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An overview of PQRI
The Product Quality Research 
Institute (PQRI) is a non-profit 
consortium uniting thought 
leaders from regulatory agencies, 
standard-setting bodies, industry 
and academia to conduct research 
and share knowledge on emerging 
scientific and regulatory quality 
challenges, established in 1999. 
PQRI facilitates collaboration to 
produce impactful deliverables that 
advance global drug development, 
manufacturing and regulation to 
benefit patients as outlined in the 
PQRI 2023-2027 Strategic Plan.
PQRI member organizations 
include the United States Food 
and Drug Administration (FDA); 
Health Canada; International 
Pharmaceutical Aerosol Consor-
tium on Regulation & Science 
(IPAC-RS); International Phar-
maceutical Excipients Council of 
the Americas (IPEC-Americas); 
Extractables and Leachables Safety 
Information Exchange (ELSIE) 
Consortium; Parenteral Drug 
Association (PDA) and United 
States Pharmacopeia (USP).

PQRI technical and 
scientific initiatives 
In 2024, the member organizations 
collaborated through the Biophar-
maceutics, Development, and 
Product Quality Technical Com-
mittees to drive PQRI’s portfolio.
The Product Quality Technical 
Committee (PQTC) leverages 
the association’s manufacturing 
expertise to define science-based 
approaches that appropriately 

integrate risk assessment and 
encourages innovation and con-
tinuous quality improvement in 
pharmaceutical manufacturing and 
flexibility in the associated regula-
tory processes.
The PQTC’s Elemental Impuri-
ties Working Group published 
“The PQRI elemental impurity 
interlaboratory study: Results and 
implications for industry” in the 
Journal of Trace Elements and Min-
erals at https://doi.org/10.1016/j.
jtemin.2025.100227. This paper 
provides an overview of work spon-
sored by PQRI, which brought in 
global analytical laboratories to 
investigate analytical challenges 
related to the inductively coupled 
plasma mass spectrometry (ICP-MS) 
and  X-ray fluorescence (XRF) anal-
ysis of elemental impurities.
The PQTC is overseeing planning 
of a workshop focused on co-
processed excipients to be held in 
2026. In fall 2025, the PQTC will 
hold a three-part webinar series to 
address the root cause of Complete 
Response Letters (CRLs) issued in 
response to Biologics License Appli-
cation (BLA) Licensing Approvals/
Contract Development Manufac-
turing Organization (CDMO) and 
Contract Research Organization 
(CRO) Compliance Qualification.
The Biopharmaceutics Technical 
Committee (BTC) seeks to iden-
tify, disseminate and facilitate 
scientific and technical projects to 
address gaps in biopharmaceutical 
aspects of drug development and 
global regulatory guidance.

BTC’s Inhalation Biopharmaceu-
tics Classification System (iBCS) 
Working Group presented at sev-
eral conferences and has completed 
a series of four papers that describes 
iBCS. Their fourth paper “iBCS: 
4. Application of the Inhalation 
Biopharmaceutics Classification 
System to the Development of 
Orally Inhaled Drug Products” 
was published in the American 
Chemical Society (ACS) Molecular 
Pharmaceutics Journal at  https://
pubs.acs.org/doi/10.1021/acs.
molpharmaceut.4c01534.
The Standardization of In Vitro 
Predictive Dissolution Methodol-
ogies and In Silico Bioequivalence 
Study Working Group published its 
second article, “Harmonizing Bio-
predictive Methodologies Through 
the Product Quality Research Insti-
tute (PQRI) Part I: Biopredictive 
Dissolution of Ibuprofen and 
Dipyridamole Tablets” in the AAPS 
Journal at https://rdcu.be/daBbO. 
In addition, a BTC team orga-
nized a virtual workshop on 
Model-Informed Drug Devel-
opment (MIDD) Approaches 
in Pediatric Formulation Devel-
opment in February 2024. This 
event brought together industry, 
regulators and academia to discuss 
current challenges with pediatric 
formulation development. A pro-
ceedings paper summarizing the 
workshop is in development.
The Development Technical Com-
mittee (DTC) aims to promote 
scientific studies to engender 
science-based regulatory policy 
relating to the development of 
drugs and drug products.
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discussions that took place among 
international stakeholders is avail-
able on PQRI’s website. The 
workshop touched on several top-
ics including Bioequivalence Study 
Consideration for Orally Inhaled 
Drug Products (OINDPs).
The FDA/PQRI Workshop: 
Challenges and Opportunities 
for Modified Release (MR) Oral 
Drug Product Development – A 
Forum for Stakeholder Engagement 
was another successful 2024 event 
bringing together thought leaders 
on this critical topic.
In 2025, PQRI will delve into topics 
including reshoring pharma manu-
facturing, supply chain vulnerability 
and resilience, digital transformation 
and sustainability.

Learn more
More information can be found on 
the PQRI website (www.pqri.org) 
and our LinkedIn page.
Diane Paskiet is PQRI Chairman 
of the Board and Mary Kate 
Bielinski is PQRI Secretariat. For 
inquiries, contact Mary Kate at 
PQRISecretariat@pqri.org.

The DTC is engaged with ongoing 
collaborations and advanced sev-
eral important initiatives in 2024. 
A team of DTC experts is devel-
oping Extractables & Leachables 
(E&L) Parenteral and Ophthalmic 
Drug Product (PODP) training 
courses building on the team’s 
prior efforts, which included mul-
tiple conference presentations, 
publications and widely cited best 
practice recommendations. 
Another Working Group focuses 
on Creation of Recommended Best 
Practices for Extractable Analysis 
to Reduce Uncertainty Due to 
Variation in Practice. This group 
formed in 2024 with the goal of 
improving the determination and 
control of analytical uncertainty 
associated with the execution of 
extractable screening studies. They 
plan to engage with laboratories 
that will assist in generating data to 
support the Working Group’s final 
recommendations. Additionally, 
this group is in discussion with the 
International Council on Harmo-
nization of Technical Requirements 
for Pharmaceuticals for Human Use 
(ICH) Q3E Expert Working Group 
about potential inclusion of the rec-
ommendations in the ICH Q3E 
guideline to describe best practices 
for addressing analytical uncertainty.
The DTC had discussions with 
representatives of the American 
Society of Mechanical Engineers 
(ASME) and the FDA on harmo-
nizing modeling and simulation 
standards. The DTC continues 
exploring collaborative oppor-
tunities with other external 
organizations including the Center 
for Research on Complex Generics 
(CRCG), the Nano-Bio Materials 
Consortium (NBMC/SEMI), and 
the Digital Twin Consortium.

Other key initiatives 
PQRI organized other notable 
workshops in 2024 including the 
Global Bioequivalence Harmon-
isation (GBHI): 6th International 
Workshop co-hosted by PQRI and 
the European Federation for Phar-
maceutical Sciences (EUFEPS). A 
report summarizing the scientific 


