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The group of complex drug products is diverse, the
NBCDs form a subgroup
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Multistakeholder scientific discussions assist
In showing the advances made...

Ann. N.Y. Acad. Sci. ISSN 0077-8923

ANNALS OF THE NEW YORK ACADEMY OF SCIENCES

Issue: Annals Reports
CONCISE ORIGINAL REPORT

Equivalence of complex drug products: advances
in and challenges for current regulatory frameworks

Leonie Hussaarts,! Stefan Mihlebach,? Vinod P. Shah,® Scott McNeil,* Gerrit Borchard,®
Beat Flihmann,? Vera Weinstein,® Sesha Neervannan,” Elwyn Griffiths,® Wenlei Jiang,®
Elena Wolff-Holz,'° Daan J.A. Crommelin,’ and Jon S.B. de Vlieger’

Lygature, Utrecht, the Netherlands. 2Vifor Pharma Ltd., Glattbrugg, Switzerland. ®Pharmaceutical Consultant, North
Potomac, Maryland. #Nanotechnology Characterization Laboratory, Frederick, Maryland. SUniversity of Geneva-University of
Lausanne, Geneva, Switzerland. éTeva Pharmaceuticals, Petach Tikva, Israel. 7Allergen Plc, Irvine, California. ®Member of the
WHO Advisory Panel on Biological Standardization, Kingston upon Thames, Surrey, United Kingdom. °United States Food
and Drug Administration, Silver Spring, Maryland. °Paul Ehrlich Institute, Langen, Germany. ''Utrecht University, Utrecht, the
Netherlands

Meeting: Nov 9 2016 | ...... «
TGN Y TV I e oo ge

May 31 2017




... and lead to a common understanding of the
outstanding challenges.

follow-on versions. One of the key questions remains how to assess equivalence of these complex products. We
identify a number of points for which consensus was found among the stakeholders who were present: scientists from
innovator and generic/follow-on companies, academia, and regulatory bodies from different parts of the world. A
number of topics requiring follow-up were identified: (1) assessment of critical attributes to establish equivalence for
follow-on versions, (2) the need to publish scientific findings in the public domain to further progress in the field,
(3) the necessity to develop worldwide consensus regarding nomenclature and labeling of these complex products,
and (4) regulatory actions when substandard complex drug products are identified.

« Assessment of critical attributes to establish equivalence for follow-on
versions

 The need to publish scientific findings in the public domain to further
progress in the field

* The necessity to develop worldwide consensus regarding nomenclature
and labeling of these complex products

Regulatory actions when substandard complex drug products are identified
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In order to solve the challenges together, the
NBCD WG remains committed to multistakeholder
and science-based discussions
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Building communities, advancing science since 1817
. European Foundation for Clinical Nanomedicine

BASEL, SWITZERLAND
I Academy Events

European & Global Summit for Cutting-Edge Medicine

Equivalence of Complex Drug Products:
Scientific and Regulatory Challenges

Wednesday, November 9, 2016 | 8:30 AM - 5:15 PM
The New York Academy of Sciences

Presented by the Non Biological Complex Drugs Working Group (NBCD
WG), the Nanotechnology Characterization Laboratory (NCL) of the
Frederick National Lab for Cancer Research, and the New York Academy
of Sciences
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Thank you

www.lygature.org/nbcd

Jon de Vlieger, PhD
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