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ICH Q9 QRM (Quality Risk Management) 7182 & )
ICH Q9(R1) QUALITY RISK MANAGEMENT (Draft version Endorsed on 18 November 2021)
This topic was endorsed by the ICH Assembly in November 2019.

The Q9(R1) EWG is focusing on the following harmonisation activities:
e Make limited and specific adjustments to specific chapters and annexes of the current ICH Q9 Guideline
on Quality Risk Management (QRM);
e Develop specific training materials (with examples) to supplement the existing ICH briefing pack on ICH

Q9, as well as to explain and facilitate the implementation and application of the proposed

Quality Risk Management, ICH Q9(R1), Step 2 document - to be released for comments, 26 November 2021
Background
«  This document has been signed off as a Step 2document (18 November 2021) to be issued by the ICH
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Regulatory Members for public consultation

This document was developed based on a Concept Paper (approved 13 November 2020) and a Business
Plan (approved 26 October 2020)

Anticipating finalization as a Step 4 document to be implemented in the local regional regulatory

system: September 2022

Key Principles

The ICH Q9 Guideline has been revised to address the following:

The QRM principles and framework of ICH Q9 have been instrumental in introducing QRM approaches
to both industry and regulators. However, the benefits of QRM, as envisaged by ICH Q9, have not yet
been fully realized.

There are four areas for improvement with the current application of QRM:

High levels of subjectivity in risk assessments and in QRM outputs

Failing to adequately manage supply and product availability risks « Lack of understanding as to what
constitutes formality in QRM work

Lack of clarity on risk-based decision-making

Guidance has been developed for each of these four areas; this new guidance has been inserted into
various chapters and annexes of the current guideline.

The new guidance will be supported by the development of official ICH training materials — these

materials will include case studies to help illustrate the key points in the guidance.

EX: https://www.ich.org/page/quality-guidelines
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SM0l= E55h= APIZF ZE 235t APl (GMP Q7S DHES| HZED ASE 23 MU0l ACL =Y
daof 2ok x4 HE= ot2fe| FDA ARO|EOf ULt
https://www.accessdata.FDA.gov/cms_ia/ialist.html
*1 A ) FD&C Act 501(a) (2) (B) (27 US.C. 351(a) (2) (B) : cGMPO| &7{31X] 2= o/94E & 1 22 E8F0/cf
*2 A} F) 8 ZA 66-40 :
FDA HALOIA cGMPO| Z/ElSIA] 20/ BtEE of9 F&9 MEFS HAME 2= & 80, FXNE0, +82 5+ A4 £t
3 A7) 7L Fa 99-32:
FDA HAE 7/ Rofe Sfo/FE S HES HAE EE 2 20, FXE50, +82 + A4 £
*4 BX =) FD&C Act 301(c) (21 US.C. 331(c) :
X e . EEHES FoZt AN 22 ¥ =

A
s
>

28 JHO|E &)
A ANa"He EMFSICEL cGMP T (21 CFR parts 210 and 211)0ff H&st7| s & A|A" Dt
23 HE| oZ=2X|E HAISte YWY Z FDA 7I0IE A Quality Systems Approach to Pharmaceutical CGMP
Regulationsg EZg . Ot &#7|St AIO|EOM HEE &2 = ULt
https://www.fda.gov/media/71023/download
[cGMP HEHEES ZBiCh
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OAE =& ZAst 9 HX Ao OHE sijZstn, FAHMOZ GMP =45 EToF & HMlo| ULt

[API M =8| FX|]

FDAE O] SEOIM APl MZE FX|PCHE SAIS] EYE O[sisiCt Z0A0]| Cist HHoR, o] ZF0AM 42
2 XUS HAIE oF0lX| ol E s & . APl RS X{IHSHCHH X7 Mo EAMZ FDAC| ZE .
ot Ot ARAS A, o 3TE AYUstes, Ee MER 3F2E 7| ZH™S THCHH X7 To| FDAO
o A

Syntec Pharma Corp

WARNING LETTER WL # 612765 July 6, 2021
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/syntec-pharma-corp-612765-07062021
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GMP & Validation Consulting Scope

New GMP Facility Consulting(Turnkey Project)
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, 1Q, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops 8 Injections

Conceptual Design

Execution or Review GMP Facility for APl / Biopharmaceuticals / Gene & Cell Therapy

GMP Facility for Health Functional Food / Medical Devices

Enhanced Design Review of Basic & Detailed Design of GMP Facility

Validation& Qualification Master Planning Consulting(Quality/System Impact Assessment)

Quality Risk Management(QRM) System Consulting & Execution

URS & Design Qualification Execution

Installation & Operational Qualification Execution / Performance Qualification Consulting & Execution

Computerized System Validation Consulting & Execution

Cleaning Validation Consulting / Process Validation Consulting

Aseptic Process Validation Consulting / Aseptic Gowning Procedures Validation Consulting / Environmental
Monitoring Process Consulting & Execution / Disinfection Efficacy Validation Consulting

GMP & Validation Training / GMP Mock Inspection / Vendor Audit

Pharmaceutical Quality System(PQS$S) Consulting

GMP Facility Commissioning & Engineering Supervision Service GMP & Healthcare Technology

H7| UYA S¢U HE 13HZ 65, 25 (HYs, WAEO0|LY) / TEL 031-446-7200/ FAX 031-446-7210
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of7|EmgY P [HY) VUL HLHAUN =28

= W U (HH)o FnYEHES st YHel SRo|L YR FHESHAZ| HEEL|CL
g HB CH 20| At F8 Items EHox| X A=A
GMP 3H, AMEH S0 oot 4 % AXLIY A5
AO[M MNate FRHIT AH] M QAR M2k www.secglobal.co.kr
Y ESIP 185 | API Plant, GMP Z=H|/Hi2t HH| 274 3 AS 2| 031-351-9341
=R D=2 X Mate R =22 A|AH A|AE A 9 A|Z MEOIRK www.haedongwater.co.kr
HEH2 =2 182 | MZESAIAH, CP/SIP AIAE M7 2 AR BB fionib ety
AFSIH[OHO| 2os | ICR BCR(GMP, GLP, HACCP, BIOHAZARD) 7| A 28| &7, Al www.optimu.co.kr
e ST | 3, FAT/SAT, SZEH| MM / MLST ZIAEH SA 02-6230-7070
Ht71AH EH|
MEZ[RA oo | EESE MZEH| JlsMHx 2 HE www.sartorius.co.kr
T 2|OtHtO| 2 Hl =0e Filter Validation Service 031-622-5700
o AL [ 22, S 38 S9o| HEMH|0| AFEL = www.artsanitary.com
O}E M|L|E}R OFHS ==V =, @I, TT 4, = o =) = =
FEMHE °° 2, HiEA X HAF EA A AME YU 031-434-2800
MEiore ojAs A7, D%’.‘PI, 7], 4M7|, e ZYEHY 5 24 2 www.sjpmt.com
HE HEUH 032-508-1284
Bioreactors & Fermenters, Centritech Separation System,
AFO| O A PSE= Chromatography System, Isolator, Autoclaves, ‘4=t % www.youngscience.com
CH(BSC), Automatic LAL Testing System, MODA(Mobile Data 032-624-4500
Acquisition) & Z|EMH|A I HE
Computerized System
N e AZE 2| A AE MES, POP S9| M7, AX| Sl FAT/SAT www.saehimit.com
A °E!7HE7 A °|_|'—7£—£P_ = OOAI_ = i = '
feg=rls B 7S MHA HEYH 043-217-9953
GMP & Validation T4
HIO| @ W I E 2174 0] 7 EE A, Global GMP System, Qualification & Validation, gmvv@bg?s:uppp;;:tc;k;r
- (=R . 24 M E| .CO.
CSV, QRM, PQS, Mock Inspection 7AEE 031-446-7200
GMP A Decontamination
C171 s&s 7y | VHP SR, 232 YU A2=H, P L COP MAHA, www.deconsns.com

Bowie-Dick Test Pack 52| HE, EZO & A{H|A

02-2047-6300
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