
A Note from the ELSIE Chair
Since the consortium was established in 2007, ELSIE has become a preeminent organization 
recognized for our expert knowledge of extractables and leachables (E&L) in the pharmaceutical 
and medical device industries.  The year 2018 marks the pinnacle of sharing our knowledge 
with the scientific and regulatory communities.  We conducted continuing education courses 
at the Society of Toxicology Annual Conference (March) and American College of Toxicology 
Annual Conference (November), as well as a training event for the Turkish Medicines and Medical 
Devices Agency (December).  None of these would have been possible without the dedication 
of the ELSIE members.  Please read on and let’s take a moment to reflect on what we have 
accomplished together this year. 

The ELSIE Consortium achieved a number of important objectives this year through diverse initiatives spearheaded 
by consortium working groups and leadership. These efforts included advancing the development of the ELSIE 
Knowledge Base, engaging regulators, sharing data and knowledge internally and externally, and establishing the 
ELSIE Supplier Forum. 

ELSIE
2018 Year in Review

Advancing the ELSIE Knowledge Base
ELSIE’s Safety Information Database has grown to include physico-chemical 
and safety data on almost 500 individual chemicals known to be leachables and/
or extractables.  The Database has proved to be a valuable resource for ELSIE 
members in conducting risk assessments.  ELSIE is expanding the existing 
Database to be a searchable, relational database linking current physico-
chemical and safety data to specific materials, components, and suppliers – the 
Knowledge Base.  This visionary Knowledge Base will provide a holistic safety 
and materials reference database to facilitate materials selection, qualification, 
method development, and toxicological evaluation.  During 2018, a subteam 
of ELSIE members invested significant time in assessing vendors to build the 
Knowledge Base.  Final vendor selection will occur soon and development will 
commence thereafter.   In parallel, dedicated experts retained by ELSIE researched 
and collated substantial publicly available data and information on  polybutylene 
terephthalate (PBT) and polyethylene terephthalate (PET). The ELSIE membership 
also launched a pilot project to advance sharing of appropriately blinded data 
generated internally by ELSIE companies.

Engaging Regulators and Other Stakeholders
One of ELSIE’s core strategic priorities is to engage in regulatory processes to promote scientifically-sound 
and pragmatic approaches to leachables and extractables.  ELSIE supported PhRMA’s proposal to ICH for an 
extractables and leachables guideline, including providing technical feedback and case studies.    The Secretariat 
shared information on ELSIE and the Supplier Forum with the China National Pharmaceutical Packaging Association 
during a meeting with the association in Beijing.  The Turkish Association of Research-Based Pharmaceutical 
Companies (AIFD) and International Federation of Pharmaceutical Manufacturers & Associations (IFPMA) recently 
invited ELSIE to make technical presentations addressing extraction and leachables study design and toxicological 
risk assessment and exposure evaluation to the Turkish Medicines and Medical Devices Agency (TITCK).  ELSIE 
speakers presented on these topics to TITCK, AIFD and IFPMA representatives via web-conference.  The session 
also included a speaker from FDA, CDER Pharmacology, Toxicology.  Finally, ELSIE has provided input throughout 
the year to the USP regarding its materials related chapter revisions and processes, as well as emerging chapters.  
As extractables and leachables topics continue to generate interest worldwide, ELSIE will continue to undertake 
global regulatory outreach and knowledge sharing. Ac
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Kim Li, Amgen

E&L Knowledge Sharing



Collaborating, Benchmarking & Presenting
ELSIE’s Working Groups initiate and drive key scientific efforts focused 
on advancing the practice of extractables and leachables evaluation.  The 
PDE Subteam completed its development of PDE case studies and held 
discussions with toxicologists from other industries on considerations 
for PDE derivations, and sensitization.  The Subteam has developed a 
first draft manuscript addressing PDE development and is compiling in 
vivo sensitization data from the ELSIE safety database to assess the risk-
modeling capabilities of in silico tools (with sensitization as an endpoint). 
The Leachables Subteam developed and administered a comprehensive 
survey to benchmark current industry practices and regulatory feedback 
on leachables study design in the context of injectables and primary 
packaging components.  The Subteam obtained responses from nearly 
all ELSIE member companies, and will provide an initial assessment of 
results to ELSIE members soon. 

Members of the Safety Information Working Group and Materials 
Information Working Group partnered with FDA representatives to 
develop and present joint educational and discussion sessions on 
extractables and leachables evaluation at the 2018 Society of Toxicology 
(SOT) and American College of Toxicology (ACT) annual meetings.

Partnering with the Supplier Community:  
The ELSIE Supplier Forum

The ELSIE Supplier Forum launched this year.  ELSIE partnered with our supplier 
colleagues to organize a one day workshop: Extractables and Leachables:  
Sharing Supply Chain Knowledge in the Current Regulatory Environment.  
Hosted by Sartorius Stedim in Göttingen, Germany, the workshop was 
engaging and well attended.   Supplier Forum members will meet in 1Q 2019 
to confirm core priorities and next steps.  Further information on the Supplier 
Forum can be accessed on the ELSIE website www.elsiedata.org. 

We thank ELSIE members for their hard work in advancing these and other 
creative, impactful efforts this year, and look forward to a bright and active 
2019.
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Chair Award

Congratulations to 
Doug Kiehl (Eli Lilly), 
recipient of the 2018 ELSIE 
Chair Award.  The ELSIE Chair 
Award is presented each year 
to an ELSIE member who has 
made significant contributions 

to ELSIE through impactful leadership and external 
engagement.  Doug embodies these ideals, making him 
the perfect candidate for the 2018 award.

Excellence Awards
The Board also recognizes the following for their  
excellent contributions to ELSIE:

ACT 2018 Course Presenters

Drug Product Leachables Subteam Members

PDE Sensitization Leads

Simon Bailey for his contribution to ELSIE  
during his tenure at Sanofi
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