
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 in
vitro testing procedures and upcoming technologies for Oral-
ly Inhaled and Nasal Drug Product (OINDP).

Three sessions are considered for this workshop:

& Statistical techniques
& Aerosol characterization procedures
& Combination product development strategies

All topics were selected by a panel of subject matter
experts (SMEs) from the AAPS Inhalation and Nasal
Technology Focus Group, International Pharmaceutical
Aerosol Consortium on Regulation and Science, United
States Pharmacopeial Convention (USP), and the Unit-
ed States Food and Drug Administration. These topics
will provide valuable feedback to industry and acade-
mia on the regulatory landscape and the pipeline of
OINDPs in the USA and World market. Proceedings
should be published as a white paper in a peer-
reviewed journal by participating organizations. Pro-
ceedings should be available at the INTFG, AAPS
website for future access to AAPS members and work-
shop attendees.

Goals and Objectives

& 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 impu-
rities from container closure systems,

& key considerations for testing metal impurities and sat-
isfying USP requirements for metal impurities,

& monitoring impurities in global submission,
& extractables and Leachables concerns from pharmaceu-

tical packaging,
& discovering and monitoring impurities from excipients

and excipient interactions, and
& stability considerations of excipients.

Goals and Objectives

Monitoring and controlling impurities have been major
concerns in the pharmaceutical industry. Many scientific
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forums have discussed traditional impurities in drug sub-
stances and drug products. However, they do not normally
include the atypical impurities which could potentially affect
the quality and safety of drug products. These impurities are
not necessarily caused by the manufacturing process or deg-
radation. This workshop will discuss the impurities that orig-
inate from packaging components, container closure systems,
excipient interactions, or 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 effective
stability control strategies will be presented. This workshop
will provide participants a forum to discuss a comprehensive
array of topics such as leachables, extractables, excipient
impurities, impurities from biologics 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 highlight the up-
to-date developments of ocular drug delivery with an ulti-
mate goal of promoting the scientific understanding as well
as clinical solutions for ocular diseases.

The following topics will be included in this workshop:

& 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.

AAPS WORKSHOP ON DEVELOPING A
BIOPHARMACEUTICS RISK ASSESSMENT
ROAD MAP

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

Goals and Objectives

A significant impact of implementing the Quality by Design
(QbD) paradigm is that it enables a systems approach, a
continuum throughout drug development and life-cycle
management. A biopharmaceutics risk assessment road
map developed according to the desired drug delivery pat-
terns, facilitates development and communication of such
linkages between the desired clinical outcome and the nec-
essary product quality attributes as described in the Quality
Target Product Profile (QTPP).

& Illustrating integration of QbD/systems approach to
drug development, starting with patient needs, indica-
tion, mechanism of action of the API, and character-
istics to build the target effect profile which may
incorporate PK characteristics, will demonstrate appli-
cation of QbD throughout the life-cycle and promote
methods that support the link between the patient
needs and the product, as well as increase awareness
of the available tools and methods and advance novel
approaches.

& The biopharmaceutics risk assessment road map will
provide information on “what’s needed and how” and
will provide guidance/direction depending on the level
of complexity (less challenging development path vs.

more challenging). Risk is considered as an integrated
multidisciplinary risk.

& The biopharmaceutics risk assessment road map and the
supporting methodology for each scenario will be
discussed in the breakout sessions.

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

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
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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 profes-
sional 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:

& a free subscription to the highest-rated AAPS member
benefit, the AAPS Newsmagazine;

& reduced registration fees to the world’s largest gathering
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 industry news in the pharma-

ceutical sciences;
& networking opportunities with other local and interna-

tional leaders in the pharmaceutical sciences;
& career advancement through employment opportunities

and mentoring;
& reduced fees to other educational opportunities; and
& a robust awards, fellows, and travelships program.

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