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evaluations supporting pediatric 

drug development with 

biopharmaceuticals: strategy, 

challenges and current 

practices‖. We‘re all 

increasingly involved in 

pediatric investigational plans 

and this paper reviews the 

preclinical approaches to 

evaluating juvenile toxicity 

studies, when they‘re needed, 

and special design 

considerations for biologics. 

Finally, no matter what area of 

biotechnology products you 

work in, immunogenicity can be 

an important consideration.  

From a bioanalytical perspective 

the interference of test article on 

the determination of antibody 

levels is well known and has 

been the topic of much 

discussion.  However, in the 

setting of animal studies, 

antibody responses are not very 

predictive of the human 

immunogenicity of the 

molecule, so the ability to 

accurately determine antibody 

responses in animals may be less 

important than ensuring we are 

accurately measuring the levels 

of the test article itself.  Joleen 

White, Michaela Golob and 

Jeffrey Sailstad just published in 

the August issue of Bioanalysis 

(2011 3:16 1799-1803) an 

article that reviews the topic of 

antibody interference with 

pharmacokinetic analysis based 

on feedback from industry 

surveys and a consideration of 

different bioanalytical formats. 

Welcome to the Fall 

BTSS newsletter, 

I hope that all you fellow 

eastcoasters managed OK 

through Hurricane Irene.  Did 

you feel the earthquake? (Stop 

snickering Californians!). 

In the world of Biotechnology 

there continues to be further 

development on biosimilars, 

including a recent article 

published by authors from FDA.  

In today‘s newsletter, Barbara 

Mounho and Andrea Weir 

discuss the latest news.  As 

mentioned in a past newsletter, 

several of you had approached 

me at this year‘s SOT meeting 

expressing some disappointment 

that there were not more 

Biotechnology themed sessions 

(there were two).  So it‘s my 

great pleasure to let you know 

that five proposals, sponsored 

by BTSS have been accepted for 

the 2012 meeting!  More on this 

in the program section.  

Congratulations to the session 

chairs who worked hard to 

generate such high quality 

submissions and to the program 

committee who guided them 

through the process and 

highlighted them to SOT 

program committee. 

In mulling over what to cover in 

my president message, I thought 

I would mention three papers 

that you may find of interest.  

One of these papers is now 7 

years old, but I came across it 

recently and I think you might 

find it handy too.  It is Javier 

Mestas‘ and Chris Hughes 

review article in the Journal of 

Immunology ―Of mice and not 

men: differences between 

mouse and human immunology‖ 

2004, 172: 2731-2738.  If you 

work in the area of therapeutics 

for immune mediated diseases, 

many of the pharmacology 

models of choice are still mice, 

and as toxicologists we often 

include consideration of knock-

out mice data in our evaluation 

of potential toxicities as well as 

the use of murine homologues 

for toxicology testing (now less 

common, though).  Anyway, for 

all these reasons it‘s nice to 

have a brief refresher on the 

similarities and differences in 

the immune system between 

humans and mice and this paper 

does a good job on this, and 

includes a nice summary table 

for quick reference. 

Hot off the presses online is an 

article in Birth Defects from 

Tim Coogan and his colleagues 

entitled ―Preclinical safety 
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Finally, I was sad to hear of the death of an 

outstanding scientist in our field, Pete 

Bugelski.  I first got to know of Pete 

through his papers, including his seminal 

paper on a surrogate toxicology program in 

transgenic mice.  Subsequently, I got to 

know Pete through his many presentations 

at conferences where I always came away 

having learnt something new from him.  

Most of all, he was a humble and gracious 

man who will be sorely missed. 

 

Peter J. Bugelski  

Submitted by Pauline Martin and  

George Treacy  

Dr. Peter J. Bugelski passed away on 

August 22, 2011, in Philadelphia, 

Pennsylvania, after a brief illness. Peter 

was a nationally and internationally 

recognized expert in immunotoxicology 

and biologics safety assessment with 

over 30 years of pharmaceutical 

regulatory toxicology experience. Peter 

most recently held the position of Senior 

Research Fellow and Head of 

Experimental Pathology at Centocor 

Research and Development, a division of 

Johnson and Johnson Pharmaceutical 

Research and Development, Radnor, PA. 

His most recent contributions have 

involved the development of methods 

and strategies for determining the 

potential of monoclonal antibodies to 

induce cytokine release syndrome and 

the potential of immune modulating 

pharmaceuticals to influence neoplasia.  

Peter obtained his BA degree in 1975 

from the State University of New York at 

Buffalo in Physics and in 1980 he 

obtained his Ph.D. from the University of 

Buffalo‘s Department of General 

Pathology.  

Prior to joining Centocor in 2002, Peter 

held a number of positions with 

increasing responsibilities at 

GlaxoSmithKline (SmithKline Beecham) 

overseeing the Molecular Toxicology, 

Immunologic Toxicology and Cellular 

Pathology Departments at SmithKline 

Beecham Pharmaceuticals, with his final 

role being Director of World Wide 

Strategic Technologies in Safety 

Assessment.   

Peter contributed to the discovery and 

preclinical development of over a dozen 

monoclonal antibodies, cytokines, 

soluble receptors and fusion proteins and 

has worked on numerous small 

molecules.  He was a Fellow of the Royal 

College of Pathologists, a member of the 

American Society of Hematology, Sigma 

Xi and the HESI/ILSI Immunotoxicology 

Technical Committee and has held 

faculty appointments at SUNY Buffalo, 

the University of Pennsylvania and 

Drexel University. Peter gave many 

scientific presentations at national and 

international meetings and wrote or 

contributed to several major textbooks 

and more than 100 peer reviewed papers. 

Peter was an outstanding researcher and 

valued colleague; he was a friend and 

mentor to many. Peter‘s passion for 

science was remarkable and inspiring, 

manifest through his determination, his 

innovation, and in valuing what is really 

important. Peter‘s approach to challenges 

was marked by conviction, drive and a 

profound, relentless respect for the 

scientific method and the potential it 

offers for alleviating human suffering. He 

will be missed by many. 

 

Post-Doctoral and Student 

Representative Update 
Submitted by Andrea Weir 

We are pleased to announce that we have 

added a post-doctoral and student 

representative to BTSS since the May 

2011 newsletter. Our post-doctoral 

representative is Fanny Casado. Fanny 

obtained her Ph.D. in toxicology at the 

University of Rochester in Rochester, 

NY.  Currently, she is conducting post-

doctoral research at the Stem Cell and  

P a g e  2  V o l u m e  2 ,  I s s u e  2  

Deadline for the BTSS 2012 

Awards: December 1, 2011 

Best Paper, Student Achievement, Out-

standing Young Investigator, Career 

Achievement in Biotechnology  

Details:  http://www.toxicology.org/isot/

ss/btss/awards.asp 

Contact for all awards: Laura Andrews 

(Laura.Andrews@genzyme.com) 

Cancer Research Institute at McMaster 

University in Canada.  Fanny has been an 

active member of SOT since joining in 

2007.  As a student,  she attended and 

presented her research at 4 meetings and 

was the recipient of the Graduate Student 

Support (2009) and Student Travel 

Award (2010) from the Hispanic Organi-

zation of Toxicologists. From 2010 thru 

2011, she was the student representative 

for BTSS.  In that role, she actively par-

ticipated on the newsletter committee and 

in many BTSS activities.  We are very 

happy (and lucky) to have her back as 

our post-doctoral representative.  

Our student representative, Jeremy Lar-

son, is pursuing a Ph.D. in biological 

sciences with a concentration in repro-

ductive physiology and nanotoxicology 

in the Department of Biological Sciences 

at the University of Wisconsin-

Milwaukee.  His research focuses on the 

safety assessment of gold nanoparticles 

as innovative drug delivery devices. Spe-

cifically, he is interested in the complex 

mechanism by which those particles act 

as novel endocrine disrupters of ovarian 

function.  Although a fairly new member 

of SOT (2011), Jeremy has distinguished 

himself by receiving the Emil A. Pfizer 

award from the Drug Discovery Special-

ty Section at the 2011 SOT meeting and 

the Victor A. Drill award at the Midwest 

Chapter of SOT spring 2011 meeting. 

Fanny‘s and Jeremy‘s positions with 

BTSS should provide  them with the op-

portunity to interact with toxicologists 

with established careers in different areas 

of biotechnology, including agricultural 

and biopharmaceutical and to learn about 

career paths for toxicologists in the bio- 

technology field. Please welcome  Fanny 

and Jeremy. 

http://www.toxicology.org/isot/ss/btss/awards.asp
http://www.toxicology.org/isot/ss/btss/awards.asp
mailto:Laura.Andrews@genzyme.com
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F i na nc ia l  Re p ort  

Submi t t ed  by  Theresa  Reyno lds  

Ordinary Income/Expense   

     Income   

         Contributions  3,500 

         Dues 2,550 

         Misc. Income  - 

         Registration  1,490 

         Interest 736 

      Total Income 8,277 

   

     Expense   

         Awards - Sections  1,350 

         Plaques  461 

         Contributions  - 

         Executive Meetings  - 

         Miscellaneous  - 

         Newsletter  - 

         Reception  3,227 

         Symposia  - 

         Travel  - 

         Web Development  - 

       Total Expense 5,039 

    

 Excess (Deficiency) of   

      Revenue over Expenses  3,238 

 Net Assets Beginning of year  12,227 

 Net Assets End of Year 15,464  

SOT CCT Meetings Eligible for 

Seed Money and Profit Sharing 

Submitted by Kim von Brook 

SOT Sponsors two types of meetings out-

side of the SOT Annual Meeting: Contem-

porary Concepts in Toxicology (CCT) and 

Non-SOT meetings. CCT meetings are one

- to two-day focused, open registration, 

scientific meetings in contemporary and 

rapidly progressing areas of toxicological 

sciences. Non-SOT meetings are spon-

sored by other not-for-profit organizations 

and SOT will either endorse or provide 

sponsorship money to toxicology-related 

meetings. 

The Society will underwrite all the liabil-

ities of the CCT meeting with the expec-

tation that the meeting will at least break 

even financially. The goal of providing 

$25,000 seed funds is to stimulate the 

creation of CCT meeting proposals. 

For more information about CCT meet-

ings, please visit the SOT Web site. 

 

Exciting News for 2012 Annual 

Meeting—Program Committee 

Update 

Our Specialty Section is sponsoring three 

symposia 

and two 

workshops 

during the 

2012 Annu-

al Meeting 

in San Fran-

cisco, CA. 

This is a 

great oppor-

tunity to 

feature the diversity of interests of our 

membership. More details will be includ-

ed in our next issue. Congratulations to 

everybody involved in developing the 

proposals!   

Symposia feature ―cutting-edge‖ sci-

ence: new areas, concepts, or data in the 

forefront of toxicology. A symposia ses-

sion is 165-minutes or less, with two 

chairpersons and 4–5 speakers. 

Symposium: ―Off the Beaten Path: Pre-

clinical Approaches to Safety Evaluation  

of Cells/Gene Therapy, Vaccines, and 

Adjuvants‖  

Symposium: ―Development of Biosimi-

lar Products: Overview of Standards 

and Regulations. 2012 Thematic Track 

- Regulatory Science: Bridging the Gap 

between Discovery and Product Availa-

bility‖ 

Symposium: ―Nonclinical Safety As-

sessment of Dual Targeting Biothera-

peutics‖.  

 

Workshops are informal, interactive 

presentations that highlight state-of-the-

art knowledge in toxicology with an 

emphasis on discussion. A workshop 

session is 165-minutes, with two chair-

persons and 4–5 speakers.  

Workshop: ―Evaluation of Allergenicity 

across Biotechnology Industries - Chal-

lenges and Opportunities. 2012 Themat-

ic Track – Bridging the Gap between 

Discovery and Product Availability‖  

Workshop: ―Beyond traditional mono-

clonals: new biologics formats and pre-

clinical challenges‖.  

 

Though it may seem like a long way 

off, final proposals for the 2013 Annual 

Meeting will be due a few short weeks 

after the 2012 Annual Meeting. We 

plan to largely complete our process for 

proposal sponsorships prior to the annu-

al meeting.  Therefore, we would like to 

encourage members within the SS and 

members of SOT at large to submit 

ideas to the BTSS by December 1, 

2011. 

 

Topics can be wide-ranging within the 

field of biotechnology products and can 

be cross-cutting between industrial and/

or academic sectors.  Submission of 

ideas to the BTSS will be reviewed by 

that Section‘s Program Committee 

which will then support those ideas 

appropriate for endorsement to the full 

SOT Program Committee.  Please send 

a title and one-paragraph description of 

your proposed session (indicate which 

type) to Hanan Ghantous 

(hanan.ghantous@fda.hhs.gov).   

 

http://www.toxicology.org/ms/cctmeetings.asp
mailto:hanan.ghantous@dsa.hhs.gov
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Pro g res s  i n  t h e  Glo b a l  

S t a nd a rds  an d  Proces s e s  

f o r  th e  A pp ro v a l  o f  B i o -

s i mi l a r  Pro d u c t s  
Submi t t ed  by   

Ba rb a ra  Mo u n h o ,  Amg en ;  a n d  

An d rea  We i r ,  Ch a r le s  R iver  

La b s ,  Na v ig a to r  S erv ic es  

 

With the enactment by major regions of 

legislation enabling the development and 

distribution of biosimilar products, com-

bined with the expiry of patents of vari-

ous innovative biological products in the 

upcoming years, the pharmaceutical in-

dustry‘s interest in developing biosimilar 

products has increased substantially. Not 

surprisingly, the approval standards and 

policy issues surrounding the approval of 

biosimilars has been the forefront of dis-

cussion for key stakeholders, such as the 

healthcare community, pharmaceutical 

industry and regulatory authorities, as 

well as a leading topic for numerous con-

ferences, journal articles, and press re-

leases. Meanwhile, the regulatory author-

ities continue to define their expectations 

regarding the principles and requirements 

for the approval of biosimilars in various 

forms including concept papers, draft 

guidance, and journal articles. 

 

The European Union (EU) has been and 

continues to be the leader in the regulato-

ry arena for biosimilars (reviewed in the 

BTSS Newsletter, September 2010, vol-

ume 1, issue 2).  On November 18, 2010, 

the European Medicines Agency (EMA) 

published the draft guideline entitled 

‗Similar Biological Medicinal Products 

Containing Monoclonal Antibod-

ies‘ (http://www.ema.europa.eu/docs/

en_GB/document_library/

Scientific_guideline/2010/11/

WC500099361.pdf). This draft guideline 

is the first one to be issued globally and 

provides information on the EMA‘s ex-

pectations for the nonclinical and clinical 

standards for development of a biosimilar 

monoclonal antibody (mAb).  Of particu-

lar interest, the EMA is proposing in this 

draft guidance risk-based criteria for in-

clusion of animal studies in the develop-

ment of biosimilar mAbs, which is con-

sistent with the European Commission  

directive to reduce the use 

of animals in the testing of 

medicinal products. The 

draft guideline also pro-

poses a targeted approach 

to clinical study design for   

biosimilar mAbs, empha-

sizing the use of homogeneous patient 

populations and biomarkers in order to 

obtain the most sensitive demonstration 

of similarity.  Although the draft guide-

line is specific for biosimilar mAbs, the 

principles may also be relevant for thera-

peutic proteins containing Fc-regions 

(e.g., fusion proteins or ―-cept‖ mole-

cules).  The EMA plans to address quali-

ty standards specific for biosimilar mAbs 

in a future revision of the EMA biosimi-

lar quality guideline (http://

www.ema.europa.eu/docs/en_GB/

document_library/

Scientific_guideline/2009/09/

WC500003953.pdf). 
  

The EMA has indicated that it is consid-

ering modifications to the biosimilars 

framework.  For example, in December 

2010, the Biosimilar Medicinal Products 

Working Party published a work plan for 

2011 (http://www.ema.europa.eu/docs/

en_GB/document_library/

Work_programme/2009/11/

WC500014447.pdf) that includes 

planned revisions to the biosimilar me-

dicinal products overarching guideline 

and the guideline concerning non-clinical 

and clinical issues for biosimilar prod-

ucts.  EMA has also published a concept 

paper (http://www.ema.europa.eu/docs/

en_GB/document_library/

Scientific_guideline/2011/02/

WC500102285.pdf) regarding proposed 

revisions to the biosimilar guideline on 

quality issues.  The concept paper recom-

mends that this guideline be revised to 

reflect issues arising from the evolution 

of the quality attributes of biosimilars or 

reference products during their respective 

lifecycles.  
 

To date, the U.S. FDA has not yet issued 

any formal guidance on the approval for 

biosimilars.  However, in an effort to 

advance implementation of the Biologics 

Price Competition and Innovation Act 

(BPCIA), the FDA held a public hearing 

regarding implementation of the BPCIA 

from a range of stakeholders including 

healthcare institutions, industry and man-

ufacturers of biologics, professional and 

patient associations, and third party pay-

ers (reviewed in the BTSS Newsletter, 

January 2011, volume 1, issue 3).  

Key topics, including standards to 

demonstrate biosimilarity, interchangea-

bility, use of foreign reference product 

and data, and patient safety and pharma-

covigilance were addressed at the meet-

ing.  Subsequent to the meeting, interest-

ed parties were also invited to submit 

written comments regarding the imple-

mentation of the BPCIA directly to the 

FDA, which are now posted on the FDA 

website (http://www.regulations.gov/#!

searchResults;rpp=10;po=0;s=FDA-2010

-N-0477).  Most recently (August 4, 

2011), the FDA published an article in 

the New England Journal of Medicine 

(Kozlowski et al., 2011, N Engl J 

Med 365;5: 385-388) outlining the 

agency‘s perspective on implementing 

the abbreviated regulatory pathway for 

the approval of biosimilars in the U.S.  In 

this article, the FDA indicated that, due 

to the complexity of biological products, 

a ―one size fits all‖ approach for the 

demonstration of biosimilarity is unlike-

ly.  Rather, the agency is proposing a 

process involving the integration of vari-

ous data and evidence (analytical, non-

clinical, and clinical) to assess biosimi-

larity.  This ―totality of the evidence‖ 

approach, in conjunction with weighing 

the risks and benefits, will be essential in 

developing US regulatory policy for ap-

proval of biosimilars.  In addressing the 

need for animal and clinical studies, the 

authors indicated that while such studies 

will generally be needed for the foreseea-

ble future, the application of advanced 

analytical methods, specifically 

―fingerprint‖-like identification, might 

lead to a reduction in their scope and 

extent. The authors shared the need to 

carefully consider appropriate regulatory 

standards for an interchangeability deter-

mination and discussed their intent to 

ensure that products not deemed inter-

changeable are not inadvertently substi-

tuted without the prescriber‘s consent. 

Additionally, the authors emphasize the  

need for accurate traceability measures      

http://www.toxicology.org/isot/ss/btss/doc/NL_2010_September.pdf
http://www.toxicology.org/isot/ss/btss/doc/NL_2010_September.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/11/WC500099361.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/11/WC500099361.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/11/WC500099361.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/11/WC500099361.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003953.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003953.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003953.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003953.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003953.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Work_programme/2009/11/WC500014447.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Work_programme/2009/11/WC500014447.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Work_programme/2009/11/WC500014447.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Work_programme/2009/11/WC500014447.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/02/WC500102285.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/02/WC500102285.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/02/WC500102285.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/02/WC500102285.pdf
http://www.toxicology.org/isot/ss/btss/doc/NL_2011_January.pdf
http://www.toxicology.org/isot/ss/btss/doc/NL_2011_January.pdf
http://www.regulations.gov/#!searchResults;rpp=10;po=0;s=FDA-2010-N-0477
http://www.regulations.gov/#!searchResults;rpp=10;po=0;s=FDA-2010-N-0477
http://www.regulations.gov/#!searchResults;rpp=10;po=0;s=FDA-2010-N-0477
http://www.nejm.org
http://www.nejm.org
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for tracking adverse events associated 

with the use of either reference or bio-

similar products, and furthermore, appro-

priate strategies, such as easy identifica-

tion of the product manufacturer, be es-

tablished to ensure robust pharmacovigi-

lance programs for biologics. In sum-

mary, while the NEJM articles cannot be 

considered true guidance, it provides 

valuable insight into the FDA‘s overall 

thought processes on biosimilars. 
   

Biosimilars will play a critical role in 

healthcare systems around the world.  As 

the global market for biosimilars contin-

ues to develop, and as more licensing 

applications are received by regulatory 

authorities, agencies may encounter new 

challenges associated with the develop-

ment of biosimilars. All stakeholders, 

including the regulatory authorities and 

industry, should work in partnership to 

outline appropriate standards, as well as 

take proactive strides in using the state-of

-the-art technology to ensure patient ac-

cess to high quality products.  
 

 

 

I C H  R eaf f i rms  C a s e  f o r  

“ C a s e - b y - C a s e ‖  
S u b mi t t ed  b y  Jo y  Ca vag n a ro  

 

Advance-

ments in 

biotech-

nology 

have re-

lied on the 

exchange 

of ideas 

amongst 

academia, 

industry and regulatory scientists.  In the 

1980‘s biopharmaceuticals brought new 

challenges to toxicologists, as neither 

industry toxicologists nor regulatory sci-

entists were exactly sure what constituted 

an appropriate toxicological assessment 

program for biotechnology-derived phar-

maceutical products.  Some even argued 

that human-derived proteins were inher-

ently safe, one of the misconceptions of  

biotechnology which would later be rec-

tified. While available guidance on a 

regional level was initially considered 

adequate to evaluate this new class of 

products it was becoming clear amongst 

developers that there were sufficient 

differences which made global ac-

ceptance unpredictable. The increasing 

numbers of products and companies that 

were focusing on developing biopharma-

ceuticals together with the uncertainties 

in regulatory acceptance provided suffi-

cient justification to propose a new ICH 

topic. The topic matured over the next 

three years of expert working group 

(EWG) deliberations into the ―ICH S6,‖ 

Guidance on Preclinical Safety Evalua-

tion of Biotechnology-derived Pharma-

ceuticals, published in 1997 embracing a 

―case-by-case‖ approach [loved and hat-

ed, a blessing and a curse]. 

 

Over the ensuing decade implementation 

of the ―case-by-case‖  approach would 

evolve as rational, science-based, ques-

tions-based, data driven and practical but 

not minimalistic. The approach would be 

consistent with traditional principals of 

preclinical safety evaluation but targeted 

based upon product attributes which de-

fined its practices. Studies would be de-

signed to obtain maximum information 

with judicious animal use embracing the 

3R‘s. The approach would be flexible, 

based on an expanding knowledge base 

and innovative, as new models with limi-

tations acknowledged were introduced to 

replace ―outdated‖ models to answer 

new questions.  
 
Over the years of implementation, per-

haps in large part due to its flexibility,  

there would also be a growing trend in 

the number and types of studies being 

conducted, attributed in part to both in-

dustry practice and regulatory expecta-

tions at better ―aligning‖ preclinical de-

velopment programs of biopharmaceuti-

cals with pharmaceutical without consid-

eration of the specific product attributes.  

Regional guidance also increased efforts 

to aid interpretation as well as white pa-

pers on specific topics to both justify and 

clarify the original intent of the guid-

ance.  

Therefore, in 2007, ―ICH S6‖ was pro-

posed and  accepted for ―maintenance‖ 

using the addendum process as the best  

approach to add clarifications to the 

original document. The specific topic 

areas selected included species selec-

tion, study design, reproductive/

developmental toxicity, immunogenicity 

and carcinogenicity. Consensus was 

reached amongst EWG members and 

their constituencies based upon experi-

ences gained over the past decade and 

lessons learned, ―show me the data.‖  

The addendum, ―ICH S6 (R1)‖, was 

finalized in 2010.  Importantly, clarifica-

tions and further advancements were 

made towards realizing the 3 R‘s. 

 

Despite these recent efforts, new tech-

nologies and products yet envisioned 

will continue to challenge toxicologists.   

Development practices for preclinical 

safety assessment will continue to be a 

dynamic process that is strongly con-

trolled by the expanding knowledge and 

improvements and innovations in prod-

uct design, which most likely means a 

revisit in the next decade, ―ICH S6 

(R2)‖?  

 

Consistency in developing novel prod-

ucts is unfortunately inconsistent with 

―case-by-case‖- which just means you 

can ―never-say- never‖ and ―never-say-

always.‖ Consequently, the case-by-case 

approach will always be less easy to 

predict if acceptable to internal and/or 

external stakeholders including regulato-

ry agencies.  Thus, dialogue amongst 

academia, industry and regulatory scien-

tists will continue to be critical in ensur-

ing that the new products that are safe 

and effective are made available without 

unnecessary delay.  I have been lucky to 

know Peter Bugelski my entire ―adult‖ 

career engaging always in the most in-

teresting of dialogues. I will personally 

miss Peter‘s intellect, his vision, his 

friendship and his sense of humor.  My 

proposal to you over this next decade, 

when challenged with difficult ques-

tions, considering the critical scientific 

rationale or justifying  novel strategies 

to support ―your case‖ – is to simply ask 

yourself…WWPD? 
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September, 2011 

Applying 21st Century Toxicology to Green Chemical and Material Design, September 20-21st , Washington, DC 

www.dels-old.nas.edu/envirohealth/GreenChemistry.shtml 

 

Risk Uncertainty and Sustainable Innovation New perspectives on emerging challenges, September 20-21st , Ann Arbor, MI 

www.sph.umich.edu/riskcenter/11symposium/index.htm 

 

October, 2011 

2011 World Stem Cell Summit, October 3-5th, Pasadena, CA 

www.worldstemcellsummit.com 

 

5th International European Food and Feed Law Conference: Regulation of Innovations, October 6-7th, Berlin, Germany 

www.lexxion.eu/conferences 

 

New York Stem Cell Foundation Sixth Annual Translational Stem Cell Research Conference, October 11-12th, New York, NY 

http://nyscf.org/events/annual-conference 

 

ISSX 17th North American Regional Meeting - International Society for the Study of Xenobiotics, October 16-20th, Atlanta, GA 

http://www.issx.org/i4a/pages/index.cfm?pageid=3823 

 

Pharmaceutical Toxicology Workshop: Designing Studies to Reduce Animal Use, While Maximizing Human Translation - presented by 

Charles River and NC3Rs. October 24-25th, Lansdowne, VA.    

www.criver.com/info/toxworkshop11 

 

34th European Meeting of The Toxicology Forum, October 25-27th, Brussels, Belgium 

http://toxforum.org/upcoming/34th-european-meeting-toxicology-forum 

 

BIO-Europe 2011, October 31st – November 2nd, Duesseldorf, Germany 

www.ebdgroup.com 

 

November, 2011 

Discovery on Target 2011, November 2-4th, Boston, MA 

http://www.discoveryontarget.com/ 

 

ACT 32nd Annual Meeting, November 6 – 9th, Phoenix, AZ 

http://www.actox.org/AnnualMeeting/ACTAnnualMeetingDates/tabid/5185/Default.aspx 

 

9th Vaccines Discovery and Development: All Things Considered, November 7-8th, Boston, MA 

http://www.gtcbio.com/newsletter/VaxI-w.htm 

 

December, 2011 

International Symposium on Ocular Pharmacology and Therapeutics, December 1-4th, Vienna, Austria 

http://www.isopt.net/isopt2011 

 

January, 2012 

Biotech Showcase, Jan 9-11th, San Francisco, CA 

http://www.ebdgroup.com/bts/index.php 

 

Global Technology Community (GTC) - 10th Annual Cytokines and Inflammation Conference, January 30-31st, Cambridge, MA 

www.gtcbio.com/component/conference/?file=home&cn=10th+Cytokines+and+Inflammation+Conference&cid=51 

 

37th Annual Winter Meeting of The Toxicology Forum, January 31st -February 2nd, Washington, DC  

http://toxforum.org/upcoming/34th-european-meeting-toxicology-forum 
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February, 2012 

Mouse Models of Disease—Linking In Vivo Observations to Pathology Endpoints, February 1-3rd, Cambridge, England 

www.registration.hinxton.wellcome.ac.uk/display_info.asp?id=260 

 

March, 2012 

SOT 51st Annual Meeting, March 11–15th, San Francisco, CA 

SOT Annual Meetings 

 

Gordon Conference: Antibody Biology & Engineering, March 25-30th, Galveston, TX 

http://www.grc.org/meetings.aspx?year=2012 

 

April, 2012 

European Academy of Allergy and Clinical Immunology Drug Hypersensitivity Meeting, April 11-14th , Munich, Germany 

http://www.eaaci-dhm2012.com/ 

 

BIO World Congress on Industrial Biotechnology & Bioprocessing, April 29-May 2nd, Orlando, FL 

bio.org/worldcongress 

 

May, 2012 

7th Annual PEGS Summit, May 9-13th, Boston, MA 

http://www.pegsummit.com/ 

 

June, 2012 

2nd International Conference on Biomedical Engineering and Technology, June 2-3rd, Hong Kong 

www.icbet.org 

 

48th Congress of the European Societies of Toxicology, June 17–20th, Stockholm, Sweden 

www.eurotox2012.org 

 

2012 BIO International Convention, June 18-21st, Boston, MA 

http://convention.bio.org/ 

 

Drug Information Association 2012 Annual Meeting , June 24-28th, Philadelphia, PA 

http://www.diahome.org/diahome/FlagshipMeetings/home.aspx?meetingid=27170 

 

July, 2012 

2012 Healthy Buildings Conference, July 8 – 12th, Brisbane, Australia 

http://hb2012.org/ 

 

The 38th Annual Summer Meeting of The Toxicology Forum, July 8-12th, Aspen, CO 

http://toxforum.org/upcoming/34th-european-meeting-toxicology-forum 

http://toxforum.org/upcoming/34th-european-meeting-toxicology-forum 

 

August, 2012 

Gordon conference: Drug Carriers in Medicine & Biology, August 12-17th, Waterville Valley, NH 

http://www.grc.org/meetings.aspx?year=2012 
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Thank you to our sponsors! 

For more information about our Specialty Section, 
visit the BTSS Website: 

http://www.toxicology.org/isot/ss/btss/index.asp 

http://www.toxicology.org/isot/ss/btss/index.asp

