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Hello all.  I hope you are having a wonderful year and you are prospering, or at least making progress.  The Reproductive and Developmental Toxicology Specialty Section had a superb presence at the SOT Annual meeting in Seattle.  I hope you were able to participate in some of the symposia, the CE course, the workshops, and of course the always enjoyable RDTSS annual reception.  Next year in Baltimore we look forward to your program ideas for 2010!  Our reception will be on Tuesday evening, so come with ideas, outlines, suggested speakers, and energy to participate.  If you don’t put in the effort, there won’t be any repro/developmental topics on the Program.  

This year the RDTSS will be asked to administer a new SOT endowment award which will be designated each year for laboratory equipment for a young investigator in the reproduction or developmental area.  More information to come. 

The RDTSS was also asked by the FDA to comment on the animal toxicology aspects of the proposed changes in Pregnancy Labeling for drugs "Content and Format of Labeling for Human Prescription Drug and Biological Products; Requirements for Pregnancy and Lactation Labeling".  Many of you submitted your responses to me (and hopefully to the FDA Guidances Website also).  All of the comments were excellent, with many different suggestions, so a general response from the entire RDTSS was not easy to develop.  However a couple of points seemed consistent and were submitted with caveats that the group did not discuss and come to any consensus.  The general points were that the risk categories based on animal data of “low, moderate, and high” would be confusing and difficult to apply to typically complex sets of data, and that some of the examples given (e.g., DELTAMAN) were inaccurate interpretations of the animal data described.  Hopefully we will see a revision of the guidance that addresses the suggestions made by you, the experts from the RDTSS. 

Please send us your ideas and suggestions for the Annual Meeting.  See you in Baltimore.

Lori Dostal

Lori.dostal@aptuit.com
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Baltimore Inner Harbor

SOT ANNUAL MEETING 2009

It is time to begin planning to attend the 48th annual meeting of the Society of Toxicology to be held in Baltimore, MD, March 15-19, 2009.  Please note that the annual RDTSS reception and meeting will be on Tuesday evening this time.  Our specialty section has once again been successful in having an impact on the SOT program.  For 2009 we will sponsor or co-sponsor the following:

Continuing Education Course

AM04-Basic:  Evaluation of Toxicity to Male and Female Reproductive Systems: Biology, Study Design and Data Interpretation 
Chairperson(s): Kok Wah Hew, Takeda Global Research & Development Center, Inc., Deerfield, IL and Barry S. McIntyre, Schering Plough Research Institute, Summit, NJ

Sponsor: Reproductive and Developmental Specialty Section

Endorsed by: Comparative and Veterinary Specialty Section
Regulatory and Safety Evaluation Specialty Section
Risk Assessment Specialty Section

The objectives this course are to provide the basic tools for toxicologists who desire a better understanding of how to assess toxicant-related effects on animal reproduction and the subsequent potential risk(s) to human reproduction.  The anticipated audience includes toxicologists who work in regulated product development (e.g., pharmaceutical, chemical, and pesticide industries), as well as scientists who may be responsible for monitoring contracted reproductive toxicity studies so that they can understand the subject sufficiently to work with study directors (i.e., study design and interpretation of study results).  Reproductive toxicity studies assess multiple interrelated endpoints in the male and female reproductive systems.  In order to properly design, conduct, and interpret these studies, a broad knowledge of male and female reproductive organ development, anatomy, physiology, and endocrinology is required.  Using this as a starting point, the overall designs of reproductive toxicity studies for regulatory submissions, and subsequent application of these data to assess potential risk in humans will be discussed.  Additional presentations will provide an overview of the anatomy and physiology of the male and female reproductive systems, respectively, as well as endocrine regulation of these systems.  This course will include an overview of the study designs to evaluate toxicity to male and female reproductive systems based on current regulatory guidelines.  The course will conclude with case studies of reproductive toxicity data, subsequent interpretation, and how these results are being used to assess potential risks to human reproduction.  In summary, upon completion of this course, the attendee will have an appreciation for the key information required for the design of reproductive toxicity studies and interpretation of reproductive toxicity data and will be able to provide guidance for risk assessment in reproductive toxicity evaluation.

Introduction, Kok Wah Hew, Takeda Global Research & Development Center, Inc., Deerfield, IL

Male Reproductive System: Anatomy, Physiology, and Endocrine Regulation, Kim Boekelheide, Brown University, Providence, RI

Female Reproductive System: Anatomy, Physiology, and Endocrine Regulation, Anthony R. Scialli, Sciences International Inc., Alexandria, VA

Reproductive Toxicity Testing: Study Designs and Toxicity Endpoints, Barry S. McIntyre, Schering Plough Research Institute, Summit, NJ

Reproductive Toxicity Testing: Data Interpretation and Risk Assessment, Donald G. Stump, WIL Research Laboratories, LLC, Ashland, OH

Symposia
· Incorporating 'Omics in the Study of Reproduction and Development
· Aromatase (CYP19) Gene Expression and Function: Current State of Knowledge as a Mode-of-Action for Toxicological Effects

Workshops
· Developing Brain:  Safety Assessment for Pediatric Use of Pharmaceuticals
· Maternal Toxicity and its Impact on Study Design and Data Interpretation 
· Oxidative Stress as a Regulator of Normal Function and Mediator of Toxicant-Induced Damage with Impacts on Reproduction and Development 
Roundtables

· National Children’s Study: Opportunities and Challenges for Toxicologists
CALL FOR NOMINATIONS
The RDTSS is calling for nominations for the following positions for the 2009-2010 Executive Committee:

· Vice President-Elect

· Councilor
Questions regarding the duties associated with any of these positions should be addressed to Rochelle (Shelley) Tyl, chair of the Nominating Committee.  Self nominations are welcomed if you are personally interested in serving the RDTSS.  Please send names and contact information for nominees to Shelley at rwt@rti.org by November 1.

PLANNING FOR SOT 2010
Believe it or not, it is time to start planning ideas for the 2010 meeting!  I know it seems like a long way off, but having ideas outlined for symposia, workshops, roundtables, and continuing education courses is crucial for ensuring a meeting that includes topics of interest to YOU.  We can’t complain about the lack of interesting sessions at the meeting if we don’t submit good proposals.  As you know, proposals are due to the SOT Program Committee soon after the 2009 Annual Meeting in Baltimore.  Proposals should be well-developed, with proposed speakers, titles of presentations, and an abstract of the session.  Although not required, sessions that also appeal to members of other specialty sections are attractive to the Program Committee, as they are of interest to larger numbers of people.  With that in mind, our goal is to assemble proposals (with rough outlines, etc.) for 2010 well before the 2009 meeting so we can present them at our RDTSS business meeting.  With the experience of Sally Darney as a member of the SOT Program Committee, we can help you develop your idea into a winning proposal.  As RDTSS VP, Mark Hurtt will be organizing a committee to work with him to review program ideas.  If you would like to be on the planning committee or you have a great idea, send it to Mark at mark.e.hurtt@pfizer.com.  

THE EDITOR’S CALL FOR NEWS
During the course of the following year, please send any newsworthy items for inclusion in the 2009 RDTSS Newsletter to the editor, Ron Hood, at the email address listed on the cover page.  Email is the preferred way to send news, either in the body of the message or as an attachment.  Also, please be sure to describe the purpose of your message in the subject line of your email, so your editor won’t assume it is just more spam and delete it without ever opening it!

See you in Baltimore!
Ron
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CALL FOR APPLICATIONS FOR RDTSS GRADUATE STUDENT and POSTDOCTORAL RESEARCH AWARDS
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Applications for RDTSS Graduate Student/Postdoctoral Awards are now being accepted for the 48th Annual Meeting of the Society of Toxicology in Baltimore, Maryland.  Two or three cash awards will be given (depending on the number of submissions) along with an SOT certificate/plaque.  Budget permitting, travel stipends may also be awarded to other students competing for these best student presentation awards.  

The awards will be given for the best presentation of research at the SOT annual meeting in any of the following areas:

a)  Male or Female Reproductive Toxicology, or

b)  Teratology/Developmental Toxicology
The student presentations will be judged at a special poster session on Monday evening.  Alan Hoberman will chair the awards committee and will present the awards at the RDTSS Reception on Tuesday evening. 
Details are also posted on the Awards and Fellowships page of the SOT website:  http://www.toxicology.org/ISOT/SS/repdevtox/index.asp#awards.  Applications for the awards must be submitted by March 1, 2009, and should consist of:  (a) an abstract of the student’s presentation, (b) a letter of support from student/ postdoctoral fellow's sponsor, and (c) a cover letter outlining significance of work to field of reproductive toxicology.  
Electronic submissions are strongly encouraged.  Applications should indicate whether the presenter is a student or a postdoctoral candidate and should be submitted to:
Alan Hoberman 
General Manager Director of Research
Charles River Laboratories Preclinical Services
905 Sheehy Drive
Building A 
Horsham, PA 19044

E-mail: alan.hoberman@crl.com
TEL: (215) 443-8710

RDTSS SCIENTIFIC ACHIEVEMENT AWARD

Recognize Your Distinguished Colleagues With the RDTSS Scientific Achievement Award!

In 2006, RDTSS presented its first Scientific Achievement Award, which is given annually to a member of the Specialty Section.  All RDTSS members are eligible for this award, which may be presented for lifetime achievement or for contribution of a particularly influential body of work.  Awardees will receive a plaque from the RDTSS, and will be invited to give a short presentation at the RDTSS annual reception.  Please give some thought to this exciting award, and send nominations to Rochelle (Shelley) Tyl at rwt@rti.org.  Please include a short narrative or list of the accomplishments upon which you base your nomination.  All nominees will be forwarded to the Executive Committee, who will choose the 2009 awardee.  Deadline for nominations is February 10, 2009.  

Past Scientific Achievement Award winners were:  2006, Carole Kimmel; 2007, Jim Schardein; 2008, Thomas F. X. Collins.
ENCOURAGE YOUR STUDENTS TO JOIN RDTSS!
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Mentors of graduate students, please encourage them to join our specialty section.  Our students and postdocs are the future of the RDTSS. 
SOT Regional Chapter, Specialty Section, and Special Interest Group Leadership Meeting 
A meeting for SOT Regional Chapter (RC), Specialty Section (SS), and Special Interest Group (SIG) Leadership was held in Reston, VA., on July 24 and 25.  This meeting was attended by 56 participants representing RC, SS, SIG and SOT Council.  The objective was to align the activities of these groups with the SOT Strategic Plan as well orient the new leadership to their roles within SOT.
A number of presentations were made by various Council members, such as SOT President Ken Ramos addressing the group with an overview of the SOT Strategic Plan and Michael Holsapple, SOT Vice President-Elect, presented the role of RC, SS, and SIG in Strategic Plan Implementation.  Cheryl Lyn Walker, SOT Vice President, presented an update of the 2009 Scientific Program.  Overall, there were eight presentations, as well as opportunities for group discussion.  The RDTSS was represented by Vice President Mark Hurtt and Vice President-Elect Alan Hoberman.  It was very educational as incoming officers to get us up to speed on all the SOT activities and the overall strategic plan for SOT.
RECENT PUBLICATIONS OF INTEREST

· Content and Format of Labeling for Human Prescription Drug and Biological Products; Requirements for Pregnancy and Lactation Labeling" article. The notice can be found by going to http://www.regulations.gov/fdmspublic/component/main?main=DocketDetail&d=FDA-2006-N-0515 
· Gilbert, SF. 2008. When ‘‘personhood’’ begins in the embryo:  avoiding a syllabus of errors. Birth Defects Res. (Part C) 84:164–173.

· Chernoff, N., E. H. Rogers, M. I. Gage, and B. M. Francis. 2008. The relationship of maternal and fetal toxicity in developmental toxicology bioassays with notes on the biological significance of the “no observed adverse effect level. Reprod. Toxicol. 25:192-202.

· Tyl, R. W., N. Chernoff, and J. M. Rogers. 2007. Altered axial skeletal development. Birth Defects Res. (Part B) 80:451-472.

· Carney, E. W. and C. A. Kimmel. 2007. Interpretation of skeletal variations for human risk assessment:  Delayed ossification and wavy ribs. Birth Defects Res. (Part B) 80:473-496.

· Bernauer, U., G. Heinemeyer, B. Heinrich-Hirsch, B. Ulbrich, and U. Gundert-Remy. 2008. Exposure-triggered reproductive toxicity testing under the REACH legislation:  A proposal to define significant/relevant exposure. Toxicol. Lett. 176:68-76.

· Grandjean, P. 2008. Late insights into early origins of disease. Basic Clin. Pharmacol. Toxicol. 102:94-99.

· Hood, R. D. and R. M. Parker. 2008. Reproductive and Developmental Toxicology.  In S. Gad (Ed.). Preclinical Development Handbook—Toxicology. John Wiley & Sons, New York, pp. 363-422.
SOT AWARDS AVAILABLE
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In recognition of distinguished toxicologists and students, SOT presents several prestigious awards each year.  Award recipients receive a plaque and a generous stipend, are listed in the annual Membership Directory, posted on the SOT Web site, and are honored at a special Awards Ceremony at the SOT Annual Meeting.  Information regarding the individual awards and mandatory application forms are available at the SOT Web site at www.toxicology.org/ai/af/awards.aspx.  
The deadline for most nominations for the 2009 SOT (not RDTSS) awards is October 9, 2008.
Best Reproductive or Developmental Toxicology Paper Published in Toxicological Sciences
RDTSS gives an award each year for the best paper related to reproductive and developmental toxicology in Toxicological Sciences. A committee reviews the previous year’s publications and selects the best paper in each journal. 
Eligibility:  Papers published during the previous calendar year in Toxicological Sciences.  At least one author must be an SOT member.  Papers are judged based on originality, scientific quality, and contribution to the field.  The lead author of the winning paper receives an achievement plaque and any co-authors receive certificates.

Winners of the 2008 Award for Best Paper in Toxicological Sciences

Congratulations to the winners of the Best Paper award. This year there was a tie.  A plaque was awarded to first authors Lisa Joy Martin and Kathila Rajapaksa of the two winning papers, and certificates were awarded to all of their co-authors:  
1st Place:  Lisa Joy Martin, Haiyan Chen, Xiaoyan Liao, Hooman Allayee, Diana Mouhan Shih, Grace Sangeun Lee, David Norman Hovland, Jr, Wendie Anne Robbins, Kay Carnes, Rex Allen Hess, Aldons Jake Lusis, and Michael David Collins. 2007. FK506, a Calcineurin Inhibitor, Prevents Cadmium-Induced Testicular Toxicity in Mice.  Toxicol. Sci. 100:474–485.

1st Place:  Kathila S. Rajapaksa, I. Glenn Sipes, and Patricia B. Hoyer. 2007. Involvement of microsomal epoxide hydrolase enzyme in ovotoxicity caused by 7,12-dimethylbenz[a]anthracene. Toxicol. Sci. 96:327–334.
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Winners of the 2008 Student Presentation Awards
In 2008 RDTSS continued the format for the student presentation awards implemented in 2006.  Candidates for student awards made [image: image11.wmf]their presentations in a special session on Monday evening of the meeting.  This allowed for judges Mark Hurtt, Bob Chapin and Sue Fenton to interact with the students and judge them based on the actual presentation.  Students appreciated the opportunity to interact with the judges and meet members of the specialty section.  Feedback on this format continues to be positive.  There were 14 applicants.  Winners of cash awards were as follows:  Jacquelin Grabowski, First Place, $500; Michele La Merrill, Second Place, $300; Elizabeth Ryan and Sally White (tie), Third Place, $100 each. 
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2008 Student Travel Awards
      A total of $2000 was budgeted for 2008 to support student travel.  The money was divided evenly among all students applying for the student presentation awards.  This year we had 14 applicants.  Ultimately, the RDTSS gave $175 awards to each of the four scientific presentation awardees listed above and also the following additional ten contestants:  Helen Badham, Chad Blystone, Mabel Cortes-Wanstreet, Rupesh Gupta, Isabel Hernandez, Kembra Howdeshell, Tessie Paulose, Stephanie Petrillo, Cynthia Rider, and Emily Tung.
NEWS FROM THE POSTDOCTORAL ASSEMBLY (PDA)
According to incoming president Heather Floyd, this is the news:  Over the next year, the PDA will work to maintain momentum through the continuation of established events as well as implementing new ideas.  The Best Postdoctoral Publication Award was a huge success, with many quality applications.  This award fits well into the Society’s strategic plan; therefore, we plan to make this award a tradition, acknowledging the accomplished work completed by our postdocs members.  Applications for this award will be accepted during the same timeframe as all other SOT awards.  The postdoctoral luncheon was well attended at the Annual Meeting in Seattle, with great door prizes acquired by Miyun Tsai-Turton from various vendors.  For the first time, PDA sponsored an informational session about interviewing skills, which was also well attended and resulted in true audience/speaker interaction.  Over the next year, we plan to develop these events as well as implement new ones to continue the integration of junior scientists into the Society. 

For the 2009 Annual Meeting we are again proposing an informational session about career development, focusing on alternative careers to academia.  A proposal for a research symposium has also been developed in collaboration with SAC, featuring only postdoc and student presentations.  If accepted, this will be the first symposium of this type for SOT.  We are also proposing a career development webcast, in order to reach those who are not able to attend the annual meeting.  In June, you will be receiving a survey to get your suggestions of new ideas for future events, programs, etc.  Please fill it out so that we can continue to make postdoctoral involvement in SOT beneficial to both postdocs and the Society.
Myun Tsai-Turton, our RDTSS PDA Rep, sent us the following items:

Check Out The Post-y Newsletters: 

The Post-y is published twice a year. It includes topics relevant to the postdoctoral experience.  PDA welcomes and encourages members to provide or suggest a topic or an article.  The Post-y Spring 2008 is available: http://www.toxicology.org/ai/spd/SOTPDAnewsletterspring2008.pdf 

 

Ready to Switch Membership Status?

Perhaps it's time for you to switch from Graduate Student to Postdoctoral status?!? It is easy and takes just minutes online.  There are many postdoc benefits.  Application due dates: Jan, May, and Sept 1st.

 

Apply "Best Postdoc Publication Award": 

Due Oct 9th!!!  This is to recognize talented postdoctoral researchers who have recently published exceptional papers in the field of toxicology.  Three awards (plaque and a $100 cash award) will be presented at the PDA Luncheon during the SOT Annual Meeting.  More info:  http://www.toxicology.org/ai/spd/PD-PubAwardAnn.asp
 

Interested in Online Mentoring Program?

It is a service that matches mentees with potential mentors from the SOT membership to provide advice on career path selection and success and life/work balance issues.  More info:  http://www.toxicology.org/ai/newcrad/mentormatch.asp
 

Look Out for 2009 Meeting Postdoc Events: 

· Postdoc luncheon

· Student/postdoc mixer

· Postdoc workshops:
    1) Gene-environment interactions:  epigenetic pathways in chronic disease promotion and progression

    2) Career opportunities and transitions in toxicology

Please check out the PDA’s website, http://www.toxicology.org/ai/spd/PD.asp, for more information and a current listing of what is happening in the PDA. 

Learning from the Endocrine Disrupting Chemicals Testing Process

(reprinted from the summer 2008 SOT RSESS Newsletter)
There are many lessons that we can learn from the timeline and progress made by the federal government to develop a system to evaluate the potential of hormonally active agents to cause adverse effects. We typically refer to such substances as endocrine disrupting chemicals (EDCs). I believe that the system we have created for regulating EDCs that might affect humans or wildlife provides a model, with strengths and weaknesses, for other emerging areas of toxicology and risk assessment.

In the 1980s the potent pharmaceutical estrogen, diethylstilbestrol (DES) was shown to cause significant harm to the children of women taking the drug during pregnancy. Studies in mice followed that gave toxicology a model to better understand the mechanism of toxicity and potential risk. The timing of the exposure was critical, because adverse effects were observed in children who were exposed transplacentally during the first trimester only; dose and response have also been shown to play a critical role, as relatively high dose levels were administered of this very potent estrogen. Some years later, wildlife populations were studied, and findings led to the creation of the EDC hypothesis with its associated concerns regarding potential for widespread harm, or risk of dramatic adverse effects from exposure to environmental concentrations of hormonally active substances. The environmental substances studied tended to be less potent and the exposure was continuous and typically more difficult to define.

I would summarize the evolution of the issue in the following terms:

· Dramatic event and the definition of EDCs

· Research needs articulated

· Testing needs described

· Validation of tests conducted or ongoing

· Testing begins

· Risk assessment and risk management decisions follow.

The dramatic events were the clear effects of DES on humans and the possible harm to wildlife through a postulated estrogenic mechanism of action. The convergence of the human and wildlife data led to calls for action, some calls have been more scientific founded and others more politically based. We continue to debate whether or not EDCs pose a serious and widespread risk of harm to humans. Other hormonal modes of action, such as anti-androgenicity, have also been implicated in the responses.

Various organizations developed research plans on the issue. The U.S. Environmental Protection Agency took the lead in evaluating how to dissect the potential for harm. In the late 1990s there were many calls for aggressive research programs. Large investments have been made over the last decade that should help resolve some of the EDC issues and also be applicable to similar issues as they arise.

Many of the critical issues in the EDC research and testing programs relate to the type of data that need to be collected for safety assessment, and also how to use such data when they have become available. In 2007, the National Research Council published a thoughtful and forwardlooking report Toxicity Testing in the 21st Century: A Vision and a Strategy. The volume describes a compelling vision. That vision, including a move from in vivo to in vitro testing, needs to be assessed in context of the need to do the best possible job of predicting and managing risk. There is a balance between generating the best and most interesting mechanistic data on a specific product, and generating data sufficient and valuable for risk assessment. No safety assessment model will be ideal or infallible. The current safety testing paradigm relies largely on testing whole animals at dose levels ranging from relatively high dose levels down to levels at which adverse effects are not observed.

The NRC report describes a progression towards an in vitro testing system that models more dose levels and a broad range of potential modes of action. It is an attractive and highly scientific process that can provide valuable data. Furthermore, the system can reduce the reliance on whole animals which are dosed with high levels of test chemical, but it also can result in test responses that can confuse rather than illuminate the risk management system. On balance, the heavy reliance on results from high dose levels, and default risk assessment assumptions can lead to concerns about issues that may not be relevant at typical or anticipated exposures. The current system is not without its problems, but it has provided a competent safety system for about 50 years.

I am encouraged by the willingness to move beyond the present approach, and have some trepidation about over expectations for a new methodology. There is an element of trying to move to a highly integrated “Star Trek replicator” system (hit a button and get a steak dinner with a nice red wine with no dirty pots and pans!). That picture assumes we know more than we do. This testing system seems to rely on a black box that has not been built yet. The transition relies in part on various promising systems including methods, such as certain –omics and in vitro technologies, still under development and evaluation. Furthermore, we have little consensus on how to interpret the results. Even with EDCs, there was an initial approach indicating that high throughput systems could sort out the worst actors promptly and lead us to more definitive in vivo confirmation of risk in a rapid and reliable manner. Those promises have yet to be fulfilled.

Another example is that years ago we set forth a paradigm that short-term mutagenicity tests would result in a high potential for predicting carcinogenicity. While mutagenic activity can be a critical event in some forms of carcinogenic activity, there are numerous examples of non-mutagenic carcinogens and non-carcinogenic mutagens. We have learned a lot about the mechanisms of carcinogenicity and the value of short-term tests for predicting carcinogenicity. I expect a similar progression in knowledge of EDCs and other issues that will arise with new and innovative technologies.

The NRC report describes a process of moving away from whole animal apical testing towards mode of action testing followed by definitive testing. They captured this transition in their report on Vision and Strategy. The report seems to be interpreted in different terms by different people. Some would move more quickly to the in vitro models and others more cautiously. The report describes a long-term view of toxicology and risk assessment based on a greater depth of our knowledge of the relationships between biological inputs and adverse effects. In one section of that report the exposure, tissue dose, biological interaction and perturbation are shown to have the potential to affect early cellular changes. Such changes may result in minor or adaptive and nonadverse effects and still result in normal biological function. Other exposures may lead to injury. The discrimination between adverse and non-adverse effects will be a critical challenge to those selecting and interpreting isolated in vitro systems because the context of the organism is lost.

The NRC describes (refer to NRC report Table 2-1) 4 options for future testing. First is In vivo animal testing, second is tiered in vivo animals, third is in vitro and in vivo testing and fourth is in vitro testing. The first two options are based upon “apical testing” and the last two on “perturbations of critical cellular processes.” The transition from option one to option four should result in less expensive testing and less animal dosing and use. More chemicals can be evaluated when such a system is in place.

The move towards the vision is based upon the follow assumptions:

· Move from current in vivo-based assessments towards in vitro-based assessments

· Animal testing – necessary at this time

· Definitive testing and screening – moving forward

· Mechanism of action – moving forward

· Low dose – unresolved and remains polarized

· Risk assessment – Commitment to a process and

· challenges ahead

In the end, the two-tiered testing proposed by EPA relies on a combination of in vitro and short-term in vivo testing in tier 1 and apical in vivo testing in tier 2. It has taken a decade to get to this point, and we are still a distance from using such data in risk management decisions. EPA has been appropriately cautious by not abandoning an existing system of testing prematurely, while the system is being evaluated for potential effects on just three hormonal activities (estrogen, androgen and thyroid). As we learn lessons from this undertaking, we should be alert to the lessons learned so we can move more effectively and perhaps more quickly, so long as the system provides the same assurance of safety as the system it is replacing.

James C. Lamb, IV

The Weinberg Group
RDTSS WEBSITE UPDATE
Your editor was informed by Jeff Moffit that the RDTSS website was recently updated (Sept. 8).  According to Jeff, “It has a new look and very cool graphics (I am easily impressed).”  So take a look for yourselves (http://www.toxicology.org/ISOT/SS/repdevtox/index.asp).  Thank you Jeff!!
In Memoriam
Lorraine Irvine - 1954-2007
The following is from information provided by Frank Sullivan, Carole Kimmel, Nancy Doerrer, Jim Lamb, and Sue Barlow:

Lorraine F.H. Irvine, DABT, Executive Director, toXcel International Ltd., Gloucestershire, UK 
Lorraine was a tremendous contributor to the ILSI HESI project on agricultural chemical safety assessment (ACSA).  She played a very significant role in development and outreach on the ILSI ACSA protocol.  She was a very knowledgeable and highly regarded reproductive toxicologist.  She continued her work throughout her illness.  She stepped in for Jim Lamb when he was too sick to give the ILSI ACSA talk in 2004 at SOT and Jim was able to return the favor, unfortunately because she was too ill, at the 2007 Eurotox meeting.  She was delightful person, always positive, and a good friend who is missed.
Lorraine Irvine

Lorraine was born on 22nd November 1954, in Glasgow. She was the middle child of three. Lorraine had a vivacious personality from an early age and impressive academic abilities. She completed her Scottish “higher” level exams and gained University entrance by the age of 16 but was not old enough to leave school. As a result she had to mark time by taking some “A” level exams - on her own - at school, which was very rare in Scotland at that time. She went to Aberdeen University in 1972, graduating with an Honours degree in Developmental Biology in 1976. She married her husband Eric Gale in 1984, and their son Michael was born in November 1987. 

In her chosen career in contract research, Lorraine was widely known and respected, both nationally and internationally. She worked at several CROs, including Hazelton (now Covance), in Harrogate, UK, at Toxicol in Ledbury, UK, and most recently in her own company, ToxCel International. She continued to work with incredible energy until just before she died. 

Lorraine lived life to the fullest with her foot firmly planted on the gas-pedal and was involved in many different activities. She was never afraid of a challenge and always led from the front. Whatever she took on in her business, social, or family life was achieved with 100% commitment and energy - no compromise, no exceptions. Her enthusiasm and fairness inspired those with whom she came into contact. She enjoyed teaching and was also a tireless, energetic, member of numerous committees, work groups, and discussion groups, based throughout the world. She was a member of the European Teratology Society throughout her career, was on its Council, was a key organizer of its several meetings in the UK, and never forgot the importance of the social side of science-based gatherings. 

In her social life Lorraine loved acting and the theatre and was involved in local drama societies. She is also famous for being the only teratologist to have been regularly sawed in half as a magician’s assistant.
Her strength was apparent during her illness (oesophageal cancer). She met it head on and did not dwell on the unfairness of the situation nor show any bitterness. She fought her illness stoically, but sadly she died on 31 October 2007.

THE RDTSS OFFICERS AND EDITOR AND THEIR MAIN DUTIES

President—General oversight and prepares agenda and makes arrangements for Officers meeting at SOT and RDTSS reception at SOT, writes annual report for SOT, oversees agenda for the RDTSS contribution to the SOT annual meeting

Lori Dostal.  Lori was at Pfizer in Ann Arbor for 19 years in the toxicology department (Drug Safety Research and Development).  For the first 15 years she held various positions in the Reproductive and Developmental Toxicology group and then spent four years supporting drug development by providing nonclinical safety support for new drug development candidates.  Currently Lori is a toxicology consultant with Aptuit Consulting, Inc., providing nonclinical drug development support for small entrepreneurial as well as large pharmaceutical companies.  She provides nonclinical toxicology strategy, including general toxicology, reproductive and developmental toxicology, safety pharmacology, study monitoring and IND/NDA preparation.

Past President—Chair of Nominating Committee and serves on committee to determine candidates for Scientific Achievement Award, assists SOT office with RDTSS officer election


Rochelle (Shelley) Tyl.  For more than 40 years, Shelley Tyl has been designing, directing, and performing basic and applied research studies, managing research programs, and mentoring junior scientists in the field of developmental and reproductive toxicology.  She currently is the director of the program in developmental and reproductive toxicology (DART) and a Senior RTI Fellow in DART at RTI International.  Shelley and her staff also design, perform, and report on studies for government grants and contracts and for pharmaceutical, agrichemical, and commodity chemical companies and consortia.
Vice President—Chairs the Program Committee for the next SOT meeting, develops list of proposals for activities to be sponsored and coordinates cosponsorships,  by the RDTSS, acts for the president in his/her absence
Mark Hurtt.  Mark completed his formal education at the University Of Cincinnati College Of Medicine.  He completed a post-doctoral fellowship at the Chemical Industry Institute of Toxicology in Research Triangle Park, North Carolina.  Following a brief stay at Warner-Lambert in Ann Arbor, Michigan, Dr. Hurtt joined the DuPont Company.  He held various roles over his 11 years at Haskell Laboratory for Toxicology and Industrial Medicine in Newark, Delaware, prior to joining Pfizer.  Currently, Dr. Hurtt is Global Head of Developmental and Reproductive Toxicology at Pfizer, with overall responsibility for developmental and reproductive toxicology testing and consulting offerings as well as an investigative laboratory.  He also is serving as Interim Global Head of Genetic Toxicology.  Mark is a Past President of MARTA and is currently chair of the Teratology Society’s Publication Committee.
Vice President elect—Chairs the review committee for student/postdoc awards, advertises the availability of such awards, obtains award plaques, etc., and presents the student awards at the annual meeting 

Alan Hoberman.  Alan has worked in toxicology for over 37 years, specializing in reproductive and developmental toxicology for over 28 years.  A Diplomate of the American Board of Toxicology and a Fellow of the Academy of Toxicological Society, Alan’s current research interests include development of the immune response and assessment of compounds in young animals.  Alan was trained in anatomy and embryology at the University of Virginia and in toxicology at the University of Arkansas and the NCTR.  He was Head of Reproductive and Genetic Toxicology at Hazleton Laboratories, America for two years prior to joining Argus Research Laboratories.  He was also responsible for management of Charles River Laboratories Preclinical Services, Arkansas (formerly CRL-DDS Redfield Laboratories) from 1994 to 2002.  Currently, Alan is General Manager and Director of Research, Charles River Laboratories Preclinical Services, Pennsylvania, where he is responsible for designing, supervising and evaluating reproductive and developmental toxicity, neurotoxicity, inhalation, and photobiology studies, while managing budget and personnel projections and strategic plans for the facility.
Secretary/Treasurer—Controls finances, reports on them to the SOT and at the RDTSS annual meeting, make arrangements for the officers’ meeting and records the meeting minutes, and orders awards
Susan Lynn Makris.  Sue Makris has been with the US Environmental Protection Agency since 1991.  She served for many years as a senior toxicologist in the Office of Pesticide Programs, where she evaluated hazard and risk characterization for numerous pesticides and participated as a member of Health Effects Division peer review committees.  Then in 2004 she joined the EPA’s Office of Research and Development, National Center for Environmental Assessment, where she is currently a senior staff scientist in human health risk assessment.  Her regulatory career has focused on Agency developmental and reproductive toxicity and immunotoxicity guidelines, guidance, and policy, with a focus on issues relevant to the evaluation of developmental neurotoxicity, developmental immunotoxicity, and children’s health risk assessment.  She has been a long-standing member of the Society of Toxicology, including the RDTSS and several other specialty sections, as well as the National Capital Area regional chapter.
Senior Councilor—Chairs the committee to determine best paper in Toxicological Sciences awards, orders plaque and certificates for the paper’s authors, and presents the award at the annual meeting 
Suzanne E. Fenton.  Suzanne "Sue" Fenton is a Research Biologist in the Reproductive Toxicology Division of the U.S. EPA in Research Triangle Park, NC.  Her research program is focused on identification of environmental compounds altering mammary gland development, functional lactation, or tumor susceptibility following exposures during critical periods of gland morphogenesis.  She uses both rats and mice as animal models to address human health issues.  To date, her laboratory has identified critical periods for fetal/neonatal mammary gland development during which dioxin, atrazine, a mixture of chlorotriazine metabolites, perfluorooctanoic acid, nonylphenol, and a brominated flame retardant mixture (DE-71) have significant effects.  These effects can lead to stunted ductal outgrowth, resulting in a mammary gland that is unable to support the nutritional needs of the next generation.  Altered timing of ductal outgrowth and "end bud" differentiation can also impact the risk of mammary tumor development.  Sue serves as a research mentor to graduate students from UNC-Chapel Hill and NC Central University.  In her other life, Sue serves as a soccer/baseball/dance practice chauffeur and homework drill sergeant.

Junior Councilor—Serves on the Program Committee and assist the VP in developing program ideas for next years SOT annual meeting, chairs committee to select the Achievement Award recipient, prepares or obtains the RDTSS poster for the student/postdoc mixer, attends that mixer, and selects/purchases “giveaways” for the mixer

Janee B. Gelineau-van Waes.  Janee Gelineau-van Waes is an assistant professor in the Department of Genetics, Cell Biology & Anatomy at the University of Nebraska Medical Center, in Omaha.  The primary focus of her research is the study of embryonic/fetal development and the identification of teratogens.  She is interested in determining the signaling pathways disrupted by gestational teratogen exposures, and in understanding how gene-nutrient-environment interactions impact pregnancy outcome.  Of particular interest are the mechanism(s) by which maternal folate supplementation affords protection against neural tube defects and other neural crest cell-related congenital anomalies.  Some of the environmental toxicants and/or pharmacological agents examined in her laboratory include anticonvulsant drugs, immunosuppressant drugs, arsenic, alcohol, and the mycotoxin fumonisin.  Her laboratory has developed an in vivo mouse model of maternal fumonisin exposure and neural tube defects that enables mechanistic and translational studies.  Fumonisin disrupts de novo sphingolipid metabolism, resulting in immunosuppression, abnormal formation of the placenta, and increased risk for pregnancy loss and/or fetal malformations.
New Career Councilor—Serves on the committee for determining the Trainee Presentation Awards and assists the Vice President-Elect with program applications
Jeffrey S. Moffit.  Jeffrey Moffit is a Senior Scientist in Toxicology & Safety Assessment at Boehringer Ingelheim Pharmaceuticals.  Jeff received his B.S. in biochemistry from Rutgers University and continued his graduate work in pharmacology and toxicology at the University of Connecticut.  His graduate research focused on mechanisms underlying the protective effects of peroxisome proliferators from liver toxicants.  As a post doctoral fellow at Brown University, Jeff studied co-exposure synergy, using model testicular toxicants; specifically, how sensitization of the testicular seminiferous epithelium by 2,5-hexanedione exposure primes the testis for disruption by a second testicular toxicant.  Furthermore, he investigated the reproductive implications of Raf kinase inhibitor protein (RKIP) on sperm capacitation and the regulation of transport proteins in the blood testis barrier following chemotherapy.  Jeff served as a Post Doctoral Representative on the Education Outreach Committee for the Society of Toxicology, was a finalist for the Carl C. Smith Award in mechanistic toxicology, and holds an Adjunct Assistant Professorship at the Alpert Medical School of Brown University. 

Student Representative—RDTSS representative to the SOT Student Activities Committee, serves on the review committee for the Best Paper Award, assists in preparing the RDTSS poster and representing the RDTSS at the student/postdoc mixer 
Sheung Ng.  Sheung (Alice) Ng is a doctoral student at New York University School of Medicine in the Department of Environmental Medicine.  She works in the laboratory of Dr. Judy Zelikoff and studies the effects and underlying mechanisms associated with prenatal exposure to cigarette smoke on the juvenile and adult offspring.  Alice's work has demonstrated that in utero exposure to a relevant level of CS shortens gestational duration and increases tumor susceptibility in the juvenile offspring in a sex-dependent manner that is likely related to testosterone.

Post Doctoral Assembly Representative—RDTSS representative to the SOT Postdoctoral Assembly 

Miyun Tsai-Turton.  Miyun was a third year postdoc in Dr. Richard Roden’s lab at the Johns Hopkins University School of Medicine in Baltimore, MD.  Her project focused on ovarian cancer early detection, using tumor-associated antibodies (TAAs).  Ovarian tumor-reactive antibodies (i.e., p53 and NYESO1) can often be found in patient serum and ascities.  Miyun tried to identify new candidate TAAs recognized by sera of patients by utilizing mass spectrometry of immunoprecipitates and further evaluation of the predictive values of the selected autoantibodies in discriminating sera of patients with early stage ovarian cancer from the sera of controls.  Her project was awarded an NIH F32 individual postdoctoral fellowship grant.  Myun has recently taken a position as a pharm/tox reviewer in the Division of Metabolism and Endocrinology Products at the FDA’s CDER in Silver Spring, MD.
RDTSS Newsletter Editor—Gathers information for the newsletter, reminds the RDTSS officers to submit material related to their responsibilities (including the president’s message), threatens the tardy contributors as needed (, distributes a draft for proofing by the officers, and prepares the final version for submission to SOT for distribution to the membership 

Ronald D. Hood.  Ron spent 32 years on the faculty of the Biological Sciences Department of The University of Alabama, where he also served a year as interim department chair.  He retired from the faculty in 2000, but as an emeritus professor he continues to use his UA office and to collaborate in research and student mentoring.  Ron acted as a toxicology consultant part-time for many years while on the faculty, and he now consults full-time, together with several associates at other locations.  In addition to his work as a consultant, a book editor, and an expert witness, Ron organizes and lectures in continuing education courses offered to regulatory personnel in the areas of developmental and reproductive toxicology, and he is a fellow of the Academy of Toxicological Sciences.
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CONTACT INFORMATION

President

Lori A. Dostal

Aptuit Consulting Inc.

4919 Canyon Oaks Dr.

Brighton, MI 48114

TEL: (810) 229-9552

E-mail: Lori.Dostal@aptuit.com 

Mobile: (810) 299-1876
Vice President

Mark E. Hurtt 
Senior Director
Pfizer Inc
Drug Safety Research and Development
Building 274
Groton, CT 06340-4947
TEL: (860) 715-3118
E-mail: mark.e.hurtt@pfizer.com 
Vice President-elect

Alan Hoberman 
General Manager Director of Research
Charles River Laboratories Preclinical Services
905 Sheehy Drive
Building A 
Horsham, PA 19044

TEL: (215) 443-8710

FAX: (215) 443-8587
E-mail: alan.hoberman@crl.com
Secretary/Treasurer

Susan L. Makris
Toxicologist
US-EPA
Office of Research and Development
1200 Pennsylvania Avenue NW
Mailcode 8623P
Washington, DC 20460-0001

TEL: (703) 347-8522
FAX: (703) 347-8692
E-mail: makris.susan@epa.gov 
Past President

Rochelle (Shelley) Tyl

RTI International
Center for Life Sciences & Toxicology
Hermann Laboratory Building, Room 124
3040 Cornwallis Road
Research Triangle Park, NC 27709-2194
TEL: (919) 541-5972

FAX: (919) 541-5956

E-mail: rwt@rti.org
Senior Councilor

Suzanne E. Fenton 
Research Biologist
US-EPA
NHEERL Reproductive Toxicology Division
2525 Highway 54
MD 67
Research Triangle Park, NC 27711

TEL: (919) 541-5220

FAX: (919) 541-4017

E-mail: fenton.suzanne@epa.gov 

Junior Councilor
Janee B. Gelineau-van Waes 

Assistant Professor
University of Nebraska Medical Center
Dept of Genetics Cell Biology and Anatomy
985455 Nebraska Medical Center
Omaha, NE 68198-5455
TEL: (402) 559-6715

FAX: (402) 559-4001

E-mail: jvanwaes@unmc.edu
New Career Councilor
Jeffrey S. Moffit

Senior Scientist
Boehringer Ingelheim Pharmaceuticals Inc
Dept of Toxicology and Safety Assessment
900 Ridgebury Road
Ridgefield, CT 06877
TEL: (203) 778-7667
FAX: (203) 798-5797

E-mail: jeffrey.moffit@boehringer-ingelheim.com
Student Councilor

Sheung Ng.  
Graduate Assistant
New York University School of Medicine
Nelson Institute of Environmental Medicine
57 Old Forge Road
Room 235
Tuxedo, NY 10987

TEL: (845) 731-3631 

FAX: (845) 351-547
E-mail: ng@env.med.nyu.edu 

Postdoctoral Assembly Representative 

Miyun Tsai-Turton 

Pharm/Tox Reviewer 
FDA/CDER/OND/ODEII/DMEP 
Bldg 22, Rm 3369, HFD-510 
10903 New Hampshire Ave. 
Silver Spring, MD 20993 
TEL: 301-796-3837 
FAX: 301-796-9712 
E-mail: miyun.tsai-turton@fda.hhs.gov  
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