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MISSION

Established in 1999, the
Product Quality Research
Institute (PQRI) is a non-
profit consortium of
organizations, including
standard setting and
regulatory agencies,
working together to
generate and share
timely, relevant, and
impactful information
that advances global drug
product quality,
manufacturing, and
regulation.




VISION

Through a unique global
collaboration among
academia, industry, and
regulatory agencies, PQRI will
continue to be a leading
organization in creating best
practices and conducting joint
research in support of global

pharmaceutical and
biopharmaceutical regulation,
leveraging its intellectual,
scientific, and technical
resources to advance drug
development and regulation
to benefit patients.



Who We Are — Our Members
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What Does PQRI Do ?

* Unites thought leaders from regulatory agencies, standard
setting bodies, industry, and academia to conduct research and
share knowledge on emerging scientific and regulatory quality
challenges

* Provides a unique, neutral forum to develop common
understandings of current scientific, technical, and regulatory
challenges among a diverse collection of industry organizations,
FDA, and other regulatory bodies

* Creates opportunities to accomplish mutual goals that cannot
be achieved by individual organizations.

* Impacts global regulatory guidances and standards, bringing
maximum value to members and patients



What Makes PQRI Unique ?

* PQRI’sinclusion of regulatory agencies and standard-setting
bodies as members as well as its distinct organizational
structure, allows for direct connection between regulators,
academia, and industry and fosters cross-collaborative
pathways between these various stakeholders

* PQRI provides resources to support research projects that
serve as stimuli for and help shape global regulatory policies

* PQRI helps its member organizations meet their missions by
identifying work of broad interest to those organizations'
members

* PQRI provides a platform that encourages and facilitates inter-
organizational collaboration



Benefits of PQRI Membership

Benefits to member organizations include:

Play a direct role in shaping PQRI’s activities and setting its scientific and regulatory
priorities.

Cross-collaborate efficiently among PQRI members to broaden understanding of
industry and regulatory concerns, needs and trends.

Engage with other key stakeholders and impact global regulatory standards and
guidance.

Access to all PQRI technical committees and working groups.

Benefits to individual members of PQRI organizations include:

Collaborate, share knowledge, and work directly with peers in the industry and
with regulators. Expand your network.

Opportunities to participate in leadership roles, present in public forums, and to
publish in peer-reviewed scientific journals.

Develop creative and collaborative approaches to addressing current and emerging
challenges related to regulation, development, and quality of drug products.

Help direct and drive PQRI’s technical and scientific activities.



PQRI Organizational Chart 2024
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Product Qluality Research Institute

Board of Directors

Glenn Wright, Chair (PDA) Mehran Yazdanian, Ph.D., Treasurer (Teva; USP)
Diane Paskiet (West Pharmaceutical Services, Inc.; PDA), Doug Kiehl (Eli Lilly and Company; USF),
Richared Hutchinsen, Ph.D., {lanssen; ELSIE)

Steering Committee

Diane Paskiet, Chair (West Pharmaceutical Services, Inc; PDA); Doug Kiehl, Vice Chair [Eli Lilly and Company);
Bobhijo Redler, Ph.D. (Merck; ELSIE) Jennifer Wylie, Ph.D. (Merck; IPAC-RS); Dave Schoneker (IPEC-Americas);
Juson Eaton (PDA); Adam Fisher, Ph.D,, (FDA); Anita DiFrance (Health Canada); Horacie Pappa, Ph.D., (USP);
Wenlei Jiang, Ph.D., Immediate Past Chair (FDA)

FDA/PQRI Conferences on
Advancing Product Quality

PQRI Secretariat

Development Technical Commitiee . Biopharmaceutics Technical Committee Product Quality Technical Committee

Doug Kiehl, Chair (Eli Lilly & Company; Ajit Narang, Ph.D., Chair (ORIC Cat Vicente, Chair [Johnson & Johnson,
USP) Pharmaceuticals; IPEC-Americas) CHPA)
Susan Rosencrance, Ph.D., Vice Chair (FDA) Andreas Abend, Ph.D., Vice Chair (Merck Jean Peules, Vice Chair (Rochem

& Co., Inc; IPEC-Americas) International; PDA)



Board and Steering Committee

The Board of Directors and Steering Committee are the dual governing bodies of PQRI.

 The Board of Directors is vested with the administrative management, growth, and
operation of the Institute, except for those activities involving scientific decision
making, which are delegated to the PQRI Steering Committee. The Board has
authority over the collection and disbursement of funds and the administrative
procedures required to ensure the effective operation of the Institute.

— Each non-governmental member organization is entitled to nominate members to
be elected to the Board, which consists of five seats, including the Chair and
Treasurer.

 The Steering Committee has sole authority over all scientific activities conducted
under the auspices of the Institute and is responsible for recommending the
disbursement of funds towards those activities, to the Board of Directors.

— Each member organization is entitled to representation on the Steering
Committee and one vote on requiring matters.



Technical Committees

Technical Committees provide scientific guidance, direction, and oversight to the PQRI Working Groups and
recommendations to the Steering Committee. PQRI consists of three Technical Committees, each with a broad
disciplinary focus that collectively spans the drug product regulatory lifecycle.

*  The mission of the Development Technical Committee (DTC) is to
promote scientific studies to engender science-based regulatory
policy relating to the development of drugs and drug products,
working with industry, academia, pharmacopeias and regulatory
agencies.

*  The mission of the Product Quality Technical Committee (PQTC) is
to leverage our regulatory, quality, and manufacturing expertise to
define science-based approaches (appropriately integrating an
assessment of risk) that encourage innovation and continuous
quality improvement in pharmaceutical manufacturing and flexibility
in the associated regulatory processes.

* The mission of the Biopharmaceutics Technical Committee (BTC) is
to identify, disseminate, and facilitate scientific and technical
projects to address gaps in biopharmaceutical aspects of drug
development and global regulatory guidance. The BTC will translate
current and emerging ideas in the pharmaceutical field into
proposals for implementing unbiased research projects and
delivering results that impact regulatory policies.

Development Biopharmaceutics
Technical Technical
Committee Committee

Product Quality Technical
Committee
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http://pqri.org/wp-content/uploads/2018/08/PQRI-DTC-Handout-revised-4-16-2018-1.pdf
http://pqri.org/wp-content/uploads/2018/08/PQRI-MTC-Handout-revised-8-14-2018.pdf
http://pqri.org/wp-content/uploads/2018/08/PQRI-BTC-Handout-revised-4-16-2018.pdf

Current PQRI Work Groups

Biopharmaceutics Technical Committee
(BTC)

Biopharmaceutics Classification System for
Inhaled Medicines (iBCS) (in progress)
* Publications #1 and #2 just published

Standardization of an in vivo predictive
dissolution methodologiesand in silico
bioequivalence study (in progress)

Topical Drugs Classification System (TCS) [joint
effort with PQTC] (papers in progress)

Evaluate Use of In-silico Crystal Structure
Prediction (CSP) in Drug Development and
Harmonize on Data Interpretation (Proposal
under consideration)
Quarterly Webinar Series (see slide in
backgroundsection)
See website for details
» May24™: Approaches to Establishing
Bioequivalence Safe Space for Orally
Administered Drug Products: Applications and
Case Studies

Development Technical Committee (DTC)

Extractables & Leachablesin Parenteral Drug Products -

To justify the use of safety thresholds for identification and risk

assessment of PODP leachables, the WG conducted and evaluated the

results of extraction studies on polymeric materials and evaluated a

database of over 600 potential leachables. Based on their findings, the

WG developed a set of best practices for parenteral drug products.

See publication.

e Companion document: Principles for Management of E&L in
Ophthalmic Drug Products.

» Developing a PDP Training Course

PolymericExcipient Risk Assessment - Development of a
risk assessment strategy to provide scientific justification
for reduced safety testing of new higher molecular
weight polymeric excipients for non-parenteral
administration.

Guidance for Interconnectivity between Vial Container
Closure Systems and Vial Transfer Devices (survey
conducted and paper published)
https://journal.pda.org/content/76/2/163

Materials Qualificationand Control for Drug (or
Biologic)/Device Combination Products (WG being
formed)

Hot Topic Discussions: Invite SMEs to BTC calls for Webinar on Extractables & Leachables testing for
Roundtable with interested PQRI members (open Transdermal Delivery Systems. (to be held in 2022)

to other TCs)
* June 24: Challenges in the development of
formulations for pediatric patients.

Cross TC Collaboration Focus Groups: Patient Centric Specifications and Drug/Device Combination Products

Product Quality Technical Committee
(PQTC)

Elemental Impurities - Conducted research to
investigate variability of ICP-MS analysis of
elemental impurities and address key technical
challenges in complying with ICH Q3D. (Phase 2
Study completed, papers in progress.) Held four
workshops to share industry experiences
related to implementation of ICH Q3D. (See
website.)

Topical Drugs Classification System (TCS) [joint
effort with BTC] (papers in progress)

Workshop on Excipientand APl Impact on
Continuous Manufacturing (May 17 — 18) (See
website)

Artificial Intelligence (Al) Applicationin
Continuous Process Verification (CPV) (in
progress; experiments conducted at UMBC and
University of Barcelona) (papers in progress)

Restricted Delivery Systems in Children’s OTC
Liquid Medications (in progress)

Use of Recycled Plastics in Pharmaceutical
Manufacturing (Proposal under consideration)


https://www.pda.org/bookstore/product-detail/6576-pqri-pdp
https://journal.pda.org/content/early/2022/02/15/pdajpst.2022.012744
https://pqri.org/events/
https://pqri.org/cm_workshop/
https://www.gotostage.com/channel/pqriwebinars
https://journal.pda.org/content/76/2/163

Looking Forward: Strategic Goals

PQRI 2023-2027 Strategic Plan

PQRI Strategic Goals

Promote science-based regulation by developing and delivering a portfolio of
projects and public platforms of high value to industry and regulators
= Publish PQR| work in leading peer-reviewed journals.

+ Halse awareness of PORI work by presenting at key conferences and through pamnerships
with member organizations.

+ Hold conferences, workshops, symposia, and webinars to bring together regulators, industry,
and acadermia to address current and emerging regulatory and scientific issues.

+ Provide research funds to high priority topics as determined by the membership.

+ Establish new projects, based on member input, on high pricnity regulatory and scientific
topics within each discipline -specific Technical Committee — Deselopment,
Blopharmaceutics, and Product Cuality.

« Create new projects from PORI conferences, workshops, symposia, and webinar autput.

Expand membership and outreéach intemationally to industry and regulatory
agencies, to enhance and further diversify expertise and information sharing
« Add at least one new member arganlzatm aach year,

+ Hold penicdic II'Irﬂ-I'I'I'IiTII:II'I-i.I'Iil'Iﬂg sumimits with potential membbers o ldEﬂTIf‘_-.' areas of
mutual interest.

« Proactively highlight PQRI's mission, benefits, and goals to prospective members through
brochures, webinars, and presentations.

Enhance member organization benefits through PQRI activities and work product
@ + Provide members with clear benefits o participation and engagement.

+ Provide tools to ralse awareness of PORI within member arganizations, including the benefits of
participation and PORI waork and cutput.

+ [Parimer with member organizations to highlight POR| cutput in rmember journals, public meeting
platforms, and other pathways that will bring benefit to member organizations.

+ Build Technical Committee membership and ensure that all Technical Commmittess have at least one
representative from each memiber organizaticn.

« Support and emposwer Working Groups by providing a clear understanding of POR resources, roles,
responsibilities, and expactations.

+ Establish an award program to recognize exemplary contributions
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https://pqri.org/wp-content/uploads/2023/03/PQRI-Strategic-Plan-2023-2027-FINAL.pdf

Selected PQRI Publications

Safety Thresholds and Best Practices for E&L in Parenteral DP

— LinkedIn post:
https://www.linkedin.com/feed/update/urn:li:activity:6904421989902352384

" Parenteral Drug Association

P CONNECTINg People, Science and Regulation ® HOME EVENTS TRAIMING TOPIC AREAS ¥ PUBLICATIONS ¥ GLOBAL COMMUNITY ~ FOUNDATION

JOIN PDA
PERI
EE——

S Safety Thresholds and Best Demonstrated Practices for Extractables
afety reshnolds an e

Demonstrated Practices for and Leachables in Parenteral Drug Products (Intravenous,
Extractables and Leachables
in Parenteral Drug Products Subcutaneous, and Intramuscular)

(Intravenous, Subcutaneous,

S letresmnculon) PDF Single user

Member Price: $0  Monmember Price: $0  Gow. Price: $0

ADD TO CART

. The Product Quality Research Institute (PQRI) Leachables and Extractables (L&E) Working Group provided recommendations to the US Food and Drug
Administration in 2006 on safety thresholds and best demonstrated practices for orally inhaled and nasal drug products (OINDP). The published PORI E&L
recommendations for OINDP have been globally referenced by regulatory authorities. Risk for package-product interactionis highestin GINDP; however,
there is a high risk of package-product interaction in parenteral drug products (POP) and subsequently safety thresholdsand best practices specific for PDP
were developed., Threshold concepts intraduced by OINDP were extrapalated for PDP, are based on daily dose, and include the safety concern threshold
{SCT), the analytical evaluation threshold (AET) for compound identification, and the qualification thresheld (QT) for identified non mutagenic compounds,
This document describes the E&L strategy for POP and provides examples for small and large volume parenterals with additional considerations for
biological products. Studies to support characterization of materials and simulation for intended use are described with justification for solvent selection,
exposure conditions, extract concentrations and analyses. Contributions were made by over ninety individuals who are highly experienced scientists
including toxicologists, analytical cherists, and others from industry, and government. It is the hope and intent of the Warking Group that the
recommendations contained within this document will serve to guide the pharmaceutical development process for PDP and facilitate the approval and
manufacture of safe, effective, and guality medicines. The members of the PDP E&L Working Group acknowledge PORI and its member organizations for
providing this forum ta make this collaboration possible and the dedicated scientists and regulators that provided the essentialinformation to make these
recammendations possible.
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Selected PQRI Publications

Molecular Pharmaceutics

https://pubs.acs.org/doi/full/10.1021/acs.molpharmaceut.2c00113
https://pubs.acs.orq/doi/10.1021/acs.molpharmaceut.2c00112

iBCS: 1. Principles and Framework of an Inhalation-Based Biopharmaceutics
Classification System

Jayne E. Hastedt*, Per Backman, Antonio Cabal, Andy Clark, Carsten Ehrhardt, Ben Forbes, Anthony J. Hickey, Guenther Hochhaus, Wenlei Jiang,
Stavros Kassinos, Philip J. Kuehl, David Prime, Yoen-Ju Son, Simon Teague, Ulrika Tehler, and Jennifer Wylie

@ Cite this: Mol Pharmaceutics 2022, XXXX, XXX, Article Views Altmetric Citations Share Addto Export
KRX-KHKX

Publication Date: May 16, 2022 ~ 1 222 4 1 @ @
https://doi.org/10.1021/acs.molpharmaceut.2c00113 LEARN ABOUT THESE METRICS

© 2022 The Authors. Published by American Chemical

Society

RIGHTS & PERMISSIONS ﬂ @ @ @ @

iBCS: 2. Mechanistic Modeling of Pulmonary Availability of Inhaled Drugs versus
Critical Product Attributes

Per Backman*, Antonio Cabal, Andy Clark, Carsten Ehrhardt, Ben Forbes, Jayne Hastedt, Anthony Hickey, Guenther Hochhaus, Wenlei Jiang,
Stavros Kassinos, Philip J. Kuehl, David Prime, Yoen-Ju Son, Simon P. Teague, Ulrika Tehler, and Jennifer Wylie

@ Cite this: Mol Pharmaceutics 2022, XXXX, XXX, Article Views Altmetric Citations Share Addto Export
KHA-KKK

Publication Date: May 24, 2022 ~ 70 3 3 - @ @
https://doi.org/10.1021/acs.molpharmaceut.2c00112 LEARN ABOUT THESE METRICS

© 2022 The Authors. Published by American Chemical

Society

RIGHTS & PERMISSIONS [ @ @ @ @
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https://pubs.acs.org/doi/full/10.1021/acs.molpharmaceut.2c00113
https://pubs.acs.org/doi/10.1021/acs.molpharmaceut.2c00112

Selected PQRI Publications

PDA PDA Journal of Pharmaceutical
JPST  Science and Technology

Advanced Searct

About PDA JPST

Home or & Reviewer Resources JPST Access and Subscriptions Support D m n

Other | Commentary

Principles for Management of Extractables and Leachables in Ophthalmic Drug Products

Christopher Houston, Andrea Desantis Rodrigues, Brenda Birkestrand Smith, Tao Wang and Mary Richardson
PDA. Jounal of Pharmaceutical Science and Technology February 2022, pdajpst.2022.012744; DOI: https-/idoi.or

PDA PDA Journal of Pharmaceutical

References Info & Metrics Advanced Sez

JPST  Science and Technology

Abstract

Ophthalmic solutions and suspensions have long been classified into a high risk category wit Home I About PDA JPST

& Reviewer Resources JPST Access and Subscriptions support (v Win}
respect to Concerns over extractables and leachables (E&L), though specific guidance on the
management of leachables in these products is generally absent from regulatory authorities ¢
X ) R . . Other | Commentary
scientific literature. As a result, ophthalmic drug preducts (ODP) were eriginally included in the

scope of the Product Quality Research Institute Leachables and Extractables Working Group

eareteat ns Opniname oug osucs (o0 meave o nerngneoncenses: SULVEY Report on Complaints Related to the Interconnectivity between Vial Containers
forms such as metered dose inhalers or iﬂjeCtaD\ES‘ oDP possess unique chaHenges with res and rI‘I-aI‘lsfer Devices

the nature of impactful E&L as well as the safety assessment of leachables. For example, ext

use of low density polyethylene primary for ODP ast cathy Zhao, Edwin Bumard, Joanne Beyer, Robin Samuel and Naresh Budhavaram

focus on E&L from secondary packaging sources. For safety assessment. a key challenge is PDA Journal of Pharmaceutical Science and Technology June 2021, pdajpst 2021.012843; DOI: hitps://doi.org/10 573 1/pdajpst 2021.012643

lack of a sufficient database developed on all relevant ophthalmic toxicity endpoints. As result

working group is unable to recommend a Safety Concern Threshold (SCT) for ODP at this tim

Nevertheless, the ophthalmic industry has developed a number of time-tested practices to mz References Info & Metrics 3 PDF In This Issue
E&L for ODP. This article describes those science-based practices and key considerations in PDA Journal of Pharmaceutical
Science and Technology

Vol. 76, Issue 1

January/February 2022

analysis, management, and safety assessment of E&L in ODP.
Abstract

Table of Contents.
Index by Author
Complete Issue (PDF)

To address the challenges related to the interconnectivity between vial container closure systems
and vial transfer devices, pharmaceutical, elastomer and transfer device manufacturers have
formed a working group under the Preduct Quality Research Institute (PQRI) to establish best
practices for the evaluation of the assembly of vial transfer devices and vial systems. As part of the

project, the first activity was to guantify the nature and frequency of issues (complaints). To this end,

the working group conducted a survey with questionnaires related to categories and numbers of
complaints, regicns/countries where complaints were received and nature of the manufacturers who

received the complaints. The survey was distributed to the sixteen companies participating in the

y del . bmitied Besid iy a King th Download PDF Share
working group and eleven companies submitted a response. Besides quantifying and ranking the
Article Alerts
frequency of issues, the survey determined what issues are common across all companies and
Email Article
what issues may be product-specific or specific by manufacturer. In this report, the analysis and

Citation Tools
outcomes of the survey will be presented, and the next steps will be discussed

PQRI Confidential 15 ‘———



Selected PQRI Publications

Pharmaceutical Research

Biowaivers

Authors

Alan Parr, Ismael.J. Hidalgo, Chris Bode =], William Brown, Mehran Yazdanian, Mario A. Gonzalez, Kazu

Kevin Miller, Wenlei Jiang, Erika S. Stippler

January 2016, Volume 33, lssue 1, pp 167-176

The Effect of Excipients on the Permeability of BCS
Class III Compounds and Implications for

Authors and affiliations The AAPS
Journal

The AAPS Journal
July 2017, Volume 19, Issue 4, pp 989-1001 | Cite as

Evolution of Choice of Solubility and Dissolution Media
After Two Decades of Biopharmaceutical Classification
System

Authors Authors and affiliations

Nadia Bou-Chacra, Katherine Jasmine Curoc Melo, lvan Andrés Cordova Morales, Erika S. Stippler, Filippos Kesisoglou,

Mehran Yazdanian, Raimar Lébenberg[~=

On the Shelf Life of Pharmaceutical Products |

Robert Capen® 3., David Christopher?, Patrick Forenzo?, Charles Ireland?, Oscar Liu?, ¢
Dennis Sandell®, James Schwenke!®, Walter Stroup! and Terrence Tougas

AAPS PharmSciTech

September 2012, Volume 13, Issue 3, pp 911-918

AAPS Pharm
SciTech

AAPS PharmSciTech
pp 1-13 | Cite as

Evaluating Current Practices in Shelf Life Estimation

Authors Authors and affiliations

Robert Capen [~ , David Christopher, Patrick Forenzo, Kim Huynh-Ba, David LeBlond, Oscar Liu, John O°Neill,

Nate Patterson, Michelle Quinlan, Radhika Rajagopalan, James Schwenke, Walter Stroup

More available at: www.pgri.org/publications
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http://www.pqri.org/publications
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCKT_vZG0hskCFUsrJgodlXIBIA&url=http://www.wiley.com/WileyCDA/WileyTitle/productCd-0470173653.html&psig=AFQjCNEE_XAk00GaYXlCwID9AwvvBjnJ4w&ust=1447263849113982

Selected PQRI Publications

FDA—PQRI: Process Drift

Pharmaceutical
Technology

PQRI-FDA Workshop Summary on Process Drift

Margaret M. Szymczak, Richard L. Friedman, Rajendra Uppoor, and Avraham Yacobi

More available at: www.pgqri.org/publications
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Leachables and
Extractables Handbook

Examples of PQRI Publications

Doughas . Ball Daniel L herweed, Cheryd L M. Souim. and Lee M. Mageo, Edvors
Leachables and Extractables Hondbook: Safety Evclumtion, Quakication,
and Best Practices—appied 1o Inholotion Drep Products. Hoboken, New
Jersey: john Wiley & Sons, Inc, 2012 683 pp. $125.00

ISBM: 978-0-470-17385-7

Reviewed by: [ohn A Budny, PharmaCal, Led., Westhke Village, A
QUIL2-L700, LISA
DOl 10,0 1771091 581812454259

The well-known proverb “Don't judge a book by its cover™ s, ol
first glance, confirmed by Leachalbles and Extractables Hand-
book: Safety Evabwation, Qualificanion, and Best Prachices
Apphied ro fnhalation Drug Products. The eve-catching phrase,
“Leachaliles and Extractables Handbook™ is designed on o the
caver 10 aitract anention; however, “Inhalation Drug Products,™
wihich is in smaller print and a1 the end of the long title, identifies
the focus and the primary mdience: for the book. Monetheless,
the hook contains information approprate for toxicologists whao
are reguired to comduct toxicological analyses and make risk
nssessments of trace maserials and chemicals associated with
manufacturing. transporting, using, and disposing of chemcals
niot directly associated with medical devices that ane specifically
wsed for inhalation therapoutics. The editorial liberty exercised
by the editors and publishers for the book’s title is not only
Jjustified bul commendable since human health risk assessments
for leachables and extractables span & wide varety of circum-
stances and products which toxicobogists are required to addross.

The 4 editors of handbook solicited 49 authors who wiote
21 chaplers and 4 appendixes. The 21 chapers are segregated
imo 2 parts. The first part entided “Development of Safety
Thresholds, Safety Evaluation, and Oualification of
Extractables and Leachables in Orally Inhaled and Nasal Drug
Products,” consists of ¥ chaplers and constilules approximately
23% of the handbook. The cond pan entitled, “Best Prac-
tices for Evaluation snd Monngement of Extractables and
Leachables in Orally Inhaled and Nasal Drug Products™
comprises approximately 69% of the handbook. The remaining
8% of the handbook is devoted 1o 4 appendines.

The chapters in both part [ and part 11 have the same basic
structure: 8 brief introduction section or paragraph, the body of the
subject material, 8 concluding section which is, in most cases, a
combination of a summary and conclusion and finally a reference
list. The sections within the chapters are numbered with appro-
priastely numbered subtopics so as to give the chaplers a cohesive
outling structure. Unforturstely, the chapters do nat kave a num-
bered outline section at the beginning of the chapier and conse-
quently, the reader must search through the chapter, page by page
1o understand the scope of the chapter's content rather than being
able to view the breadth of the treatment at a glance

The 9 chapters that camprise part | luy the foundstion lor the
handbook's value found in part 1. Chageer | gives an overview by
describing the issues ass ied with leachables and exiractables
in orally inhaled and nasal therapeutic delivery systems and how
e handbaook will address them. The second chapter describes, in
a broad way, how and why materials are established as suitable for
respiratory delivery devices, Chapters 3 10 7 lay oul, principally

Reviewed in International Journal of Toxicology (2012;31[5]:496-7)

PQRI Confidential
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http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCKT_vZG0hskCFUsrJgodlXIBIA&url=http://www.wiley.com/WileyCDA/WileyTitle/productCd-0470173653.html&psig=AFQjCNEE_XAk00GaYXlCwID9AwvvBjnJ4w&ust=1447263849113982

PQRI Impact- Regulatory Guideline and Standards

PQRI Project Supported Guidance and Standards

BCS Class Ill Biowaivers FDA Draft Guidance, Waiver of in vivo BA and BE studies for IR
solid orals based on BCS

Process Robustness ICH Q8, Q9

Extractables & Leachables FDA Draft Guidance, MDIs/DPlIs
USP 1663
USP 1664

Container Closure FDA Guidance, Changes to an approved NDA or ANDA

PQRI Confidential 19 =



FDA /PQRI Conferences

Past Conferences:
5th PQRI/FDA Conference on Advancing Product Quality: Advancing Quality &
Technology of Future Pharmaceuticals

 December 1 -3, 2021 (Virtual Event)
4th PQRI/FDA Conference on Advancing Product Quality: Patient Centric Product
Design, Drug Development, and Manufacturing

e April 9-11, 2019

* Presentations

3rd FDA/PQRI Conference on Advancing Product Quality

* March 22-24, 2017
* Presentations

2"d FDA/PQRI Conference on Advancing Product Quality
* October 5-7, 2015
A Summary of the Second FDA/PQRI Conference

15t FDA/PQRI Conference on Evolving Product Quality
 September 16-17, 2014
* A Summary of the Inaugural FDA/PQRI Conference

20 | =—


https://pqri.org/5th-pqri-fda-conference/
https://pqri.org/4th-fda-pqri-conference-on-advancing-product-quality-presentations/
https://pqri.org/4th-fda-pqri-conference-on-advancing-product-quality-presentations/
http://pqri.org/3rd-pqrifda-conference-on-advancing-product-quality/
http://pqri.org/3rd-pqrifda-conference/
http://pqri.org/2nd-fdapqri-conference-on-advancing-product-quality/
http://pqri.org/wp-content/uploads/2016/03/Advancing-Product-Quality.pdf
http://pqri.org/wp-content/uploads/2015/11/PRINTING-FINAL-Agenda-10-23-14.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4476989/

Additional Select PQRI Conferences/Workshops

2024

* FDA/PQRI Workshop: Challenges and Opportunities for Modified Release Oral Drug Product
Development — A Forum for Stakeholder Engagement (April 18, 2024) IN PERSON, hosted by USP
(Rockville, MD). Registration opening soon!

* PQRI/EUFEPS Global Bioequivalence Harmonisation Initiative (GBHI): 6th International Workshop —
GBHI 2024 (April 16-17, 2024) IN PERSON, hosted by USP (Rockville, MD). Registration Open!

* PQRI Workshop: MIDD Approaches in Pediatric Formulation Development (February 28-29, 2024)
(VIRTUAL) Registration Open!

2023

*  PQRI/FDA Workshop: Workshop on the Regulatory Framework for the Utilization of Artificial
Intelligence in Pharmaceutical Manufacturing (September 26-27, 2023) (Virtual)

* PQRI Workshop: TiO2 Use in Pharmaceuticals — Global Regulatory and Technical Challenges (June 13-
14, 2023) (Hybrid)

2022

* PQRI/FDA Workshop: Regulatory Framework for Distributed and Point of Care Pharmaceutical
Manufacturing: An Opportunity for DM/POC Stakeholder Engagement (November 14 — 16, 2022)
VIRTUAL EVENT

* PQRI Workshop: Managing Excipient and APl Impact on Continuous Manufacturing (May 17 — 18, 2022)
VIRTUAL EVENT
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https://pqri.org/fda-pqri-mr-workshop/
https://pqri.org/gbhi-2024/
https://pqri.org/pqri-pediatric-workshop-2024/
https://pqri.org/fda-pqri-aiworkshop/
https://pqri.org/tio2-workshop-2023/
https://pqri.org/fda_pqri_poc_dm_workshop/
https://pqri.org/cm_workshop/

Questions

Contact the PQRI Secretariat at:

+1(202) 230-5199
PQRISecretariat@pqri.org
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