

Thomas Dorr, Chair James Loy (2003-2006)
Michael Thibodeau, Vice Chair Laura Morton, EC

Nancy Everds, Past Chair (rotating off) Dai Nakae (2003-2006)
James Armstrong (2002-2005) Mohamed Slaoui (2003-2006)
Sandra Eldridge (2002-2005) Matthew Starost (2002-2005)
Colin Rousseaux (ex-officio) Cynthia Ziegra (2004-2007)
Major issues:

1. Update on electronic submission of membership applications and on-line committee review of
membership applications

Member-get-a-member campaign

Scope newsletter to training programs

Policies for honorary members

Contacting of 2004 non-renewing (inactive) STP members

Other Business/New Business from EC

PoA LN
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1. Update on electronic submission of membership applications and on-line committee review of
membership applications

The Membership Committee reviewed 65 applications since the 2003 annual meeting and made
recommendations to the Executive Committee resulting in the addition of 39 Full, 9 Associate, 11 Student,
and 6 Emeritus members to the STP. The electronic application process/on-line committee review of the
applications has been working very well over the past year and has allowed the committee to conduct these
reviews in a timely and efficient manner.

2. Member-get-a-member campaign

In the second year of this ongoing program, 30 current STP members were cited as influential in the
applicants’ decision to apply for membership since the 2003 annual meeting. Of these, Pierre Tellier was
cited most often and will be recognized by the society with a plaque at the 2004 annual meeting.

3. Scope newsletter to training programs

This program was started in 2003 and provides pathology training programs with access to the STP
newsletter, The Scope, in order to give students early exposure to the benefits of membership in the STP
and current information on the activities of the society. Mike Thibodeau spearheaded this effort. The
newsletter was sent to contact people at US and Canada-based

training programs along with a cover letter requesting that it be made available for review by pathology
residents, graduate students, and veterinary students interested in pathology.



4. Policies for honorary members

The Membership Committee made recommendations to the Executive Committee regarding the policy for
honorary members. In addition to the benefits for honorary members that had been previously outlined in
the STP bylaws (ie. no membership dues, right to serve on committees, STP newsletter on an ongoing
basis, and the journal for one year after becoming an honorary member), the Membership Committee
recommended adding the right to vote and waiver of registration fees to the annual STP meeting for
honorary members. These recommendations were reviewed and approved by the Executive Committee.

5. Contacting of 2004 non-renewing (inactive) STP members

The Executive Committee asked the Membership Committee to help contact 2004 non-renewing (inactive)
members via telephone and/or e-mail regarding their 2004 dues. This effort by the committee and follow-up
by AIM resulted in a large number of dues payments and membership renewals to active status.

6. Other Business/New Business from EC

Begin discussion of Membership Committee role in the STP Strategic Plan.



Report to the STP Executive Committee Activities of the National Toxicology Program (NTP)
June 1, 2004

NTP Board of Scientific Counselors Meeting

The NTP Board will meet on June 29, 2004, at the NIEHS (111 T.W. Alexander Drive, Research Triangle
Park, NC). Tentatively on the agenda for discussion are the NTP Vision for the 21st Century and a report
from the Board’s Working Group for the Vision, reports on activities of the NTP Board’s Report on
Carcinogens Subcommittee and the Technical Reports Review Subcommittee, and a working group
report on statistical methods for evaluation of findings in phototoxicology studies. Additional items may be
added as the agenda is finalized. As available, details about this meeting will be announced in the
Federal Register and posted on the NTP web site (http:/ntp-server.niehs.nih.gov) or can be obtained
by contacting the Executive Secretary, Dr. Barbara Shane. This meeting is open to the public and public
comment, both written and oral, is welcome on any agenda topic. Plans are underway for making the
meeting available for viewing on the Internet at http:/www.niehs.nih.gov/external/video.htm.

Contact Information: Dr. Barbara Shane, NTP Liaison and Scientific Review Office, NIEHS, P.O. Box
12233, MD A3-01, Research Triangle Park, NC 27709; T: 919-541-4253; shane @niehs.nih.gov.

NTP Board of Scientific Counselors Technical Reports Subcommittee Review of Draft Technical
Reports, Dec 9" — 10", 2004

The NTP Board of Scientific Counselors Technical Reports Review Subcommittee will review 7 draft NTP
Technical Reports of NTP rodent toxicity and carcinogenicity studies and 1 draft toxicity report of a range
finding study at the fall meeting, Dec 9 - 10, 2004 at the National Institute of Environmental Health
Sciences (NIEHS). The reports to be reviewed include:

TR# Chemical

517 Sodium Chlorate

522 Transplacental AZT Study

529 2,2’,4,4',5,5’,-Hexachlorobiphenyl (PCB153)
530 Binary Mixture (PCB153/PCB126)

531 PCB mixture: (PCB 118/PCB126)

532 Bromodichloromethane

533 Benzophenone

Tox 79 | Genestein range finding (NCTR)

The draft reports will be available for public review, free-of charge though ehpOnline
(http://ehp.niehs.nih.gov). A limited number of printed reports will be available from Central Data
Management at the NIEHS (Tel: 919-541-3419, fax: 919-541-3687, CDM@niehs.nih.gov).

Report on Carcinogens (RoC)

The National Toxicology Program (NTP) announces its intent to review additional agents, substances,
mixtures and exposure circumstances for possible listing in the Report on Carcinogens (RoC), Twelfth
Edition that is scheduled for publication in 2006. The NTP solicits public input on these 21 nominations
and asks for relevant information concerning their carcinogenesis, as well as current production data, use
patterns, or human exposure information. The NTP also invites interested parties to identify any scientific
issues related to the listing of a specific nomination in the RoC that they feel should be addressed during
the reviews.



Summaries for agents, substances, mixtures or exposure circumstances to be reviewed in 2004—2005 for
Possible listing in the Report are posted on the NTP web site (http//:ntpserver@ niehs.nih.gov).
Additional nominations for the Twelfth Report or modifications to the nominations in the attached table
may be identified and would be announced in future Federal Register notices. Comments concerning
these nominations for listing in or changing the current listing in the Twelfth Report on Carcinogens will be
accepted for a period of 60 days from the publication date of this announcement in the Federal Register.
Individuals submitting public comments are asked to include relevant contact information (name, affiliation
(if any), address, telephone, fax, and e-mail). Comments or questions should be directed to Dr. C. W.
Jameson

Contact Information: Dr. C. W. Jameson, Head, Report on Carcinogens, NIEHS/NIH, 79 Alexander Dr.,
Room 3118, P. O. Box 12233, MD EC-14, Research Triangle Park, NC 27709; T: (919) 541-4096; F:
(919) 541-0144, e-mail: jameson @niehs.nih.gov.

Documents and Publications

NTP 2004: Current Directions and Evolving Strategies is now available and can be downloaded in PDF
format from the NTP web site; this publication is also available in "print version" format (file size: 13.9
MB). Printed copies of this document are available at the NTP booth at this meeting or through the NTP
Central Data Management (919-541-3419).

Actions on Draft Technical Reports by the NTP Board of Scientific Counselors Technical Reports
Review Subcommittee, February 17" — 18", 2004

The NTP Board of Scientific Counselors Technical Reports Review Subcommittee met on February 17 &
18, 2004 to reviewed the following DRAFT Technical Reports.

2,3,7,8-Tetrachlorodibenzeno-p-dioxin (TCDD) (TR-521)

The Subcommittee accepted unanimously (12 yes, 0 no) the conclusions as written, clear evidence
of carcinogenic activity of 2,3,7,8-tetrachlorodibenzeno-p-dioxin in female rats. The Subcommittee
recommended the addition of "mesenteric artery" to the list of sites of nonneoplastic lesions in the last
line of the abstract.

3,3',4,4',5-Pentachlorobiphenyl (TR-520)
The Subcommittee accepted unanimously (12 yes, 0 no) the conclusions as written, clear evidence
of carcinogenic activity of 3,3',4,4',5-pentachlorobiphenyl in female rats.

2,3,4,7,8-Pentachlorodibenzofuran (TR-525)
The Subcommittee accepted unanimously (12 yes, 0 no) the conclusions as written, some evidence
of carcinogenic activity of 2,3,4,7,8-pentachlorodibenzofuran in female rats.

Dioxin mixture (PCB 126, TCDD, PeCDF) (TR-526)
The Subcommittee accepted unanimously (12 yes, 0 no) the conclusions as written, clear evidence
of carcinogenic activity of the dioxin mixture (PCB 126, TCDD, PeCDF) in female rats.

Malachite Green and Leucomalachite Green (TR-527)

The Subcommittee accepted (10 yes, 2 no) the conclusions as written, equivocal evidence of
carcinogenic activity of Malachite Green in female rats, and no evidence of carcinogenic activity
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in female mice exposed to 100, 225, or 450 ppm. The Subcommittee recommended that the finding of
nonneoplastic lesions in the liver of female mice be deleted.

The Subcommittee accepted (11 yes, 1 no) the conclusions as written, equivocal evidence of
carcinogenic activity of Leuocomalachite Green in male and female rats, and some evidence of
carcinogenic activity in female mice. The Subcommittee recommended that the finding of
marginally increased incidences of mammary gland adenoma or carcinoma (combined) in female rats
be deleted.

Anthraquinone (TR-494)

The Subcommittee recommended that the title of the report be changed to "Anthracene-derived
Anthraquinone" and that it be made clear throughout the report that the material used in the study
was anthracene-derived anthraquinone. With these changes, the Subcommittee accepted (7 yes, 6
no) the technical report and the conclusions as written, some evidence of carcinogenic activity of
anthraquinone in male rats and clear evidence of carcinogenic activity in female rats and male and
female mice.

1,2,3-Trichloropropane 2,2-Bis(bromomethyl)-1,3-propanediol and Nitromethane in fish (TR-
528)

The Subcommittee accepted (8 yes, 2 no and 2 absent) the conclusion as written, 2,2-
bis(bromomethyl)-1,3-propanediol was carcinogenic in male guppies and male medaka and not
carcinogenic in female medaka. The Subcommittee concluded that the study was inadequate to
determine if 2,2-bis(bromomethyl)-1,3-propanediol was carcinogenic in female guppies.

The Subcommittee accepted (8 yes, 2 no and 2 absent) the conclusion as written, 1,2,3-
trichloropropane was carcinogenic in male and female guppies and in male and female medaka.

The Subcommittee accepted (8 yes, 2 no and 2 absent) the conclusion that nitromethane was not
carcinogenic in female guppies at concentrations up to 70 mg/L for 16 months and in female
medaka at concentrations up to 40 mg/L for 13 months. The Subcommittee concluded that the study
was inadequate to determine if nitromethane was carcinogenic in male guppies. The Subcommittee
recommended that the call of equivocal evidence of carcinogenicity of nitromethane in male
medaka at concentrations of up to 40 mg/L for 13 months be changed to not carcinogenic.



PhRMA Liaison Report to STP-EC
June 2004
D. Tuomari

PhRMA-DruSafe (Drug Safety Subsection)

My contact at PhRMA (Pharmaceutical Research and Manufacturers of America) is Michael
Garvin. Dr. Tim Anderson (Pfizer) is the Chair of DruSafe. Ruth Lightfoot (Glaxo-SmithKline) is
the Vice-Chair. Dr. Bruce McCullough (Aventis) is the Secretary. A new position that has been
created at PhRMA, which will interact with DruSafe. Lisa (Alisia) Miles has been appointed the
Director of Emergency Preparedness, to help counter terrorism with biological or chemical
agents.

Throughout the past months, | have forwarded various information documents that PhRMA has
sent me to the STP-EC. In addition, | sent to PhRMA some updates on STP activities, including a
copy of the STP comments on the tissue list issues raised by the VICH GL 37 guideline. | will
continue to provide detailed discussions to STP-EC based on the PhRMA workshops when | am
able to attend or receive notes/slides.

Status of PhRMA-DruSafe Requests for Action from STP:

1. STP Position Paper on Histopathology Data: Compliance with 21 CFR Parts 58 and 11.
This has been completed, and was published in Tox. Path. 2004, Vol. 32, No. 1,
pages 122-123.

2. STP Position Paper Use of Images in Pathology: Compliance with 21 CFR Parts 58 and
11.

This project keeps evolving over time. Initial plan was to write three separate
position papers: Gross Pathology, Histopathology, and then Digital Images. At
one time, images would be considered as specimens not data. Now, everything
will be handled in one paper that focuses on defining when images/photographs
are raw data. The first draft should be ready this summer. Following STP-EC
approval, it is hoped that a draft can be sent to DruSafe this fall.

3. STP Evaluation of the Extended Histopathology in Immunotoxicity Assessment Paper by
Germolec, et. al. (Tox. Sci. 2004, Vol. 78, pages 107-115).

The decision was made not provide any specific critique of this paper to DruSafe.
Instead STP will focus on the best practices in immunotoxicity assessment.
Once the goals and outline of this document have been compiled by the
immunotoxicity subcommittee, they will be forwarded to DruSafe, sometime this
summer. An extensive effort will be made to finalize the completed document in
time for the November ICH meeting, when the Immunotoxicity Working Group will
meet to discuss draft immunotoxicity guidelines.

I would like specific guidance on when the STP-EC would like me to send other draft STP
position paper to DruSafe. For example, the Ovary Evaluation position paper which is currently
on the STP Web site; when would the STP-EC like to have it sent to DruSafe for their review?

DruSafe is preparing a position paper concerning the use of SHE cell transformation assay.



DruSafe will participate in FDA-CDER Scientific Rounds which are held approximately monthly.
Scheduled topics included: screening strategies for selecting drug candidates (emphasis on
genotoxicity assays); role of mechanistic studies in drug development; screening for QT effects;
and biologic drug development.



Presidents Report

Many of you are probably wondering why | did not give a detailed acceptance speech at the business
meeting at the Annual General Meeting in Salt Lake City. The answer is simple: most individuals were tired
following days of interesting presentations and a very full business meeting. Recognizing that the Scope
could be used to communicate my vision for the year, | thought it better | close the meeting so that
attendees had adequate time to get ready fore the evening festivities.

Your Society has worked hard over the last year under the excellent direction of Dr. Nancy Gillett. The
results of some of the year’s activities were discussed during the business meeting in the form of the
Society’s new strategic plan, which builds on the original strategic plan of 1999. | would like to give you a
view into what the strategic planning session accomplished and what it means for the Society and its
membership.

First, | would like to clarify some of the questions that the membership has raised concerning what appears
to be a change in direction for the Society. Our new plan has not changed the elements of the last plan, but
rather built on it. We have maintained as our base a triad of membership, continuing education, and
regulatory affairs. Now we have a larger vision and have created new goals so as to move toward it.

Our vision is to be an international leader for improvement of human and animal health using an
interdisciplinary scientific approach based in pathology and toxicology. Please note that this vision will take
much effort to reach and will require collaborative efforts with other toxicologic pathology Societies and the
International Federation of Toxicologic Pathologists. The STP cannot afford to exclude other similar
Societies, if we are going to achieve our vision. For this reason, after many hours of deliberation, the goals
of recruitment, advocacy, globalization and collaboration were agreed upon, and have been shared with the
membership.

Secondly, before elaborating on these goals, | wish to step back and ask the rhetorical question — can we
define the major client of the Society? Until developing the new plan, we thought that our client was the
membership and it was the difference between diagnostics pathology and experimental pathology that
separated us from the ACVP. This is true to a certain extent; however, during the planning process it
became apparent that the common client affecting most members is the regulatory authority. Given that
most members either have a direct or indirect association with the FDA and other regulatory authorities, we
are looking outward to address how we can assist regulators under our original triad of continuing education,
membership (we need more regulators as members), and regulatory affairs (Scientific and Regulatory
Pathology Committee — SRPC).

So now we have recognized that regulatory issues in toxicologic pathology is an essential part of what
differentiates us from the ACVP, it has become clearer how the two Societies can work together to address
common issues, such as recruitment, without interfering with each other’s “sovereignty.” Together, we have
made great progress in addressing the recruitment aspect of our strategic plan. In fact, both Societies are
so committed to recruitment that collectively we have a goal to acquire outside funding for at least five full
time training positions by this time next year! Keep your eye on The Scope for further details.

Thirdly, now we have a vision and recognition of our outside client, how do the goals of the strategic plan
relate to these? Our goals are designed to address not only the needs of our clients and move us closer to
our vision, but also to enable achievement of some of the tasks that must be addressed while reaching for
our vision. Creating clear, definable and measurable goals is not an easy task. | am sure that you are
familiar with the SSNDC effort and can remember the difficulties (and heated debates!) surrounding
classification and criteria. Sometimes goals face a similar problem in that they are rarely mutually exclusive
so that some overlap occurs. By now you will have seen the one-page handout summarizing the four goals,
which might seem confusing as each goal has a certain codependency with the others. In my opinion, we
are on the right track because each of our goals leads us toward our vision and provides an achievable area
with role out tasks to ensure success. The issue of overlap means that all committees will need to integrate
their activities with one another through the Executive Council.
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Fourthly, | am pleased to report that we have already taken steps toward achieving our vision. We have
created two new committees to help achieve these goals, namely the Public Relations Committee and the
Recruitment Committee. All committees have taken the detailed plan and have been asked by the EC to
present “doable” tasks and a budget, if necessary, by August 15, 2004. The EC will review these role-out
plans later in August. Once approved all committees will have their funding and mandate to accomplish as
many of the propose tasks as is possible. Your EC has been very busy so far this year. In addition to
developing the new plan and vision, the following achievements have occurred.

1.

Recruitment: Progress has been made jointly with the ACVP regarding creation and
implementation of a joint fundraising effort and placement service. Keep tuned in as to the
progress this initiative makes over the coming months. We have started on our objective for
leveraging partnerships, while taking steps to increase the number of medical and veterinary
students who become pathologists and then pursue a career in toxicologic pathology.

As our membership gets older we can expect retirement to become an important issue over the
next few years. The answer to retirement cannot be keeping individuals working during their
retirement. As we all have a finite lifespan, we must look beyond quick fixes. Large corporations
will probably initiate these patches; however we cannot afford the luxury of leaving others to
address this issue. If we do not act in a decisive and appropriate manner, and a dearth of
toxicologic pathologists exists, it is quite possible for regulators to change the non-clinical
requirements for product submission. With one stroke of the pen, the requirements for toxicologic
pathology could be eliminated — what then? If anyone feels strongly about this issue and wishes to
become involved please do so — your society and discipline depends on you!

We are also pursuing ideas as to how to keep underpaid and overworked university faculty in their
positions. Without adequate faculty, our efforts in recruitment will be futile. In fact, has anyone
thought of how it will be possible to maintain the discipline if such faculty move to the private
sector? Again, as members of the Society, | ask for your ideas, input and effort regarding this
issue. At present this is one of our most important objectives, which if not addressed could have
dire consequences for all of us.

We have changed the rules of membership to be more inclusive. We need everyone to encourage
those who touch the broad discipline of Toxicologic Pathology to become new members. Also
would those of you who are working with non-member practicing Toxicologic Pathologists, ask
them why they are not a member. This information would be extremely useful for the Membership
Committee to have, so that they can address how best to entice these individuals.

Our other objectives require action by all members, namely, retaining a larger number of members
and increasing the number of non-classically trained Toxicologic Pathologists. We all have access
to potential members, so if we take it upon ourselves to tell these people as to the benefits of
membership, we hopefully will continue to broaden the base of our Society and increase the impact
that we have on our primary client, the regulator.

On behalf of the Executive Council, and in line with our objective of increasing the number of non-
veterinary pathologists in the leadership of your society, | ask for volunteers, or nominations for
new office holders. If you have an interest in serving the Society, please contact Dr. Nancy Gillet.
If you have an interest, or know someone who is interested in helping with committee work, please
contact Clarissa so that she can put you in touch with the correct person.

Advocacy: Work on our two objectives of educating domestic and international regulatory
agencies and collaborating with other societies on regulatory policies and awareness, has begun.
Although the second objective is in the development phase, work on the first has been a great
success. Many members contributed their time to make the organ system Toxicologic Pathology
courses number one in Health Canada. (As a past member of the Branch Continuing Education
Committee, | saw reviews from all courses given in Health Canada’s health Products and Foods
Branch, and STP contributors were at the top!) Congratulations to all involved and on behalf of the
STP many thanks! Courses have also been successfully delivered at the FDA (CEDER), and
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during the meeting at Salt Lake City, great interest in receiving educational courses was expressed
by a number of other areas of this regulator.

This year we aim to increase the offerings, not only in those regulatory areas where we have been
successful, but also new areas that might need our expertise. Continuing education has a number
of benefits for individuals giving courses and the Society, while making the regulator aware that the
STP can act as a non-partisan knowledge base. Hopefully, such recognition will translate into early
input for regulatory initiatives before they become “a done deal.”

Regulators are not the only group receiving charitable donations of our volunteers’ time. We
continue to collaborate with the American College of Toxicology (ACT). STP members contributed
to the planning and delivery of this successful course earlier this year, and there are plans to hold
similar courses in future years. Similarly, the STP was represented at the Society for Quality
Assurance Meeting, October 2003, where a member participated in a panel discussion "Ask the
Pathologist."

These efforts have already given us a head start in the advocacy, recruitment and collaboration
goals. These valiant efforts have resulted in some regulatory pathologists renewing their
membership, or joining the Society. If anyone would like to assist with the Society’s outreach
programs, please contact any member of the Continuing Education Committee.

The second advocacy goal involves education and collaboration on regulatory issues that affect our
membership and the members of other Toxicologic Pathology Societies. Part of our efforts to
educate regulators regarding Toxicologic Pathology, in part, lies in the choice of venue for our
annual general meeting. The meeting for 2005 is to be held in Washington DC. This will be an
excellent opportunity for the Society to interact with the FDA and EPA. If you have suggestions as
to how we can optimize these efforts, please let Clarissa, the appropriate committee chairperson,
or me know of your ideas and interest. | feel that this initiative is urgent, as without regulatory
support, or ability to achieve the other three goals will be severely impaired.

In order to get the second objective going, | suggest that we find a regulatory white paper that has
been previously worked on by any of the Toxicologic Pathology Societies, which has global impact.
Next would be to create an international ad hoc task force (similar to our task forces on tissue lists,
etc.), then charge this international group with working on a Global Position Paper regarding the
topic. This first effort should be fairly straight forward, thereby learning how to operate as an
international group and to define the process in a Standard Operating Procedure (SOP) that other
groups could use. Once a process is developed, similar committees would be able to address
more complex issues.

One area that the regulatory agencies need help with is the definition of an adverse effect. |
recognize that this may be a contentious issue for some, but | would ask the question “if not the
STP, then who else should attempt this difficult task?” It seems to me that defining and adverse
effect and cause of death is central to our work. Certainly the regulators have great difficulty in
addressing these effects and may not trust our judgment. Regardless of the risks in attempting to
collectively agree on adverse effects as they relate to time and space, should place the Society in
an obvious position to assist the regulator in data interpretation. Any knowledge in this area for the
regulator will make our jobs easier, because non-evidence but belief based decision-making cannot
be challenged. One cannot reason someone out of a position that they have not used reason to
attain!

3. Globalization: Previously, the Society did not pay the IFSTP fees because the Executive Council
was not willing to pay these funds due to the lack of clear accounting and a past history of most of
the money being used for travel by some IFSTP councilors. | am happy to report that under the
new council, no money has been spent out of IFSTP finances for any administration, except
maintaining a bank account. | am also pleased to inform you that the IFSTP has adopted good
accounting practices and has had an audit this past year. With promise of these changes the STP
has paid our membership for 2004. Now we are mending bridges, as the IFSTP will be an
essential collaborator, or vehicle, through which we can achieve some of the globalization goals. |
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urge those with contacts in other counties to get involved with the activities of the IFSTP. If all
countries place a high importance on the IFSTP as maintaining a link among the various Societies,
this Federation will evolve to be an international body through which all members Societies will be
represented.

In the last strategic plan, we focused more on events inside the society and within the confines of
North America. As we were the main STP force globally, it made sense to view our discipline in
this manner. Since implementing the last plan, considerable changes have affected all of us in,
and outside, the workplace. The consequences of mergers, global product development and global
filings were not evident in the past, but now we have to address global regulatory, management
and security issues daily at, and outside, of work.

Parts of the globalization efforts have already begun in multinational companies and among
Toxicologic Pathology Societies. Last February Japan hosted the International Federation of
Societies of Toxicological Pathologists meeting in conjunction with their annual general meeting. It
was a great success, with over 750 attendees. This and other meetings allowed members, with an
interest in Toxicologic Pathology, to interact informally and formally. The result is a grass roots
collaborative effort between individuals in these Societies and opens the door to better
communication amongst members of all Societies of Toxicologic Pathology. Now we can re-
evaluate our role in the global arena and increase our impact on the global regulations
collaboratively with our international colleagues.

The future

We have a number of challenges to face in the next year. Some of what we have planned might appear
unattainable, but remember this is a strategic plan not an operational plan. It is a living document and will,
no doubt, change as the Society develops. We have only 10 months to make progress before our next
Annual General Meeting in Washington, so please do not put this edition of the scope aside until you have
made a decision as to whether or not to get further involved with our goals and objectives. An adulteration
of the original saying by a famous American President could read: “Ask not what your Society can do for
you, but rather what you can do for your Society!”

If you have any questions or problems related to scientific issues or the operation of the Society, please
contact me directly. With your help, | believe that we can move the Society towards our vision of being an
international leader for the improvement of human and animal health using an interdisciplinary scientific
approach based in pathology and toxicology.

Colin Rousseaux
President
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Society of Toxicology (SOT) Liaison
June 2004
Darlene Dixon

44™ Annual Meeting is scheduled for March 6-10, 2004, New Orleans, Louisiana
On-line abstracts submission period: August 1-Oct 3, 2004. For more information visit
(www.toxicology.org).

2004—-2005 Councilors and Committee Members Selected
SOT President:
Dr. Linda S. Birnbaum

Vice President:
Kendall B. Wallace

Treasurer:
James E. Kaunig

Secretary:
Gary Carlson

Councilors:
Yvonne Dragan and
Elaine M. Faustman

Awards Committee:
Kim Boekelheide,
Deborah A. Cory-Slechta, and Annie Jarabek

Education Committee:
Michelle J. Hooth and
B. Paige Lawrence

Membership Committee:
Jeanine L. Bussiere and
Jack R. Harkema

Nominating Committee:
Peter L. Goering
(from Regional Chapters)

Matthew Bogdanffy
(from Specialty Sections)

2004-2005 Councilors and Committee Members Selected (con.)
Marion F. Ehrich
(from Past Presidents)

Myrtle A. Davis
(Member-At-Large)



Society of Toxicology On-Line Membership Application and Dues renewal:

The SOT offers membership application and dues submission on-line (www.toxicology.org).

Toxicological Sciences: Toxicological Sciences Impact Factor Soaring
Editor: Dr. Lois Lehman-McKeeman

Great news! The impact factor of Toxicological Sciences, a “measuring stick” used to compare
the quality and importance of the various journals in toxicology to each other, has continued to
climb from 1999 to 2002 to the highest value in its history -3.367. The impact factor is calculated
by dividing the total number of citations to articles published in a journal in a 2-year period by the
total number of articles published in the same 2-year period. Toxicological Sciences accepts
submissions online. Toxicological Sciences Manuscript Central (ToxSci MC) is located at

http://toxsci.manuscriptcentral.com.

E-mail: toxsci@bms.com

SOT Sponsored Conferences and Events

*SOT Contemporary Concepts In Toxicology (CCT) Meeting: Joint Specialty Symposium on
Renal Toxicology and Toxicology Pathology: An Integration of Mechanistic Investigation and
Morphological Evaluation, September 27—October 1, 2004, Lindau/Bodensee, Germany. Abstract
Deadline: July 15, 2004. Meeting Brochure Web site:
www.toxicology.org/memberservices/meetings/nephrotoxicity.htmi

*44th Annual Meeting: March 6—10, 2005. Ernest N. Morial Convention Center New Orleans,
Louisiana




Liaison Report, Society of Quality Assurance
May 2004
Prepared/submitted by: Lynda Lanning

EC ACTION ITEM: The 2005 SQA Annual Meeting will be an international meeting held in Orlando,
Florida from February 20-24, 2005. We have been asked again to provide a session for this meeting.
Please forward any topic/speaker suggestions to Lynda Lanning as soon as possible so that these ideas
can be provided to the Planning Committee at their next meeting in July.

SQA NEWS

The Society of Quality Assurance (SQA)’s 20th Annual Meeting was held April 25-29, 2004 in Reno,
Nevada. This year’'s STP session was chaired by Dr. Lynda Lanning and was entitled, "Toxicologic
Pathology: Current Practices, Digital Trends and Compliance Implications.” Dr. Glenn Elliott presented "
Good Laboratory Practice Considerations in Clinical Pathology.” Our second presentation, " Digital
Imaging in Pathology: Compliance Strategies " was given by Dr. Noel Dybdal. The remainder of the
session will be devoted to a question and answer time, "Ask the Pathologist.” Panelists included Drs.
Glenn Elliott, Noel Dybdal, Reid Patterson and Michael Connor. The SQA was delighted to have us back
this year and all the comments received from members that attended our session were excellent.

In addition, the STP’s organization poster was displayed during the meeting in the Poster area along with
programs for the STP Annual Symposium in Salt Lake City.

The 2005 SQA Annual Meeting will be the 1** Global QA Conference and the 21% SQA Annual Meeting.
This historic event will be held at the Hilton in the Walt Disney World Resort, Orlando, FL, 20 - 24
February 2005 and is co-sponsored by the British Association of Research Quality Assurance (BARQA),
the Japan Society of Quality Assurance (JSQA) and the SQA. We have been asked again to provide a
session for this meeting. Please forward any topic/speaker suggestions to Lynda Lanning as soon as
possible so that these ideas can be provided to the Planning Committee at their next meeting in July.

U.S. Regulatory UpdatesO

FDA solicits input regarding electronic records and electronic signatures regulations (21 CFR Part 11). Public

meeting to be held June 11 in Washington DC.
Docket No. 2004N-0133, CDER 200429. Electronic Record; Electronic Signatures; Public Meeting (Notice of
public meeting; request for comments). Pages 18591-18593 [FR Doc. 04-07942] [TXT] [PDF] [PRE-PUB]
Meeting on 11 June 2004. Comments considered at meeting due 12 May 2004. Comments due 9 July 2004
o

McCLELLAN TO HEAD CMS; CRAWFORD TO SERVE AS ACTING FDA COMMISSIONER
The White House's official revelation of one of the worst kept secrets in Washington - that FDA
Commissioner Mark McClellan is President Bush's selection to take over at the Centers for Medicare &
Medicaid Services (CMS) - has triggered a shuffling of leadership roles at the FDA.

In a memo to FDA employees, McClellan said he plans to be at the agency for a few more weeks but said
current Deputy Commissioner Lester Crawford will be acting commissioner until a successor is named. The



role is a reprise for Crawford, who was acting commissioner for nearly a year prior to McClellan's
confirmation in 2002.

According to Crawford, there is going to be a reorganization of senior leadership. The FDA will operate with
three deputy commissioners on an acting basis, rather than the current single deputy commissioner. They
will be Janet Woodcock, as deputy commissioner for operations; Murray Lumpkin, as deputy commissioner
for special programs; and Amit Sachdev, as deputy commissioner for policy.
mw
CDER has posted its Guidance Agenda for 2004.00ncluded are two categories of particular interest to SQA
members:
CATEGORY — Compliance
o Maintaining Adequate and Accurate Records During Clinical Investigations
o Describing How PET Drug Products May Comply With New CGMP Requirements
CATEGORY — Electronic Submissions
o Providing Electronic Submissions in Electronic Format: Content of Labeling
o Standards for Clinical Data Submissions

EPA requests comments on the 40CFR169 Books and Records renewal provision.
Books and Records requires pesticide registrants to maintain all records in their original form - no
verified/certified/exact copies are allowed.O0For paper this is possible, but for electronic media this becomes
onerous as the FDA discovered with the Part 11 requirements.OFurther, the operating and maintenance
costs to maintain a document system have been grossly underestimated.

The SQA EPA Specialty Section plans to offer comments by the June 1, 2004 deadline. OFor further
information, contact Bill Barta, FMC Corporation, (609)951-3717, william_barta@fmc.com.

Docket Title: Information Collection Request (ICR) Renewal for Federal Insecticide, Fungicide and
Rodenticide (FIFRA) Books and Records Requirements

Docket ID: OECA-2004-0017, General Docket, Phase: Notice

o

Standard Procedure Provides Guidance to EPA's Pesticide Product Reviewers
EPA's Pesticide Program has issued guidance for its reviewers of product properties data, labels and
confidential statements of formula for conventional chemical pesticide registration and reregistration. The
Standard Operating Procedure (SOP) comprehensively covers all aspects of reviews that are necessary for
identifying and characterizing each pesticide ingredient. The SOP applies to four Pesticide Program
Divisions: Registration, Antimicrobials, Special Review and Reregistration, and Health Effects. The product
properties SOP is available on EPA's Web site. You may submit comments about this SOP through an
open docket, # OPP-2004-0114, using one of the methods listed below:
O
You may mail your comments (disk or CD-ROM in WordPerfect or ascii please) to:
M. S. Environmental Protection Agency
mPublic Information and Records Integrity Branch (7502C)
MMATTN: Docket ID No. OPP-2004-0114
| 200 Pennsylvania Ave., N.W.
MMVashington, D.C. 20460-0001
O
You may also submit written comments in person or via courier at the Office of Pesticide Programs' Public
Information and Records Integrity Branch, Room. 119, Crystal Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, during the hours of 8:30 a.m. to 4:00 p.m., Monday through Friday, except holidays. The
docket telephone number is (703) 305-5805.

CROMERRR ISSUE
EPA requests comments on the 40CFR169 Books and Records renewal provision.[Books and Records
requires pesticide registrants to maintain all records in their original form - no verified/certified/exact copies
are allowed.OFor paper this is possible, but for electronic media this becomes onerous as the FDA



discovered with the Part 11 requirements.OFurther, the operating and maintenance costs to maintain a
document system have been grossly underestimated.

The SQA EPA Specialty Section plans to offer comments by the June 1, 2004 deadline. OFor further
information, contact Bill Barta, FMC Corporation, (609)951-3717, william_barta@fmc.com.

Docket Title: Information Collection Request (ICR) Renewal for Federal Insecticide, Fungicide and
Rodenticide (FIFRA) Books and Records Requirements

Docket ID: OECA-2004-0017, General Docket, Phase: Notice

o

CROMERRR UPDATE
Most recent communications with David Schwartz of EPA indicates the timing for the draft reporting rule to
be sent to OMB is approximately March 31, 2004. This schedule change places the expected final rule
publication in late summer 2004.






Fat Tire Fanatics Go for MTD

Jim Crissman

Before meeting in Salt Lake, our cadre of mountain bikers stabilized at six.
However, after arriving at the Annual Meeting, another half dozen asked if they
were too late. Consequently, | was on the phone repeatedly to our outfitter, each
time confirming that they had enough bikes. And each time | was assured that
more was indeed merrier—and cheaper. The twelve riders were Bryn Forbes,
Georgina Miller, James Heath, Kevin Keane, Nate Collins, Donna Dombach,
Mike Leach, Chris Gray, Brian Short, Stu Levin, Tom Monticello, and me. In the
end it was necessary to book a bus, and most of us boarded Jimmy’s Coach for
a cheerfully narrated ride to the White Pine Touring Company in Park City. Once
there, our guides, Reed and Brian, made quick work of bike fitting, bottle filling,
and helmetizing the group.

So, very fully outfitted, we rode right from the shop, getting out of town on a rail
trail, sort of an expressway for bikes, for a couple of miles of easy coasting
before coming to a gate in a barbed wire fence and a curvy line of dirt winding up
through sage brush and scrub oak. Bracketed front and back by our guides, the
group quickly strung out on a long series of climbing switch backs. Kevin and
Nate, very fit, accomplished (and young) roadies who do a little racing, climbed
like scalded monkeys and pushed the front guide while the rest of us flatlanders
fell behind and gasped for air. My trachea felt like a brush fire in a dust storm.
But the higher we climbed, the better the view, and every long climb earned a
fast decent. Guide Brian gave great instruction on high speed cornering.
Unfortunately, bodies learn slower than brains, so there were a few biffs and
scrapes on the switchbacks —nothing serious. Bryn sacrificed just enough blood
to prove we’d all been mountain biking, and we thank him.

After the second climb there came a fork in the trail, which we took. Riders self-
selected for either the middle or high dose group. (We left the motorized vehicle
control group in the city, and no one wanted a NOEL.) The MTD-8 followed
Brian, and at every decision point we opted for more, until at the top of the fifth
long climb we were overlooking Park City and the Deer Valley ski area. Brian
kept telling us we were animals and said we were out-biking a 21-year-old
collegiate swimmer he’d guided a few days before. | wondered about what kind
of animal | was, but was too hypoxic to think of one—maybe a fish. As a group,
with the exception of our two smoking primates, we were approaching the LD,,0on
lung busting climbs. Mercifully, Guide Brian, stopped occasionally and pointed
out other mountainsides with other loops for other days. Aiming his finger above
the snow line, about 9,000 feet, he traced the ridgeline above the ski areas
where the Olympic alpine events took place and had us dreaming of the over 30-
mile Mid Mountain Trail that starts above the ski areas and ends at a coffee shop
in Salt Lake City. If you needed a reason to come back here, there’s a great one.

At the final summit, after catching our breath and getting our heart rates under
our collective age in minutes, we took a few pictures, remounted, and zoomed
down through our final set of switchbacks. Back on pavement it was a quick trip
through town on roads, bike paths, and alleys to the shop where we reluctantly
returned the bikes. Guide Brian loaded us into the company van and drove us to
the Wasatch Brew Pub where the dose-groups were reunited. The food was
good and the beer pleasantly toxic (Polygamy Porter: take some home to the
wives.) but they could have fed us road kill and pond water and we’d have wolfed



it down gladly.
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Toxicologic Pathology Editorial Report
June 2004

I. HIGHLIGHTS OF THE 2003-2004 YEAR
* E-first online journal launched in May.
* Improvement in quality of photomicrographs published.

* Reduced the cost of color photomicrographs, in addition to offering the first color plate
free of charge.

* Published a special supplement from the symposium “Chemical Safety Assessment:
Contributions of Toxicologic Pathology and Mechanistic Investigations.”

* Implemented an electronic proof system for authors.
* Invited reviews
“A Contemporary Overview of Chronic Progressive Nephropathy in the Laboratory

Rat, and its Significance for Human Risk Assessment

“Carcinogenic and Systemic Health Effects Associated with Arsenic Exposure — A
Critical Review”

“Effects of Exogenous Melatonin — A Review”
Invited review on proteomics — tentatively scheduled for 32:6
* Produced a CD Rom of all past issues of Toxicologic Pathology.
Il. FUTURE PLANS FOR 2004 YEAR

* Implement Scholar One program (online manuscript submission, tracking and approval
system)

* Increase circulation and advertising working with T&F marketing department

*  Successfully transition editor responsibilities to Jim Klaunig
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lll. MANUSCRIPT STATISTICS

Issue # Manuscripts Published *Peer Review **Submission to
Pages Process Publication
31:1** 16 171 6 weeks 4 months
31:2 12 81 6 weeks 5.months
31:3 12 92 5 weeks 6 months
31:4 11 116 6 weeks 6 months
315 11 107 5 weeks 5 months
31:6 15 152 8 weeks 5 months
32:1+ 15 168 6 weeks 5 months
32:2 13 100 6 weeks 5 months
32:3 11 120 (estimated) 5 weeks 7 months++

*Peer review process tracks the time from initial submission to the date the manuscript is returned
to the author with peer review comments. This times are then averaged for each issue.

**Submission to publication tracks the time from the date the final manuscript submission is
received to the date the manuscript appears in print. The fifteenth of the month that the journal is
mailed is used as a publication date. This time is then averaged for each issue.

***Issue 31:1 contains papers from the Rat Liver Foci Meeting which were handled specially.

+32:1 contained manuscripts, plus three position papers and the aspen conference abstracts.

++ Issue 32:3 is being published and sent with the special supplement and therefore mailing was
delayed.

Year Ending # Manuscripts Processed Average Pages Per Issue
2004 (as of June 1) 27 135
2003 120 121
2002 115 132
2001 94 135
2000 111 140
1999 98 142
1998 114 153
1997 97 131

Manuscripts in the Review Process

There are currently 23 manuscripts in the pipeline. Seven are in the peer review process. Eight
are with authors awaiting final submission. Eight are with the publisher awaiting publication in
32:5.




Rejected Manuscripts

2003

21* 17.4%

2002

14 12%

2001

9 9.6%

2000

10 9%

1999

6 6%

1998

9 .0.9%
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*Of the 21 rejected manuscripts, 6 were papers that authors chose not to resubmit after the initial

peer review.

2003 Rejected Manuscripts- Breakdown by Country
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Toxicologic Pathology Impact Factor

2002 1.351
2001 1.545
2000 2.329

*2003 impact factor will be available in July.

Toxicologic Pathology Circulation Numbers

2004 268
2003 309
2002 330
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IV. BUDGET & FINANCIALS

The budget and the year to date financial report ending April 30 are attached. The journal
continues to operate successfully with the stipend provided by Taylor & Francis and does not
require any additional support from STP.

V. EDITORIAL BOARD

There are currently 44 members serving on the Editorial Board in addition to the Editor, three
Associate Editors, Managing Editor, Director of Photography and Art Director. Each board
member has been appointed to a term so that the 1/3 of the board rotates off each year. Board
members are responsible for soliciting reviews, reviewing papers and offering suggestions on
how to improve journal overall. A current board roster is attached.

Submitted by,

Bl Mm;aﬂ**

R. R Maronpot, DVM
Editor

May 2004



