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MISSION

Established in 1999, the Product
Quality Research Institute (PQRI)
is @ 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.
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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.
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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) Development Technical Committee (DTC) Product Quality Technical Committee (PQTC)
Biopharmaceutics Classification System for Inhaled Medicines Extractables & Leachables in Parenteral Drug Products -To justify the use of ~ Elemental Impurities - Conducted research to investigate
(iBCS) (in progress) safety thresholds for identification and risk assessment of PODP leachables, the WG variability of ICP-MS analysis of elemental impurities and
« Publications #1, #2, #3 and #4 published conducted and evaluated the results of extraction studies on polymeric materials and address key technical challenges in complying with ICH Q3D.

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. (Phase 2 Study completed, papers in progress.) Held four

Standardization of an in vivo predictive dissolution » Companion document: Principles for Management of E&L in Ophthalmic Drug workshops to share industry experiences related to
methodologies and in silico bioequivalence study Products. implementation of ICH Q3D. (See website.)

Publication ﬂand #2 e Developing a PDP Training Course St

Evaluate Use of In-silico Crystal Structure Prediction (CSP) in Guidance for Interconnectivity between Vial Container Closure Systems and Vial Workshops:

Drug Development and Harmonize on Data Interpretation Transfer Devices (survey conducted and paper published) * PQRI/FDA Workshop: Workshop on the Regulatory Framework
(Webinar to be scheduled in Fall 2025) https://iournal.pda.org/content/76/2/163 for the Utilization of Artificial Intelligence in Pharmaceutical

Manufacturing (September 26-27, 2023)
* PQRI Workshop: TiO2 Use in Pharmaceuticals — Global Regulatory
and Technical Challenges (June 13-14, 2023)

: : Creation of Recommendations of Best Practices for Extractable Analysis to
past Webinar Sferles Reduce Uncertainty Due to Variation in Practice (in progress) ! j o tiosREbERbEbIEl diposta e o
See past recordings here. e PQRI/FDA Workshop: Regulatory Framework for Distributed and

Point of Care Pharmaceutical Manufacturing: An Opportunity for
DM/POC Stakeholder Engagement (November 14 — 16, 2022)
Materials Qualification and Control for Drug (or Biologic)/Device Combination * Workshop on Excipient and API Impact on Continuous
Products (in progress) Manufacturing (May 17 — 18, 2022)
e Planning for workshop on co-processed excipients (2026)

Hot Topic Discussions at monthly BTC calls

Upcoming topic: Inhalation and Nasal Biologics

Survey: Regulatory Challenges for Post-approval Changes of Exploring Collaboration Opportunities with 1) Center for Research on Artificial Intelligence (Al) Application in Continuous Process
Nasal Suspension Solution Products Complex Generics (CRCG) and 2) Digital Twin Consortium Verification (CPV) (in progress; experiments conducted at UMBC
Survey closed, reviewing results Exploring project with ASME and FDA re Modeling/Simulation Standards i) Uil @ rieslolie]

Harmonization Publication #1; publication #2 in progress

Recent Workshops PQRI Comments to ECHA REACH on Annex XV Restriction Report for Per- and Use of Recycled Plastics in Pharmaceutical Manufacturing
» Pediatric Formulation Development— (Feb 28-29, 2024) Polyfluoroalkyl Substances (PFAS) (Proposal under consideration)
* FDA/PQRI Workshop - Challenges and Opportunities for PQRI Submission
Modified Release Oral Drug Product Development — A Forum Organizing a three-part webinar series Addressing root cause
for Stakeholder Engagement (April 18, 2024) of CRLs issued in response to BLA Licensing Approvals / E

CDMO and CRO Compbliance Qualification (Fall 2025)


https://pubs.acs.org/doi/full/10.1021/acs.molpharmaceut.2c00113
https://pubs.acs.org/doi/10.1021/acs.molpharmaceut.2c00112
https://pubs.acs.org/doi/epdf/10.1021/acs.molpharmaceut.3c00685
https://pubs.acs.org/doi/10.1021/acs.molpharmaceut.4c01534
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/wp-content/uploads/2025/03/PQRI-Elemental-Impurity-Interlaboratory-Study-Results-and-Implications-for-Industry-2025.pdf
https://rdcu.be/daBbO
https://pubs.acs.org/doi/10.1021/acs.molpharmaceut.4c00878
https://journal.pda.org/content/76/2/163
https://pqri.org/fda-pqri-aiworkshop/
https://pqri.org/fda-pqri-aiworkshop/
https://pqri.org/fda-pqri-aiworkshop/
https://pqri.org/tio2-workshop-2023/
https://pqri.org/wp-content/uploads/2024/01/PQRI-TiO2-Position-Paper-1-22-2024-final-for-website-posting.pdf
https://pqri.org/fda_pqri_poc_dm_workshop/
https://pqri.org/fda_pqri_poc_dm_workshop/
https://pqri.org/cm_workshop/
https://pqri.org/cm_workshop/
https://www.gotostage.com/channel/pqriwebinars
https://journal.pda.org/content/early/2022/09/19/pdajpst.2021.012665
https://pqri.org/pqri-pediatric-workshop-2024/
https://pqri.org/fda-pqri-mr-workshop/
https://pqri.org/fda-pqri-mr-workshop/
https://pqri.org/wp-content/uploads/2023/09/PQRI-Comments-to-ECHA-REACH-on-Annex-XV-Restriction-Report-for-PFAS_Sept-23.pdf

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 PORI work in leading peer-reviewsd journals.

= Raise awareness of POQRI work by presenting at key conferences and through partnerships
with memiber organizations.

= Hold conferences, workshops, symposia, and webinars to bring together regulators, industry,
and academia 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 pricrity regulatony and scientific
topics within each discipline-specific Technical Commitiee - Development,
Blopharmaceutics, and Product Cuality.

= Create new projects from POR| conferences, workshops, syrnposia, and webdnar output.

Expand membership and outreach intemationally to industry and regulatory
agencies, to enhance and further diversify expertise and information sharing

= Add at least one new member organization each year,

+ Hold pericdic information-sharing summmits with potential members to identify areas of
miutual interest.

= Froactively highlight PORI'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 to participation and engagement.

+ Proside tooks to ralse awareness of PORI within member organizations, including the benefits of
participation and PORI work and cutput.

= Parimer with member organizations to highlight PORI cutput in member journals, public meeting
platforms, and other pathways that will bring benefit to member crganizations.

= Build Technical Committes membership and ensure that all Technical Committess have at least one
representathee from each memiber organization.

= Support and empower Working Groups by providing a clear understanding of PORI resources, roles,
responsibilities, and expectations.

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

Selected PQRI Publications

PQRI Comments on ECHA’s Proposed PFAS Ban Across the
Pharmaceutical Industry

https://pqri.org/wp-content/uploads/2023/09/PQRI-Comments-to-ECHA-REACH-on-Annex-XV-
Restriction-Report-for-PFAS Sept-23.pdf

PQRI Comments on Annex XV Restriction Report
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https://pqri.org/wp-content/uploads/2023/09/PQRI-Comments-to-ECHA-REACH-on-Annex-XV-Restriction-Report-for-PFAS_Sept-23.pdf
https://pqri.org/wp-content/uploads/2023/09/PQRI-Comments-to-ECHA-REACH-on-Annex-XV-Restriction-Report-for-PFAS_Sept-23.pdf

Selected PQRI Publications

Molecular Pharmaceutics
https://pubs.acs.orqg/doi/full/10.1021/acs.molpharmaceut.2c00113

https://pubs.acs.orqg/doi/10.1021/acs.molpharmaceut.2c00112

https://pubs.acs.orq/doi/epdf/10.1021/acs.molpharmaceut.3c00685

https://pubs.acs.orqg/doi/10.1021/acs.molpharmaceut.4c01534
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iBCS: 1. Principles and Framework of an Inhalation-Based
Biopharmaceutics Classification System

Jayne E. Hastedt,* Per Bickman, 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, 15, 20322033 l:l Read O

ACCESS| [l Metrics & More (& Article Recommendations

ABSTRACT: For oral drugs, the formulator and discovery chemist have a tool svailable ro them that ean be used to navigate the
rids associzied with the ::Lecuwn and development of immediate release oral drugs and drug products. This toal is the

ystem (giBCS). U 1o such classification system exists for inhaled drugs. The
perspective A i e e e e e e R e e
drugs. The proposed classification system; an inhalation-based biopharmaceutics classification system (iBCS), is based on
fundamental biopharmaceutics principles adapted to an inhalation route of administration framework. It is cnvisioned that a

development of new chemical entities and their associated new drug products (device and drug formulation combinations). Similar
to the giBCS, the iBCS will be based on key atesibutes deseribing the drug substance (solubility and permeability) and the drug
‘product (dose and dissolution). This manuscript provides the foundational aspects of an iBCS, including the proposed scientific
‘principles and frameswork upon which such a system can be developed.

KEYWORDS: biopharmaceutics classification system, inhaled drugs, iBCS, pulmenary drug delivery, PBPK, mechaistic modcling,
eritical product atiribudes
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iBCS: 2. Mechanistic Modeling of Pull y Availability of Inhaled

Drugs versus Critical Product Attributes

Per Bickman,* 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, Uliika Tehler, and Jennifer Wylie

Cite This: Mol. Pharmaceutics 2022, 18, 2000-2047 I:I Read Online

ACCESS| bl Metrics & More |

ABSTRACT: This work is the second in a series of publications
outlining the fndsmental principles and proposed design of 2
biopkarmaceuics classifications system for inhaled drugs and drug &

products (the iBCS). Here, a mechanistic computer-based model
has been used to explore the mmmy of (he primary
biopharmaceutics functional output par nary
facion dose abaorbed (Fa) and (i) drug ha Wl s i hmem ()
to biopharmaceutics-relevant input attributes including dose
number (Do) and effective permeability (). Results show the
nonlinear sensitivity of primary functional outputs to variations in
these attributes. Drugs with Do < 1 and Peg > 1 X 10 em/s show -
rapid (f, < 20 mm) and complete (Fy, > 85%) absorption from .
lung fumen into lung tissue. At Do > 1, dissolution becomes a
critical drug produst attribute and Fy, becomes dependent on regional lung deposition. The input attributes used heze, Do and Py
Thus cmbld the casifcation of Whled drugs s parameie spaces with disncty diferen Diopmemaceatc riske. The
implications of these findings with respect to the design of an inhalation-based biopharmaceutics classification system (iBCS) and to
the need for experimental methodologies to classify drugs need to be further explored.
KEYWORDS: biopharmaceatics dlassification system, snhaled drugs, iBCS, mechanistic modeling, critical product attributes,
pulmonary availability
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iBCS: 3. A Biopharmaceu
Drug Products

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

ACCESS bl Metics & More |

s Classification System for Orally Inhaled

ricle Recommendations |

ABSTRACT: In this article, we specify for the first time a quantitative
biopharmaceutics clasiication system for orally inhaled drugs. To date, orally inhaled
drug product developers have lacked a biopharmaceutics classifcation system like the
one developed to navigate the development of immedite release of oral medicines
Guideposts for respiratory drug discovery chemists and inbalation product formulacors
have been clusive and dificult 1o idensify due to the complexity of pulmonary
plysiology, the inuricacies of drug deposition and dispasicion in the I

influence of the inhalation delvery device used. to_deliver the drog as @ respirable
acrosol. The development of an inhalation biophammaceutics classification system.
(GBCS) was an iniiative supported by the Product Quality Research Insttute (PQRY).
The goal of the PQRI iBCS working group was fo generate a qualitative
Hopharmacntcs csation e tha can be utilaed b nbalton sinits 35 "l of s to denty dsinble
melece roprties nd recogrizeand maage CMC based o s of the drug

and the deposited lung dose. Herein, o
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of the ssification of cach drug was assessed based on Pt et . b i g s
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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

P2 Connecting People, Science and Regulation ®  MOME EVENTS TRAINING TOPIC AREAS ¥ PUBLICATIONS v GLOBAL COMMUNITY ~  FOUNDATION

JOIN PDA
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e

Safety Thresholds and Best

Safety Thresholds and Best Demonstrated Practices for Extractables

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

(Intravenous, Subcutaneous,

orms Infsmnaine o) 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 practicesfor 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 interaction is highest in OINDP; however,
there is a high risk of package-product interaction in parenteral drug products (POP) and subsequently safety thresholds and best practices specific for PDP
were developed. Threshold concepts intraduced by OINDP were extrapolated for PDP, are based on daily dose, and include the safety concern threshold
{5CT), the analytical evaluation threshold [AET) for compound identification, and the qualification threshold (QT) for identified non mutagenic compounds.
This document describes the E&L strategy for PDP 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 chemists, and others from industry, and government. itis the hope and intent of the Working Group that the
recommendations contained within this document will serve to guide the pharmaceutical development processfor PDP and facilitate the approval and
manufacture of safe, effective, and quality medicines. The members of the POP E&L Working Group acknowledge PORI and its member arganizations for
providing this farum ta make this collaboration possible and the dedicated scientists and regulators that provided the essential information to make these
recommendations possible.
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https://www.linkedin.com/feed/update/urn:li:activity:6904421989902352384

PQRI in Inhalation Magazine

* An introduction to the Product Quality Research Institute (PQRI), December 2019

 The Product Quality Research Institute: Its continued journey of excellence, December 2021

* An update from the Product Quality Research Institute (PQRI), April 2023

e 2023 Activities and accomplishments of the Product Quality Research Institute (PQRI), April
2024

PQRI Confidential 16 ‘——


https://www.inhalationmag.com/wp-content/uploads/2021/11/An-introduction-to-the-Product-Quality-Research-Institute-PQRI-December-2019.pdf
https://www.inhalationmag.com/wp-content/uploads/2021/11/An-introduction-to-the-Product-Quality-Research-Institute-PQRI-December-2019.pdf
https://www.inhalationmag.com/wp-content/uploads/pdf/inh_20230401_0006.pdf
https://www.inhalationmag.com/wp-content/uploads/pdf/inh_20240401_0006.pdf

Selected PQRI Publications

PDA PDA Journal of Pharmaceutical
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Ofther | 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 Joumal of Pharmaceutical Science and Technolegy February 2022, pdajpst 2022.012744; DOI: nttps:/idoi.or

PDA PDA Journal of Pharmaceutical
JPST  Science and Technology

References Info & Metrics Advanced Sez

Abstract

Ophthalmic solutions and suspensions have long been classified into a high risk category wit

Home About PDA JPST

wer Resources JPSTAccess and Subsc!

ns Support u m

respect to concerns over exiractables and leachables (E&L), though specific guidance on the|
management of leachables in these products is generally absent from regulatery authorities ¢

- . " . : Other | Commentary
scientific literature. As a result, ophthalmic drug preducts (ODP) were originally included in the

scope of the Product Quality Research Institute Leachables and Extractables Working Group
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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
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analysis, management, and safety assessment of E&L in ODP. Abstract
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 Product 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 quantify 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, regions/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
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working group and eleven companies submitted a response. Besides quantifying and ranking the
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frequency of issues, the survey determined what issues are common across all companies and
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what issues may be product-specific or specific by manufacturer. In this report, the analysis and
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outcomes of the survey will be presented, and the next steps will be discussed
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Selected PQRI Publications

Pharmaceutical Research
January 2016, Volume 33, Issue 1, pp 167-176

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

The AAPS Journal

Authors Authors and affiliations TheAAPS | July 2017, Volume 19, |ssue 4, pp 989-1001 | Cite as
Journal

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

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

Kevin Miller, Wenlei Jiang, Erika S. Stippler

Authors Authors and affiliations

Nadia Bou-Chacra, Katherine Jasmine Curc Melo, Ivan 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 PharmSciTech
AAPS Pharm pp 1-13 | Cite as
i

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,

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

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

Examples of PQRI Publications

Doouglas . Ball Crankel L Merwesd, Chery L M. Snuim. and Les M. Mageo, Eders
Leachaties and Extrastaplies Hondboor Sofers Evolumtion, Quoklicoon,
and Best Practices—#Appied 1o Inholotion Drup Products. Hoboken, MNew
Jursuy: john Wiley & Sons, Ine, 2012, 683 pp. $125.00

ISBM: 978-0-470-17365-7

Reviewed by: |ohn A Budny, PharmaCal Led., Woesthike Willage. CA
1362-6700, LSA
CeOL 101 177/ 091 581817454259

The well-known proverb “Don't judge a book by its cover™ ks, al
first glance, confirmed by Leachables and Extractables Hand.-
bowk: Safety Evalwation, Qualification. and Best Practives
Applied 1o Inhalation Dvug Froducss. The eye-carching phrase,
“Leachables and Extractables Handbook™ is designed on o the
cover 1o aitract afiention; however, “Inhalation Drug Products,”
shich s in smaller print and at the end of the long title, identifies
the focus and the primary mudience for the book. Nonctheless,
the book contains information appropriste for toxicologists wha
are reguired to conduct toxicological analyses and make risk
assessments of trace materials and chemicals associated with
manudfacturing, transporting, using, and disposing of chemicals
not directly associated with medical devices that sre specifically
used for inhalation therapeutics. The editorial liberty exercised
by the editors and publishers for the book's tithe s nol only
Justified but commendable since human health risk assessments
for leachables and extractables span 8 wide variety of circum-
stances and products which toxicologists are required to address.

The 4 editors of handbook solicited 49 authors who wrote
21 chapiers and 4 appendixes. The 21 chapiors are sepregated
intor 2 paris. The first part entiled “Development of Safety
Thresholds, Safety Evaluation, and Qualification of
Extractables and Leachables in Orally Inhaled and Nosal Drug
Products,” consists of 9 chuplers and constitutes approximately
23% of the handbook. The second pan cntithed, “Best Prac-
tices for Evaluation and Management of Extractables and
Leachables in Orally Inhaled and Masal Drug Products™
comprises approximately 69% of the handbook. The remaining
8% of the handbook is devoted to 4 appendixes.

The chapters in both part | and pan 11 have the same basic
structure: a brief introduction section or paragraph, the body of the
subject matcrial, & concluding section which is, in most casss, a
combiation of a summary and conclusion and finally a reference
list. The sections within the chapters are numbered with appro-
priately numbered subtopics se as w0 give the chapters a cohesive
outline structure. Unfortunately, the chapters do not bave a num-
bered outling section at the beginming of the chapler and conse-
quently, the reader must search through the chapter, page by page
10 umderstand the scope of the chapter's content rather than being
able to view the breadth of the treatment at a glance

The % chapters that comprise part | lay the foundstion for the
handbook®s vilue found in part 1. Chagter | gives an overview by
describing the issues associzied with leachables and extractables
im orlly inhaled and nasal therapeutic delivery systems and how
1w handbook will address them. The second chapier describes, in
abroad way, how and why materials are established as suitable for
respiratory delivery devices, Chapters 3 1o 7 lay oul, principally

Reviewed in International Journal of Toxicology (2012;31[5]:496-7)
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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/DPIs
USP 1663
USP 1664

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

6t" PQRI/FDA Conference to be held in 2025/2026.

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

* 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
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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/
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).

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

* PQRI Workshop: MIDD Approaches in Pediatric Formulation Development (February 28-29, 2024) (Virtual)

2023

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

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

(Hybrid)
e Position Paper published post-workshop

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)

* PQRI Workshop: Managing Excipient and APl Impact on Continuous Manufacturing (May 17 — 18, 2022) (Virtual)

1/22/2024
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https://pqri.org/fda-pqri-mr-workshop/
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/fda-pqri-aiworkshop/
https://pqri.org/tio2-workshop-2023/
https://pqri.org/wp-content/uploads/2024/01/PQRI-TiO2-Position-Paper-1-22-2024-final-for-website-posting.pdf
https://pqri.org/fda_pqri_poc_dm_workshop/
https://pqri.org/fda_pqri_poc_dm_workshop/
https://pqri.org/cm_workshop/

Questions

Contact the PQRI Secretariat at:

+1(202) 230-5607
PQRISecretariat@pqri.org
—
-._-"'I-
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