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supporting pediatric drug 

development with 

biopharmaceuticals (Birth 

Defects Res (Part B) 2011 

92:359–380). Winners of the 

Student Achievement awards 

were Christopher Kuhlman 

and Elaina Chambers for 

their respective research that 

was presented at the SOT 

Annual Meeting (see award 

section for more details). 

Thanks to the award 

committee for a job well 

done.  

Since SOT 2012 was in San 

Francisco, very close to 

Napa, what would be better 

than a presentation on the 

biotechnology of wine 

making together with wine 

tasting? Thanks to Tom 

Farella from Farrella 

Vineyard for an excellent 

presentation and wine and 

thanks to Theresa and Bill 

Congratulations to the 

membership for another 

successful year and thanks 

for your support and 

contribution to the 

Biotechnology Specialty 

Section (BTSS).  

First, I would like to 

introduce our newly 

elected officers: Robert 

House (vice-president 

elect), Tom Gelzeichter 

(councilor) and Marina 

Seme-Nelson (secretary 

and treasurer). I would 

also like to thank our 

departing officers for their 

contribution to another 

successful year: Barbara 

Mounho (past president), 

Theresa Reynolds 

(secretary and treasurer), 

Andrea Weir (councilor) 

and Janet Clarke 

(president) who will serve 

as past president.  

The BTSS reception at SOT 

2012 was a big hit and about 

100 people attended.  We had 

a great program starting with 

the awards presentation.  

These included the Career 

Achievement award to James 

Green (Boehringer-

Ingelheim) and the Young 

Investigator award to 

Meghan Flaherty (Aveo 

Pharmaceuticals). Best paper 

was awarded to LaRonda 

Morford et al. from Lilly 

Research Laboratories for 

their review of the current 

challenges regarding 

preclinical safety evaluations 
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The Biotechnology Special-
ty Section Newsletter is 
published 3 times a year 
(Spring, Fall and Winter).  

To submit items of interest 
with members of the Spe-
cialty Section, please con-
tact Fanny Casado 
(casado@mcmaster.ca) or 
Marina Seme-Nelson 
(marina.semenelson@cova
nce.com). 

All comments on, or sug-
gestions for, the newsletter 
are welcomed. 
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for organizing. 

BTSS sponsored and/or endorsed a 

number of proposals for the SOT 

2012 meeting. Thanks to the 

Program Committee, we sponsored/

endorsed one CE course, 4 

symposia and 4 workshops: 

Continuing Education 

Regulatory Sciences: Preclinical 

Drug Development from Small 

Molecules to Biologics. 

Symposia  

 Development of Biosimilar 

Products: Overview of 

Standards and Regulations. 

 Nonclinical Safety Assessment 

of Dual-Targeting 

Biotherapeutics.  

 Off the Beaten Path: Preclinical 

Approaches to Safety 

Evaluation of Cells/Gene 

Therapy, Vaccines, and 

Adjuvants.  

 Evaluation of Ocular Safety in 

the Development of New 

Drugs. (endorsed) 

Workshops  

 Beyond Traditional 

Monoclonals: New Biologics 

Formats and Pre-clinical 

Challenges.  

 Challenges and Opportunities 

in Evaluating Protein 

Allergenicity Across 

Biotechnology Industries. 

 Therapeutic 

Immunomodulation and Cancer 

Risk: Science, Risk 

Assessment, and Risk 

Communication. (Endorsed). 

 T-Dependent Antibody 

Responses in nonhuman 

Primates: Challenges and 

Opportunities. (Endorsed). 

We published 3 newsletters. Thanks 

to the newsletter committee and the 

contributors.  

BTSS also sponsored (for the second 

year) a session at the 2012 AAPS/

National Biotechnology meeting on 

“Nonclinical and Clinical Strategies 

in the Development of Therapeutic 

Vaccines”. See details in this issue. 

Just a reminder about who we are and 

what we do. Our mission is to create 

a forum for all SOT members 

interested in biotechnology. This 

includes those working in academia, 

governmental and non-governmental 

organizations industrial including 

agriculture and chemicals, 

environmental health and sciences, 

biopharmaceuticals, and students and 

postdocs aiming for a better 

understanding of biotechnology 

Our aim is to relate the developments 

in biotechnology to the activities of 

the SOT and to the toxicology/

environmental health sciences 

community-at-large; facilitate 

education and discussion, and 

generate position papers and review 

articles on, key issues in the rapidly 

evolving biotechnology landscape. 

See website for more information. 

(http://www.toxicology.org/isot/ss/

btss/index.asp) 

There are many opportunities to get 

involved, including articles to the 

newsletter (we publish 3/year), 

participation on awards, newsletter 

and program committees, and review 

of interesting publications. In 

addition, please recommend BTSS to 

students, postdocs, and young 

scientists who can find excellent 

mentors in BTSS. 

Overall, this was another excellent 

year and we are looking forward to an 

even better 2012-2013.  
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BTSS Reception: A Very Spe-

cial Presentation  

By Bill Brock  

At the SOT annual meeting, the 

BTSS hosted a special presentation 

that drew attention to the science of 

wine making and the how the art of 

wine making is impacted by science 

that leads to a fine drinkable wine.  

Tom Farella of Farella Vineyards 

(Napa Valley) presented Winemak-

ing: Where Science and Art Col-

lide.  Tom and Beth Farella have 

owned and operated their winery for 

about 25 years.  They presented the 

science behind wine making and the 

influence of science on production, 

but also how the agricultural environ-

ment (the terroir) leads to a good or 

not-so-good glass of wine.  To further 

emphasize the creation of an art form 

(wine), a practical experience of the 

blend of science and wine making 

was provided by the Farella’s in the 

form of a tasting of their 2007 Mer-

lot.  This was a well-received presen-

tation and offered a break from the in

-depth toxicology and science en-

countered during the SOT meeting.  

The presentation will be available on 

the BTSS website.   

 

Tom Farella and Bill Brock showing a bot-

tle of the wine tasted during the 2012 An-

nual BTSS reception. Photo by Peyton My-

ers. 
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Best Paper Award: “Preclinical safety evaluations supporting pediatric drug devel-

opment with biopharmaceuticals: strategy, challenges, current practices” 

LaRonda L. Morford, Christopher J. Bowman, Diann L. Blanset, Ingrid B. Bøgh, Gary J. 

Chellman, Wendy G. Halpern, Gerhard F. Weinbauer, Timothy P. Coogan. Birth Defects 

Res B Dev Reprod Toxicol 2011; 92: 359–380  

 

Sponsored by 

Thank you to Ros Bell, Michael Bolt, Hanan Ghantous, Peter Korytko, and Nina Seme-Nelson, members of the awards 

committee 2011-2012 who were diligent in the process of selecting the winners of the 2012 BTSS Awards. Also, thank 

you to Peyton Myers for taking the pictures. 

BTS S Aw a r ds  2 0 1 2  -  Co n g r a t u l a t i o n s  t o  t he  w i nne r s !
By Laura  Andrews  

Student Achievement Awards: Elaina Chambers and Christopher 

Kuhlman 

 

Sponsored by 

Outstanding Young Investigator Award: Meghan Flaherty 

Meghan has been involved in the toxicology of biopharmaceuticals for the last four years and prior to this she performed 

industrial toxicology for Proctor and Gamble for three years after earning her PhD from Duke University in 2004 on 

research relating to heme proteins.   

Meghan has quickly become involved within the biopharmaceutical community volunteering for committees within the 

BTSS and elsewhere and has given several presentations on the unique nature of bio-

pharmaceutical toxicology.  Many of these presentations have highlighted her need to 

address problems she has faced within programs assigned to her that have required 

unique and creative approaches in order to move forward, forcing her to think outside 

the box, even as compared to other biopharmaceutical programs.  As it turns out, 

some of the issues she has faced, such as immunogenicity-related toxicity, are gener-

ally shared with colleagues of hers within the field, and as such, her presentations on 

this experience have helped advance knowledge of this area and assisted colleagues 

in dealing with similar issues.   

Meghan has also been an author on an industry consortium “white paper” addressing 

the use of alternative strategies for toxicity testing of biopharmaceuticals.  Specifical-

ly, she authored a section on the utility of transgenic animals for testing of particular 

biopharmaceuticals where testing in normal animals would have yielded irrelevant 

results.  This has helped to educate the field about the various options one has in de-

signing the best and most predictive toxicology program for biopharmaceuticals. 
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BTS S Aw a r ds  2 0 1 2  -  Co n g r a t u l a t i o n s  t o  t he  w i nne r s !
By Laura  Andrews  

Career Achievement Award: James Green 

Dr. Green is a Highly Distinguished Research Fellow at Boehringer Ingelheim, Inc..  Formerly, he was Sen-

ior Vice President of Preclinical and Clinical Development Sciences at Biogen Idec, Inc., and prior to that he 

was Senior Director, Product Development and Safety Evaluation at Genentech, Inc., and before that Director 

of Toxicological Research in the Pharmaceutical Division of the Ciba-Geigy Corporation.  Dr. Green is a 

Diplomat of the American Board of Toxicology (ABT) and member of the ABT Executive Board and a Fel-

low of the Academy of Toxicological Sciences. He is a former member and past Chairman of the U.S. Phar-

maceutical Research and Manufacturers Association’s Drug Safety Subsection Steering Committee.  He is 

currently a member and past Chairman of Biotechnology Industry Association’s nonclinical safety evaluation 

expert committee, BioSafe.  He is also a member of a number of professional societies, including the Ameri-

can Chemical Society, American College of Toxicology, American Society of Toxicology and the American 

Society of Toxicologic Pathologists.  Dr. Green received his BA in biology from the University of Rochester 

and MS and Ph.D. in toxicology from New York University.  He has presented and published extensively in 

the area of safety evaluation and development of pharmaceutical and biopharmaceutical products. 

During his career, Jim has developed programs for a wide range of molecules, including proteins such as re-

combinant human (rh) relaxin, rhDNAse, rhtissue factor, growth factors, monoclonal antibodies and reaching 

also to gene therapy and novel constructs.  His experience and recognition in crafting scientific approaches to 

biologics toxicology development for regulators to review, led to his involvement in the ICH S6 original 

guidance issued in 1996, for which he was a member of the expert working group. 

Jims’ areas of specialty knowledge in the field have been broad, but include issues around pulmonary deliv-

ery of proteins, the earliest use of homologous proteins in toxicology work (rhINF alpha), immunogenicity of 

proteins, interspecies scaling and how we 

should go about determining bioequiva-

lence.  His expertise in the latter area has 

led to his recognition, evidenced by many 

presentations at conferences and to regula-

tors and congressional panels on biosimi-

lars.  With the recent legislation, this area 

is now very much a hot topic, and one on 

which Jim has been speaking knowledgea-

bly since 2003 in academic, international 

and EMEA and FDA forums (over 23 on 

biosimilars and generics alone!). 

 



Welcome to the members of the Newsletter Committee 2012-2013 

Lisa Beilke lisa.beilke@gilead.com 

Fanny Casado (Editor) casado@mcmaster.ca 

Jessica Couch couch.jessica@gene.com 

Meghan Flaherty mflaherty@aveopharma.com 

Stephen Kirk Stephen.Kirk@covance.com 

Donna Lee lee.donnaw@gene.com 

Mary Jane Masson Hinrichs hinrichsm@medimmune.com 

Marina Seme Nelson marina.semenelson@covance.com 

Welcome to the members of the Program Committee 2012-2013 

Laura Andrews (Chair) laura.andrews@genzyme.com  

Jessica Couch couch.jessica@gene.com 

Meghan Flaherty mflaherty@aveopharma.com 

Thomas Gelzleichter tomgelz@gene.com 

Hanan Ghantous Hanan.Ghantous@fda.hhs.gov 

Courtney Horvath Courtney.horvath@genzyme.com 

Peter Korytko peter.korytko@gmail.com 

Theresa Reynolds theresar@gene.com 

P a g e  5  V o l u m e  3 ,  I s s u e  1  

Thank you to our sponsors! 

AAPS National Biotechnology 

Meeting  

By Bill Brock  

The BTSS sponsored a session at the 

AAPS National Biotechnology 

meeting.  The meeting was held in 

San Diego on May 20-24.  The ses-

sion was called “Nonclinical and 

Clinical Strategies in the Develop-

ment of Therapeutic Vaccines”.  

There are a large number of clinical 

and nonclinical studies in progress 

for therapeutic vaccines although 

few have been approved.   

Dr. Bill Brock organized the session 

and presented on the nonclinical de-

velopment of therapeutic vaccines 

for non-oncology indications.  Dr. 

Jinhua Lu, FDA CBER, followed 

with a talk on nonclinical develop-

ment and clinical considerations for 

cancer vaccines, and provided a reg-

ulatory perspective on the develop-

ment of these vaccines.  The non-

clinical aspect of vaccine develop-

ment led to a discussion about rele-

vant animal models, including dis-

ease models, durations of treatment 

and the various endpoints of safety 

that are typically included in non-

clinical studies.  Dr. Ed Rock, Otsu-

ka Pharmaceuticals, gave the final 

talk where he described the clinical 

considerations in vaccine develop-

ment with emphasis on clinical end-

points and the relationship of clinical 

outcomes to nonclinical develop-

ment.   
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