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® PQOQKMS (Pharmaceutical Quality Knowledge Management System) WG
BEUILO3S3>~R—)\—(RP)

20224F 8 H19H ICMRA WebsitelZigH,:

« Background and rationale

A Regulatory Pharmaceutical Quality
Knowledge Management System (PQ KMS)

 Proposed areas of harmonisation work to Enhance the Availability of Quality
_ ICH IMediclineslr -

Background and Rationale
- I P R P Changes to pharmaceutical manufacturing processes, technological innovations, and
altered supply chains are just some examples of the many issues requiring operational agility that
-l - affect the availability of medicines required to meet patient needs. Whether pursuing continuing
-K__ :"., H{"L improvement in manufacturing a novel therapeutic based on post approval experience, or routine
- updates to operations, equipment, suppliers, and other post approval changes (PACs) later in a

[ ] l: product life cycle, manufacturers are expected to proactively manage pharmaceutical quality using
1( |CH lc Il 5 existing frameworks outlined in the internationally harmonized guidelines. Specifically, this
L P includes ICH Q10 Pharmaceutical Quality System!, building on the guidance in ICH Q8
- Pharmaceutical Development?, while applying the principles in ICH Q3 Quality Risk Management?,
I PR P and utilizing the enablers and tools outlined in the ICH Q12 guideline on Lifecycle Management®.

While companies manage these PACs within their pharmaceutical quality systems (PQS),
the current operating environment reguires prior approval by the regulatory authority of each

 Cross-Organisational Collaboration
- . . g region and country individually. For a product to be globally available to patients, this can
- l ' n I q u e I d e n t Ifl e rS translate to numeraus and often duplicative regulatory review processes and time frames. This

presents regulatory complexity that can significantly constrain manufacturer agility in addressing
challenges such as supply chain disruptions, or the need to significantly scale up production to
meet urgent needs for critical therapies in multiple regions that could directly impact on the
supply of critical medicines.

Importantly, regulatory agencies also seek greater levels of agility to better respond to a
M T dynamic operating environment with rapidly evolving technology, increasing public health

° C O O r I n at I O n O W O r S t r e am S challenges and patient needs, ensuring pharmaceutical access while maintaining public confidence
and operating with often very limited staffing and other resources. The need for agility has been

. . =g highlighted in the recognized importance of inspection reliance, for example, as expressed in the
- U n I u e I d e ntlfl e rS ICMRA developed and PIC/S published Guidance on GMP Inspection Reliance®. Enabling inspection

reliance, sharing of inspection information, and communicating on the maturity of a PQS will

become increasingly important with the implementation of the ICH Q12 guideline.

To further enhance regulatory effectiveness and efficiency, there is growing support for
pursuing a practical approach to better leverage resources and information among regulators to
. . reduce regulatory complexity. Ultimately, this approach would require that regulators in all
) F u t u re C O n S I d e r at I O n S an d C h al | e n g eS participating regions adopt the same requirements for the formats and data expectations in
regulatory submissions and apply the same standards in regulatory review, assessment and
inspection. Importantly, this would also require that sponsors submit the same quality dossier for

- Legal, technological and regulatory |
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PQKMS (Pharmaceutical Quality Knowledge Management System) WG

RIBENIOYE RV £ENAT)yRFRE/N1OYk

ZOZZEGE 17 E ICMRA WebSIteL%ﬁ Fharmaceutical Quality — Regulatory Collaborotion

Pilots: Call for Industry Applications

SUMMARY
PQKMS Collaborative Pilot Information and Application Forms : il
Following the July 2021 ICMRA-Industry virtual werkshop on enabling manufacturing capacity in the :1 “--
COVID-19 pandemic, ICMRA is commencing two pilot programs focusing on 1) collaborative assessment S —

with imitial focus on chemistry, manufacturing, and control (CMC) post-approval changes and i)

collaborative hybrid inspections. The overall aim of these pilots is to iImprove manufacturing capacity for 4 &
7 ﬁ - 1] o
production of critical medicines and facilitate collaborative assessments and inspections by multiple ties t T !
- ; - - - 2 post < N e - In ea
regulatory authorities (see links for further information). e
P Tl [EIEET = vz e 1 e s
-1y i al Enp.leep th Fr 3T
2 uture = i a = = grmaton res the o oals, & -
.3~|:l|:| ication Form for Collaborative Assessment crisderations for each of the plads = provaded the Supplementary Information secion befow
anears Are invited o apnky toopartiopets Inoone ar babh-calaboration pliofs

Application Form for Collaborative Hybrid Inspection
Application Form

verall Plan for Collaborative Assessment

Overview of Collaborative Assess

]

o
m

rview of Hybrid Inspection

Overall Plan for Hybrid Inspection

omplotorthe aporopriste pilat applicstion form meatlsble on the 1ICKHRA websito (soc links
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® [nnovation project innovation

I n n Ovatl O n p rOJ eCt 0) gﬁﬁzm’& zﬁ ::1;‘:;::'5?;?:&;0:5::;frﬂn:nt Report — Artificial Intelligence
Innovation ﬁﬁo) ﬁmm 1)) ﬁﬁ& E H’,] & nuguetie 2ol e
L—c‘\ 2017f-lhy‘l—\a (o) -*‘II1I: -|. f...|-_iﬂ.;.-_?r;.f-f.-_.l-.,.l_ comm | e r '.I e
RIAJVRF Y= T - AICETHHMEE/MN
KR/INTLVNH(2021458A), L

T/ LmEICEATIHMEEEERNEDDN
TULN=AE, COVID- 19 M [CKRYIEED BT, oo v i o
5. FEVORENSBRI—FFE, T e T

Strategic Priority on Innovation — ICMRA Innovation Project 3D
Bio-Printing Case Study: Summary of Discussions and
Considerations for the New Informal Innovation Network
October, 2018

Thez Inbar wal Coalitian of Medicines Regulatony Authorities (ICMRA] Innovation Project identified 30
nting, artificial inbellioence and gene editing s emerging disruptive technologies that challenos
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[ICMRARTF—RAUR]

® Framework for the Involvement of Health Regulatory Authorities in the Management of Global Health Crises
(2022108 A BH)

® |[CMRA COVID-19 Working Group - Summary of Achievements (2022410 H 22E4)

® A Regulatory Pharmaceutical Quality Knowledge Management System (PQ KMS) to Enhance the Availability
of Quality Medicines(202248H /A F4)

® |ICMRA statement on Real-World Evidence (202247 B 22 B)

® Statement for healthcare professionals: How COVID-19 vaccines are regulated for safety and effectiveness
(202245 8 22 F8)

[ICHHAFZ1]

® Ql3:[AERVEFIDERTEEE (20224118 StepdFIiE)

® FE19:RE2MT—FNEDTREL (20225E9A StepdZI:E)

® SIBRL)#IE: EEMDHIARMERERICEETEH MRS D4H1E (202248 A Step4ZI:E)

® MI0: AAREMPEMEESEN)T—2a0 RUEHM DT (2022458 Step4E|:E)

® M7(R2) Q&As : BTEMIFEMNAIR VTR T 5= DERESFDNARG Y (ZER ) SO @AV EE
(20224E5H Step4ZE)

® M8 eCTD v4.0 Q&As. Specification Change Request Document v1.7, eCTD v4.0 Implementation Package
v1.5(2022%5H Step4Z:E)

® FE14/S7B updated Q&A document: QT/QTciEifRD ER EEAFEIRIERA DB ATREMEICRE T SRR R UIE

BEERBYETEIZRBE I AQ&A (202242 A StepdZIE) 4
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2021 PROJECT REPORT

MONITORING THE ADEQUACY OF
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INTERMATIONAL COUNCIL FOR
HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS
FOR HUMAN USE (ICH) GUIDELINES
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Take-home Message

‘Coming together Is a beginning
Keeping together Is progress
Working together Is success’

From ICH 30™ Anniversary Publication

Thank you for your attention!

SIRBALNESIINEGUE.
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