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AAPS Workshop on Inhaled Drug Products:
Current Practices and the Future

of In Vitro Testing Technologies

and Regulation

September 9-10, 2013
USP Meetings Center
Rockville, MD

Summary/Description

This workshop will provide a thorough update of various n
vitro testing procedures and upcoming technologies for Orally
Inhaled and Nasal Drug Product (OINDP).

Three sessions are considered for this workshop:

* Statistical techniques
* Acrosol characterization procedures
* Combination product development strategies

All topics were selected by a panel of subject matter
experts (SMEs) from the AAPS Inhalation and Nasal Tech-
nology Focus Group, International Pharmaceutical Aerosol
Consortium on Regulation and Science, United States
Pharmacopeial Convention (USP), and United States Food
and Drug Administration. These topics will provide valu-
able feedback to industry and academia on the regulatory
landscape and the pipeline of OINDPs in the US and world
market. Proceedings should be published as a white paper in
a peer-reviewed journal by participating organizations.
Proceedings should be available at the INTFG AAPS
website for future access to AAPS members and workshop
attendees.

Goals and Objectives
e Learn the current regulatory developments and future

perspectives of statistical approaches and aerosol char-
acterization techniques for OINDPs.

* Learn the current developments and future perspectives
of USP chapters related to OINDPs.

* Learn the current developments and future perspectives
of combination product development.

For more information visit www.aaps.org/IDP.

AAPS Workshop on Regulatory

and Stability Control Strategies

for Atypical Impurities, Including Leachables/
Extractables and Metal Impurities

November 9-10, 2013
Henry B. Gonzalez Convention Center
San Antonio, TX

Summary/Description

The topics covered in this workshop will include:

*  Special considerations for biological product impurity
control strategies.

*  Discovering extractable and monitoring leachable impuri-
ties from container closure systems.

*  Key considerations for testing metal impurities and satisfy-
ing USP requirements for metal impurities.

*  Monitoring impurities in global submission.

* Extractables and leachables concerns from pharmaceutical
packaging.

* Discovering and monitoring impurities from excipients
and excipient interactions.

*  Stability considerations of excipients.

Goals and Objectives
Monitoring and controlling impurities have been major

concerns in the pharmaceutical industry. Many scientific
forums have discussed traditional impurities in drug
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substances and drug products. However, they do not
normally include the atypical impurities which could
potentially affect the quality and safety of drug prod-
ucts. These impurities are not necessarily caused by the
manufacturing process or degradation. This workshop
will discuss the impurities that originate from packaging
components, container closure systems, excipient inter-
actions, or in biological products. In addition, we’ll also
discuss the current limits proposed by ICH Q3D and
USP General Chapters regarding metal impurities.

Innovative methodologies for development of effec-
tive stability control strategies will be presented. This
workshop will provide participants a forum to discuss a
comprehensive array of topics such as leachables, ex-
tractables, excipient impurities, impurities from bio-
logics and non-NDA/ANDA products and metals
impurities.

For more information visit www.aaps.org/RSCS.

AAPS Workshop on A New Vision

for the Eye: Unmet Ocular Drug Delivery
Needs: The First Structured Ocular Workshop
to Ever be Offered in the United States

November 10, 2013
Henry B. Gonzalez Convention Center
San Antonio, TX

Summary/Description

The purpose of the conference is to review the current
landscape of ocular drugs, address existing clinical
needs as well as critical delivery challenges and high-
light the up-to-date development of ocular drug deliv-
ery with an ultimate goal of promoting the scientific
understanding as well as clinical solutions for ocular
diseases.
The following topics will be included in this workshop:

e Clinical experience and gaps/challenges with existing
ocular drugs and delivery systems

* Current and emerging drug delivery solutions
(nonbioerodible or bioerodible), current state and
challenges, case studies

*  Regulatory perspective on ocular drug delivery

For more information visit www.aaps.org/Ocular.
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AAPS ePosters

AAPS

ePOSTERS

AAPS has initiated a new ePosters viewing service. Posters
presented at future AAPS Annual Meetings and AAPS
National Biotechnology Conferences will be available for
viewing after each meeting has taken place. Viewing is
limited to AAPS members as well as non-members and
exhibitor attendees of specific meetings.

The 2012 AAPS Annual Meeting and Exposition posters
are available at www.aaps.org/ePosters.

Become an AAPS Member Now and Start
Enjoying the Benefits!

Join a network of more than 11,000 of your peers who are
dedicated to the exchange of knowledge among scientists to
enhance their contributions to health. AAPS offers timely
scientific programs, ongoing education, opportunities for
networking, and professional development.

We understand your unique need to access essential
information and resources vital to enhancing your pro-
fessional development. AAPS is dedicated to providing
you with great experiences, a vibrant community, and
essential tools to support your success.

Access your exclusive member benefits today:

e Free subscription to the highest-rated AAPS member
benefit, the AAPS Newsmagazine

* Reduced registration fees to the world’s largest gather-
ing of pharmaceutical scientists, the AAPS Annual
Meeting and Exposition

* Complimentary access to AAPS’s three leading scientific
journals

*  Free access to all upcoming and archived AAPS webinars

* Free access to past-meeting eposters, beginning with the
2012 AAPS Annual Meeting and Exposition

* Up-to-date information on the industry news in the
pharmaceutical sciences

* Networking opportunities with other local and interna-
tional leaders in the pharmaceuticals sciences

* Advancing careers through employment opportunities
and mentoring

*  Reduced fees to other educational opportunities
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* Robust awards, fellows, and travelships programs Our use of social networking has helped to position AAPS as
an unbiased thought leader in the pharmaceutical sciences.
Posts on our social media sites vary in topic including
scientific content, trend information, white papers, upcom-

JOIN AAPS ONLINE TODAY! ing events, videos, conference coverage, and much more.

For more information visit www.aaps.org/Membership.

www.aaps.org/tojoin/
CONNECT WITH US

000k
Connect with AAPS Today!

AAPS YouKu Channel (for viewers in Asia)

AAPS utilizes social media not only to strengthen relation-
ships with current AAPS members but also to develop

connections with other stakeholders, such as journalists, @ aans .

prospective members, and pharmaceutical science students.
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