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Introduction (XL ®IZ

FDA’s Center for Drug Evaluation and Research (CDER) is establishing a program to promote

quality management maturity (QMM) at drug manufacturing establishments.

FDA O EMEMFHIAIZEE > % — (CDER) (%, ERMLELERZEICKT D ME~ 3T A b OREA
J (quality management maturity ; QMM) Z{EiEd 5 7' 1 /7 A& L LTV D

CDER is developing its QMM Assessment Tool (protocol and rubric) to evaluate how
effectively establishments monitor and manage quality and quality systems.
The QMM program aims to encourage drug manufacturers to implement quality management

practices that go beyond current good manufacturing practice (CGMP) requirements. !

CDER %, Z® QMM Assessment Tool (fL/E~ %Y A2 hpEEFIM Y —/L, T72bb 7 a ha
v GEEE) KOV T Y w7 (wbric : H46)) ZFEEIETED ., 2L MHMTIc U TRIERICEZE
E=HF—L]) ZL T, ML TREERET AT L] ZvRXTPA T DHNEND T L%,
AT a7 TH D,

ZOQMM T'u 7T Ak, BEKAHAE T (ERGEHEL (current good manufacturing practice ; CGMP)
TR 2 5 MEER T2 AT 5 2 L OREE AL LTS, |

1 Section 501(a)(2)(B) of the Federal Food, Drug, and Cosmetic Act (FD&C Act). See also the implementing
regulations at 21 CFR part 210 and part 211 for finished pharmaceuticals.
AR - EE g - {Kﬂ"ff:ﬁrﬂ: (Federal Food, Drug, and Cosmetic Act ; FD&C Act), 7233, {7 41T
LD, HEERRELIAR S 21 CFR part 210 and part 211 5D Z &

FREN =TV 7 (wubric : H1#E) &1, GBI LICHIRIL TH 2)ZB0045, i, R, 8], AR,
(EW7R Lo - il Lo)yEA, BH, HALER FOEKTH D, BUIRMHENENZD, ZOETIE
B oMEEEAEFT 5,
FRE2) : (Fry b LV 222U Y) VT Uyl RICHD LR X 5T, FEOEREZN 57290
DR FED—FETT, VTV v ZICOWVWTRTWIZHIE->T, EFIEIMEL LT ERELTWDHHE
M) TE—AH) T IcoVW TR L ThE £,

NM7Y v PEH SR TV HHER
WITVINSEEINBLSCROIIBHO P TREATRER L., [7H775-227 |I0EEUNBARTR#EnceT
T PIT4T -2 LG ZBENEREBOTHEBINCFEB IDETHD. PAUNTERL TWEB S EDHRIRT
EBNET, PIT1T -2 (CE T BFEBAECL T T4 ANy Ay ] [1RER-=E] [Mh&EICBZ3] BEFHD.
NBEITICL THFBOEBREN—BRFEBLENTVET,

2010 LB BATHZOTI74T 522 EEENIAD . BASN TOEELR. UNL. BATBICHIOTRIRELR
SO TITAT S5-I OF BHIE T 27555 TY . TET—MRNBEHMES Ao TANCE, 7I74T 5227
OFBEEYGHETEY FANCRDIFRFHES ENVE TUR, ZCTEENRON [LITUvI] TY.

RXE%  DFREzEGALTUET, BRI, BFHFENEIT T ToTT I 0, Pharma-bio Futakamt @
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The goals of this program are fourfold:

ZoO7a I LAORE L 4 oD

1. Foster a strong quality culture mindset

D) an EXAEDE R & FTr

2. Recognize establishments that have advanced quality management practices and
acknowledge establishments that strive to continually improve quality management
practices
ESERIE KA P OIBTTEELE L TOBEFEET RN T, B~ R A MCB P

S HRFEDVIETT OMEFEH) 28 L FZEIZ S0 TS IEFEF KT D,

3. Identify areas where quality management practices can be enhanced and provide
suggestions for growth opportunities

W R A OBED TR 7 L TE S IFE L, RDOERZ1EFET S

4. Minimize risks to product availability to assure reliable market supply
1GFETED B O TGRS 2 (RAF 75 72012, B DA F AJgEIHIZ SN T5 U X 2 &
wMRIZHIZ 5

Adopting mature quality management practices supports a more reliable drug supply chain by
reducing the occurrence of quality-related failures and improving the ability of establishments
to maintain performance during expected and unexpected supply chain disruptions. Integrating
business and manufacturing operations with quality practices and technological advancements

can help achieve higher levels of maturity.

A L= S~ P A > b AL#S (mature quality management practices) Z £RH 95 2 &%, AR BED %K
OFREEZWO L, THRENZ, HOIWVETRENTW Do T I 4 F = — 2 ORELFDY
HARFED/RT —~< A GRiE: TREKIEOTBIO BEF B 0w chs) AMERFT 2812 M L3¢
HZET, KVEEEOEVERGNY T IA T2 — BT HLOTHD, EVRALEED
EV %, SWEHIEL (quality practices) & EINOHERIZH DO THAEIT HZ &1L, LV EHL~LD

RS0 (higher levels of maturity) ZEEA T D DTS,

This can optimize manufacturing process performance and product quality, enhance supply
chain reliability, and foster proactive continual improvement. The next critical step in
implementing this program is developing the protocol that assesses the QMM of
manufacturing establishments. This prototype assessment protocol will be tested and refined

during the 2024 calendar year.

RLBL L OBREGATOET, BRI, LFFSUHEICTToTFE b, hametio Fuskami ()
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oz EiE, WEF O RADNRT F—~ A (performance ; PEAE) & B OSE 2 KL T 5 H D
ThY, Y7 T4 F = — OEEMEZ N LS, A2 ASE  (proactive continual
improvement) MEHEIND, ZDOT BT T AOEMIBIT HROEE R AT v 1%, BiEEEDMN
BH~ 3V A NDORREE (quality management maturity ; QMM ) Z 345 7' ha a5 2 L
T b,

Zo7a M ATOFM T 7 ki, 2024 FOBFEHIZT A ML, HETDHTETHD,

i

Background W &

In 2019, the multiagency Federal Drug Shortage Task Force published its report Drug

Shortages: Root Causes and Potential Solutions. It found that 62% of drugs that went into
shortage between 2013 and 2017 were linked to manufacturing or product quality issues. These
issues included substandard manufacturing establishments and quality defects in finished
products.?

2019 42, [the multiagency Federal Drug Shortage Task Force | (i : IERZ2FREEDOAFARY « (KFR) HHS
PE S S T5  oe SE B TR ) 1X, D (AT FR—AD) #EETH S “Root Causes and
Potential Solutions” (RAFRR & ATREMZ B OMIRE) ZlE L7z, THUTE D &L 2013 D 2017 48
O KRG  (drug shotage) [ZHao 7o EH T D 62% 23, BE F 72 1385 o 5B O IS B L
TWAHZEPH L, ZHOREICIE, FEAEIZE L2 WILERZE (substandard manufacturing

establishments) ’?3\ %%@;@Eﬁl D u%’féfﬁ( Bf'ﬁ f)g/ﬁ\ FiLb 20

Quality issues continue to be the leading cause of supply disruptions.® Resolving these problems

requires establishments to devote time and resources to implement remedial actions.

REOBREL, KL LTHAGETI (upply disptions) D EREIR & 725 TN S, ZhbOREE

RS DI2IE, % Gk L o a) BREIT, RIEHELZET D700/ E Y Y —R
(resources) & BTN D D,

2 U.S. Food and Drug Administration, Drug Shortages: Root Causes and Potential Solutions (Revised)
(2020). Available at https://www.fda.gov/media/131130/download.

3 See D Gilbert, 2023, How troubles at a factory in India led to a U.S. cancer-drug shortage, Washington

Post, accessed August 21, 2023, https://www.washingtonpost.com/business/2023/06/27/cancer-drug-

shortage-generics and C Rowland, 2023,

The albuterol shortage is about to get worse, Washington Post, accessed August 21, 2023,

https://www.washingtonpost. com/business/2023/03/01/drug-shortages-manufacturing-albuterol.

RS DR E G TOET, BRI, BFEICES BT o T T E 0, Fharma-bio Futakami @


https://www.fda.gov/media/131130/download
https://www.washingtonpost.com/business/2023/06/27/cancer-drug-shortage-generics%20and%20C%20Rowland,%202023,
https://www.washingtonpost.com/business/2023/06/27/cancer-drug-shortage-generics%20and%20C%20Rowland,%202023,
https://www.washingtonpost/
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The Drug Shortage Task Force identified that one of the contributing factors to drug shortages is
the failure of the market to recognize and reward manufacturers with mature quality
management systems that promote the early detection of quality problems and the proactive
optimization of business operations.
Drug Shortage Task Force (EHMTTIGRMHINZ A7 7 4 —Z) 1%, EIHELHAREOERKD—> (one
of the contributing factors to drug shortages) 73, 5B RIED FHAF R, (carly detection of quality problems) | & |
[HEEE OBBH R B ERET 2RALREERV AT L EHAT AT —%, THEHIR
ML, ZNIZMNDZ LN TERPSTLI L] ThoTZFHERE LT,

Between October 2020 and March 2022, CDER worked with third-party contractors to execute
two pilot programs aimed at assessing the QMM of drug manufacturing establishments.

2020 4E 10 H 25 2022 45 3 H £ CTO[EIZ, CDER (FDA: E MMMty % —) 1L, h— K/ 3—F ¢
DEFEAFE (third-party contractors) & HH /) LT, EFHMEERFED QMM (E~ %P A > NEEAE DR
i —n) ZEid 522 2HME L 2 2O f vy b 7Iu s T hEFEE L,

One pilot program involved seven domestic establishments responsible for manufacturing

finished dosage form products and the other pilot included eight foreign establishments that

produce active pharmaceutical ingredients (API).

These pilots provided valuable insights to CDER for developing a protocol to assess QMM,

understanding assessor behaviors, and gathering participant feedback on assessment questions,

reports, and outcomes.

NATy b TR T TAOL DI, EEHITEEEL (finished dosage form products) D HEZ Y45
7 OO Gk kE0) EREENSIML, $9 1 2Of a2y |« a2l T ATIFFREE (active

pharmaceutical ingredients: API) 2 HLET 2% 8 SOOI EENSI LT,

INBDORA vy N« 7T T Apilots) X, QMM (WE~ 32 A > b ORKEAE ; quality management

maturity) Z 3T 572 D7 m b =L Gee®) OBRYE, FHlE O1TEN OB, FHEOER, L aR—
M FERICETZBIMED T 4 — K3y 7 ORI 2 B E%i4 CDER (Z#fk L7z,

On November 2, 2022, the Pharmaceutical Science and Clinical Pharmacology Advisory
Committee met to consider the potential impacts of CDER’s QMM program on the
pharmaceutical industry, drug shortages, and supply chain reliability. In a unanimous vote, the
advisory committee expressed its support for the development of CDER’s QMM program.
CDER has used the findings from the two pilot programs, incorporated the lessons learned,4 and
considered discussions and comments from the advisory committee to shape the development of

the QMM program.

RLBL L OBREGATOET, BRI, LFFSUHEICTToTFE b, hametio Fuskami ()
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H ks L OGRS PR 3K ZE B4 (Pharmaceutical Science and Clinical Pharmacology Advisory Committee) (.
2022 4 11 A 2 HIZ&A%#B&, CDER ® QMM (ME~X YAV MRBEDTHEY —L) 7 a7 5
L, BRI EIG AL (drug shortages) . 7T A Fo— (HHAHE) OEHEMEIC KIETEE
72 B a it LT, F&Z B SIS 8T, CDER @ QMM 71 7' J AOBIFIIxHT 5 X Ff
FRI LT,

CDER % 2 DDA vy b a2l T AOFRREIERN L, FALEGENZIY A 4\ FEMZ B
LOEmE AL MEBELT QMM Y u s/ 7 A0 E ABUL LT,

4 J Maguire, A Fisher, D Harouaka, N Rakala, C Lundi, M Yambot, A Viehmann, N Stiber, K
Gonzalez, L Canida, L Buhse, M Kopcha, 2023, Lessons from CDER’s Quality
Management Maturity Pilot Programs, AAPS J, 25(14).

Assessment of QMM Using a Protocol
7u k2 EFER L TO QMM OFFH

The QMM of a drug manufacturing establishment may be best evaluated by a team of assessors

using a standardized protocol.5

EIEMELERFED QMM (B~ 3P A v MRBEORHEY — ) 1, B S m ha v a2 L
TR DO F — 2 (team of assessors) (28> T, i d LMl 21T 2 2 "lREMEN & D, s
5 CDER envisions a base standardized protocol that may be modified with sector-

specific questions, as appropriate.

CDER (3, #¥HE LTy 7 —EAOEMEZEMNL TEETE 5, EANREEL S

fe7u barEzHELTND,
The use of teams and a standardized protocol is intended to minimize bias and individual
subjectivity in the assessment. The teams could be made up of FDA staff, third-party contractors,
or a combination. The prototype assessment protocol may include a series of questions to elicit

responses that lend themselves to an assessment of an establishment’s maturity.6

[(F—ALTITH) &, FLT MERELENZT T b 3/L (standardized protocol) | Z A 9% = &

. FHMEICB T DY (bias) EEA DB (individual subjectivity) (25 21F Y Z i/ NRICHIZ D Z & %
HHJE LTCWb, FOF—=lL, FDA A ¥ v 7 $— K 3—F ¢ O¥EBEZFLEE (third-party
contractors) . F 72 ILE DIABOHE THKINDL THA D, TOT v NF AT GUE/ M) OFHME~
2 | /L (assessment protocol) (Z1E, ABZE GRIE : ERGEMRE2 L) ORREAE (maturity) ORI
SEVEH B & T 72O HOBEMNE ENBE 0155, o

RLIEH < DMREEATOE T, BRIL. BT CCES T ToTTF X W, Pharma-bio Futakami @
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6 Examples for each practice area are provided in the Protocol Practice Areas section of this

document.
& FEEEFALL (practice area) DOHIZ. ZOXED (7o oL OFEEFEN] GRIE: ZOXERADY 7
LLTHER) LT 87 v g cid#ishTng,

Establishments participating in the QMM program may receive a pre-interview questionnaire
that will assist them in preparing for the assessment questions. During an onsite or hybrid (i.e., a
mix of virtual and onsite discussions) assessment, establishments may be requested to provide

documentation or to describe examples to support the answers provided.

QMM 7’1 7 Z JMIBIML TV BRI, FHMICER D EH (assessment questions) D (i IZ& LD Hl]
HHET o r— N TWMDGER DL, A2« A B (onsite : ik &FTO) Elold, "7V v
RTO (DFY, X=Fx A - VA OT 4 20y a OMAEDE) FHEFIC, B4 4E
3 (establishments ; FR¥E BEIE L 8-> TW5) 1, R INTCEIEZEMT HCEORM, 213, &
DHEFIOBALERENDIGERH D,

This information would solely be intended to substantiate responses to assist in identifying areas
of strength and potential areas for growth in terms of quality culture. Information from QMM
assessments is not intended to evaluate compliance with CGMP or support regulatory actions.
ZOFRIE, WELOBIEN D BHBDH L3 L | MR D ATREMED & 5 538 2 K iE T D DI
NEDREIEZRFFETHZ L DA EAMNE LTS, QMM (WWE~ %Y A > MEE DR Y — ) FFH
MO DEHIT, CGMP ~DOHERLAZFHE L7V . REEEZ VR —F L7352 Lz AE L
H D TR,

The purpose of this approach is to create an environment where assessors and establishments
can be open and transparent during the assessment. The pre-interview questionnaire will help
frame the discussions during the onsite or hybrid assessment.

o7 7u—FORABNE, FHEFE (assessors) & EFEM| (establishments) 73, FAMHIA—7 0%
AMEZ RO Z ENTELIREZFEV T 2L TH D, WRATOT 7 — ME, A2 - A4 b ERIZ
NAT Uy ROFHEH DT 4 ZAH v a VOB TUWIENLSDEDTH S,

The use of a pre-interview questionnaire coupled with interactive discussion between the
assessment team and establishment allows for a more accurate evaluation of the establishment’s
QMM, provides valuable insights into quality management policies and practices, and permits
the development of meaningful recommendations for improvement.

MEFEATDO T > 7 — b (pre-interview questionnaire) & [FHIiF— A & HEFEOW G EOT 4 AT v
3= ] (the assessment team and establishment) Z{JfH 35 Z & T, ZOFEFKEFDO QMM (HHE~* VA k
FOREDFHEY — ) %, KV IEREICRHET 5 Z A TE, MEEHO G & BRI OWTOEER

RXIEL K DR E AL THE T, BRI, RTFECICE ST T T 0y, Pharma-bio Futakami @
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NGB, UWEDTO DFERPHERFH AR T 5 Z LN TE 5,

The assessment process is designed to support establishments in improving their quality
practices and promoting a strong quality culture.

MO 7 v AT, 4RSS E B (quality practices) Z 2l L, 587 E UL ERET 5 D2
I DL ICREF SN TV D,

The assessment teams will evaluate the practices and quality culture within an establishment.
For example, assessors will examine how the establishment develops and implements a risk
management plan to mitigate potential supply disruptions.

R T — 2 0E, UREEEFTN OB (practices) & TE UL (quality culture) % 5FH3 5,

B ZIEL, P (assessors) (F. HEASHIMT O FIEEME AT 5722, RENRED L DIZY A7 EH
FHEZREL, FEHL TWDhElET 5,

Assessors will also evaluate how effectively an establishment leverages information gained from

different stages of the product lifecycle (e.g., from product development through postapproval

marketing) and other data (e.g., customer feedback) to drive improvements to their quality

practices.

P E X E o, REDWEIBITOUEEZHEET 57201, BT A THA 7 NVO S E S ERBERE
(Bl - WEBAFE D KRB~ =7 T 4 2 7ET) 00 TOMDT —4 (Bl : BENPLDOT 4 — Ky 7) In»

7GR E £ D X O ITBRAICIEN L TV 2022 il 2,

Given the specialized nature of CDER’s QMM assessment, the prototype assessment protocol is
best executed by assessors well-versed in both QMM and CGMP. Their training and experience
will enable them to differentiate between QMM and CGMP and appreciate where the concepts
inform each other.

CDER @ QMM (fWE~ %2 A v MEBEOFHEY — V) FHORFER M E 2 BET 5 &, 7r M& A
TOF 7 e F i, QMM & CGMP O 7Kg L7725l (2 L » TEITT 2008 KiETH
D, HDOML—=2 7 EREBRIZE ST, QMM & CGMP % XBIL, Z O A G #A G-
ZDEIEBMTE DL DI D,

The full prototype assessment protocol is intended to accommodate assessments conducted
onsite or using a hybrid approach.

e T M A TEHMl 1 k2L (full prototype assessment protocol) (X, A2 WA b, FiFoNA
7Yy R 7 7ue—F 2L THEM SO ST 22 L2 ARE LTS,

To facilitate participation and implementation, it may also be possible to conduct the assessment

RLBL L OBREGATOET, BRI, LFFSUHEICTToTFE b, hametio Fuskami ()



CDER D @E~ 52 A > Ml (QMM) 7w 75 ko SERERI K OV'm %A 7 © Page 10 / 28 pages

T AAL | T b a— LD =" Pharma Solutions Co., Ltd.
L7707 - Ma-av XGREH

using a selected subset of practice areas when agreed to by the establishment and FDA. We

envision that the assessment involving direct engagement’ with the establishment will take two-

to-five business days.

SZINEFEfEE BB T D202, £FE L FDA ORIEXHIVUX, TR LI-EEOHEEOY 78 v b
GRE : &k bo—isy) ZEH LT, FHMhZEmT 52 & b e d L7, ¥ L DEHED

5 T 2SRRI IL 2 ~ 5 HERIZE»D D LEEL TS,

7 This phase of the assessment would include conducting interviews and visiting the establishment

CDT =2 A ATOFIEL, A v Z Ea—ROEE~OMEELLOLRETHAS D,

At the conclusion of each assessment, participants will receive a report highlighting areas the
establishment may wish to consider for continuous improvement.

FAHI O TR, ZINEIIEZE DR RSB DT DI B E T NS 2 L VAR — b 2%
FHDZ &b,

Depending on the demographics of participating establishments, number of program
participants, and data available to the agency, the report also may benchmark the participant’s
maturity against similar establishments (e.g., API manufacturers, OTC manufacturers)
participating in the QMM program, and may characterize how participating establishments’
supply chain reliability compares more broadly to pharmaceutical industry performance as a
whole.

SN DR FEEF (demographics of participating establishments) . 71 77 AZNIE XL (number of program
participants) , BURMFEEBEFIH FIEEe 7 — Z IS 2 & T, ZOoMEEL EZ, QMM Y17/ 7 A
(ZBML TV D ARORZE (BIAE, APL JUE3EH | OTC BUERE R L) LHd o2 LT £
MEDHEANE 2N F~—2 @Rk fHliEEE) (252 EICHAMREICR D, £ LT, TOWEE
TEZ. QMM 7077 KB L TV D EEOAEZ LD L 5 ITRESIT 500 b alRE & 775,
BINHEEDY 7T A F = — 2 OfFEMEIL, REEERBEONT —< 2L LY IRFIZE S

HZ LT D,

The benchmarking data would not disclose the identity of establishments that participate in the
QMM program; it would simply show how an establishment compares to other establishments
based on the selected filters (e.g., establishment size, product type, assessment year).

Ry Fv—27 LF5HT —4 (benchmarking data) |£, QMM 7' 12 7T AIZH NI L TV D EEDRE % W]
ST DHHDOTIIR ; BIRUL7Z7 00— (BREOHM, RS OME, FHMEER EOEB) 2
EONT, HLEEMIOEFEL, EOXIITHRIN DD EMHRITRTIET TH D,

RXIEL K DR E AL THE T, BRI, RTFECICE ST T T 0y, Pharma-bio Futakami @
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Prototype Assessment Protocol Practice Areas
7a NEATEET v F a v OERSE

CDER is developing a prototype assessment protocol covering five practice areas:
CDER %, RD 5 DOEEHIRZ B /A—F 570 b Z A TOMIi 7w b 2L 23 L TW5,

1. Management Commitment to Quality

dn B9 D REE PO I Y A1 2

2. Business Continuity

FHEENkE

3. Advanced Pharmaceutical Quality System (PQS)

7R AR E AT L (PQS)

4. Technical Excellence
BT

5. Employee Engagement and Empowerment
WEBDOT =T A b (DD AVREERE) &
TUNT =AU b (REEEOBRSRENZSI L, HEERSHEZ Y R— 52 L8)

These practice areas were identified through a comprehensive review process. This process
involved examining the literature on quality management including existing programs that
evaluate elements of quality culture or pharmaceutical quality, surveying external stakeholders,
gathering feedback from partner offices and centers within FDA, and evaluating data from the
two QMM pilot programs developed and performed by third-party contractors, in addition to
feedback from pilot participants.

INHOEESIFIL, BENRLEa—T o AZBUTCEESNZLOTHoT, 207 atR
. BEFEOT 077 2B To, WEXRVAL FOXMOFRZELLOTHo7z, DED
i B Y (quality culture) 8> 2 WNIEEFRAL O SHE (pharmaceutical quality) 0D B3 D RAf

@ HEBD AT A 7« IR)LH — (stakeholders, : FIERIEE) DOFEAM,

@ FDA N/ R— " —F 7 4 2t o X — (partner offices and centers) 7> (D
T4 — Ry 7 ORE, KD

@ % 3 OEICI-> THEEBLIOESNEZ 2 2O QMM Ay b 7a /T L
WHDOT —2 OFHNEEND,
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By conducting a survey of similar initiatives undertaken by external stakeholders,® we gained
valuable insights into the content of the practice areas and the scientific aspects of performance
measurement. CDER also collaborated closely with our FDA partners to understand quality
performance trends and learn from their experiences with similar efforts.” The QMM pilot
programs provided insight into the process of the assessment and best practices for engaging
with participants. Additionally, we reviewed case studies based on the development and
implementation of ICH Q9(R1), ICH Q10, and ICH Q12, as well as industry standards (e.g.,
ISO 9000 Series of Standards).10

S OFIERNEE (extemal stakeholders) 7375 F U7 MBS e MIB O AT H = LIc L »C S, sy
BONEL., 73—~ ZHE (performance measurement) OFFFHMHIE (2B 5 B E2RIAEE N E S
N7=, CDERIZF 7=, SWE/X7 4 —~ > AMIE (quality performance measurement) D ~ L > K& HifiFd4- 2%
F=WZ, Fex EDA Or8— hF— L BHER ) (collaborate) & 4T 572 2 QMM (fhE~F Y A v hk#h
EORMY —L) N4y ks 7a s T A%, ZTOFE (assessment) DT EEA~NDKHLE, ZDFHE
AR DB EFH (paticipants) (ZE S5 TDORA L « FT7 77 4 X (REOERE) %, L7,

FIZ, ICHQ9 (R1) (WEY A ~*xY A b)), ICHQIO (E#i iy 27 2), MO ICHQI2 (E#H,
DITATHA 7 =3P A b)) ORI E I, ZUTINZ TEMERE IS0 9000 > U — X DOFEHER

V) TSN — A AR T 4 () Eat L, 1

The following section describes each practice area, provides examples of elements considered in

an assessment, and explains why each practice area is important to QMM.

WDv 7 va o TiE, FFEEEIL (each practice area) [Z DWW TERAA L, Al CHEE T & HEDOH| %
AL, FEEFEES QMM ICE > TEETHLHMAZHIT 5,
8 Examples include the International Society for Pharmaceutical Engineering’s Advancing

Pharmaceutical Quality Guides, Parenteral Drug Association’s Quality Culture Tool, and the
University of St. Gallen’s Operational Excellence Benchmarking approach.

Ff5l & LCix, ISPE (International Society for Pharmaceutical Engineering) ¢ Advancing Pharmaceutical
Quality Guides, PDA  (Parental Drug Association) ¢ Quality Culture Tool & N2 hH L 2 KRED
Operational Excellence Benchmarking 7 7' 12 —F 72 X3 b 5,

9 Examples include the Center for Devices and Radiological Health’s Voluntary Medical Device
Manufacturing and Product Quality Pilot Program.

4 & L CIE, Center for Devices and Radiological Health @ [ =78 R MRSl 3 L O iV R
A=A PN 15 HCY (N

10 See the ICH guidances for industry Q9(R1) Quality Risk Management (May 2023), Q10

Pharmaceutical Quality System (April 2009), and Q12 Technical and Regulatory Considerations for

RXE%  DFREzEGALTUET, BRI, BFHFENEIT T ToTT I 0, Pharma-bio Futakamt @
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Pharmaceutical Product Lifecycle Management (May 2021). We update guidances periodically. For
the most recent version of a guidance, check the FDA guidance web page at

https://www.fda.gov/regulatory-information/search-fda-guidance-documents.

ERET ICH A XA QIR [WEY AZES] (2023 4 5 A), ICHQI0 [EHEZFE AT
L] (2009 4F 4 ), BV ICHQI2 TEME T A 794 7 VEBUCEIT 5 Hifr0 s L O Lo B EE
TH| (2021 4E 5 A) ABRENT, A X AXEMBICETRSND, A X ADRKHF A= a v

[ZDOWTIE, FDA HA X2 A Web ~X— (https://www.fda.gov/regulatory-information/search-fda-guidance-

documents) ZHEFR I ATV,

1. Management Commitment to Quality
BENDVRIA NEDTI > X

The commitment of all levels of management is necessary to establish a company-wide
commitment to quality.
Leadership plays a crucial role in ensuring the quality, safety, purity, and identity of drugs

delivered to patients and consumers.

A 72 S ~D LY $H7 (company-wide commitment to quality) ZHESLT HITIE, HH WD H L
NNDOEBE DR MAPMETH D
J—&— o 1T, BEEIEHEE (patients and consumers) [ZH 1T HIVDEIKEOME (quality) . %2
P (safety) . FE (purity). 74T 7 47 4 (identity ; 3R7E  HAECENMESTH DN, = 2Tl
DEYE] OFEWRICE) ZHERT D L TEELREEI 2 RIZT,

Management bears the responsibility for setting the tone and modeling a culture of quality

within the organization.
&= P (management) (Z1%. AR OB SULOFEHREZRE L. T ULTHELRH 5,

Management is responsible for establishing the quality policy and objectives, ensuring that
these objectives are prioritized, and aligning them with the business objectives and strategic

plan.

5= P (management) (£, Wn'E #F & S HEE (quality policy and objectives) ZHEN. L, Z L5 D HAE
DMESENENZAT T (prioritized) SAVTWD Z E MR L, TILH % BV 3 A HEER JOHRNK ]
BEIHELIEMLEN D

RLIEH < DMREEATOE T, BRIL. BT CCES T ToTTF X W, Pharma-bio Futakami @
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Management is also responsible for allocating the necessary resources to support quality

objectives and continual improvement activities.

%%'El' [@Hi F 7. umu%f H (quality objectives) & fkfi) 7258 (continual improvement activities) YR

— N T B DITHER Y Y — A (resources) ZEND B THEMLEL H D,

Effective communication is vital to fostering a commitment to quality. Managers play a
central role in facilitating clear and open communication channels throughout the

organization.

S ASOEY FA~OIEEIT I, R a I 2= —2 a URRARTH D, BRE B
Fx. AR BT NI 2= — gy Fy RAERET S E LR E A
Br-TH0THD,

Elements that may be reviewed under this practice area include how management prioritizes
and establishes quality goals and policies, and how effectively these goals are communicated

to staff at all levels in an organization.

Z DFEPRFELL (practice area) THIFT S LD AIREMED B 2 BHEITIX, BREMHNTEOBELERY &~
— (FEh 12, EDO X D ITELNANL 21T THESL T 570, ROV 5 O BEEDSFREAN O =T
LAV DALy ZIZED XD ICBRINARIES N LD DG END,

The assessment may also cover the effectiveness of management review, including how often
they perform their review, to what depth they review data, and how they use the outputs of

the review process to initiate continual improvements.

FFAM (assessment) (ZiF, ¥R AL b LE2—OFME (LEa2—%FTT 8%, 7—%
HEOREETLE2—73 50, AL (continual improvements) ZPRIATH/ZOIZ, L E =
—D7atv A0 N EEDO L IIHERT I E) bEENLIHEERD D,

The management of less mature establishments may not align quality objectives with
business objectives, and therefore may not allocate resources to quality improvement

projects.

FREAE DAL ZE DR E P (management of less mature establishments) (%, fnE HIE L BV R A BEE %
HEHETWRWHAEEERH D, TO7D, WEKE TR Y =7 MU Y —RX&E) K TR
ATREYEDN B D,

Management may not ensure that their quality policy or goals are documented, or they may

R OBREGLTE T, BIUL, DT FUETTHToTF &0, o i Fastomt ()
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not communicate the quality policy or objectives to establishment personnel at all levels

within an organization.

e P IX . S EE (quality policy) <Pfn'E HA%E (quality goals) & fESEIZSCEAL L TV WEER
FHFEN O X TO L~V OFZEFOHEYLFIZ, mER Y v —mE AR5 TV R WIEE M
H 5,

By contrast, the management of more mature establishments will integrate quality into their
business goals and strategic plans and ensure resources are made available to meet clearly

defined quality goals that are known and understood by staff throughout their organization.

FALE TR IR, LV AR L BLE ORI, WEAE YR A BAE L EIK GRS
L. ZORYEFFOMBEEDO A Z v 7 NERLBEM L TBY . Gt : 2hick-70) HAMICES
SNTWE AL ERTATOI, VY —ARHEICHHATESL LI LTV,

2. Business Continuity ZEZ5¢

Business continuity ensures that business operations are sustained during expected or
unexpected disruptions so that patients have access to a reliable supply of drug products.
Successful development of business continuity plans can help establishments minimize
economic losses by ensuring continuity of operations.

E U AT, TRINS, I THIERIRELA AL TH, BV 2@ E D3k S 41,
BEPEELOBH TEOM/BICT 7B ATE L2 L2 hiET 2D TH D, BV Az
B ORECHEINT D & FEFTITED Ok 2 fefk U CRFIIBRZ R/NRICIZ 5 Z LI

PA .
N,

Given the complexity and interdependencies in the pharmaceutical supply chain, it is
essential to design operations and supply chains to safeguard against potential disruptive
events, thus ensuring supply reliability.

EHEGS T TAF = — OBHES & FIAAKIFYE (complexity and interdependencies) % %5 &7 %

& EAERY IR AEER S (potential distuptive events) 7> HIREHK D K 512 LT, M (operations)
LYV T I F == aGEt L, RORHEMEZ R T 2 Z E R RTH D,

Building mature systems relies on effectively identifying hazards, analyzing and mitigating
risks associated with those hazards, implementing good governance, and establishing robust
monitoring programs. Such monitoring programs serve as early warning systems, enabling

the rapid detection or prediction of disruptions to business operations.

RIS DEREZATHET, BHIEL, BFFECHES T2 T T 0, Pharma-bio Futakami @
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RN L T2V AT D ST D113, fERZZIRINIZAEE L. £ 5 DfEH (hazards) (ZBIH S
LVRAT &L, £ LTENEEMT D, BN /ST A (governance) Z AL, B
BT 07T LML D0 ERN DD, TDOX I RERT v 7T ME, REELE L 27 A

(early warning systems) & L CHEAE L. 2475 (business operations) O HIMr 2 I CE 5 X 5
2. EFRETHITE D L 91Tk 5,

Elements that may be reviewed under this practice area include how effectively an
establishment builds redundancies into its supply chains to continue operations even when

there are sudden changes in the availability of raw materials or packaging materials.

Z DFEESEF (practice area) T L B = — X5 AIREM A FFOBERITIL, MR EMELO AT
AIREME (availability) (ZZERDEALDH -T2 TH ., FHEEMGT D720, FEIAVBY T T A
F = — RN (redundancies) % & OFRFEZNRAJIHEL L T DD EEND,

This is tied to how well an establishment understands and mitigates risks inherent to its
supply chain (e.g., through the development of effective risk management plans). The
assessment may also cover the effectiveness of an establishment’s preventive maintenance
program, how frequently they experience production disruptions because of unplanned
maintenance to their facilities or equipment, and how quickly they can overcome these

disruptions to ensure a steady supply of products.

L, BENRTOVTIA T —VIZEAEDOY A7 EORERMFEL, BB L TS (F
ZAE, SRR Y A7 FHFEORER EEZBUC) ICHRL WS, Z oL Ez, R
TEN LD T HEST 7 10 7T LOENE (effectiveness of an establishment’s preventive maintenance
program) , ABZERERH D FHEISMRSTIZ K D AFEF W OB (how frequently they experience production
disruptions because of unplanned maintenance to their facilities or equipment) . S5 D22 EHAS A IS D729
WZZNnH O A PN RS AR TE D7 (how quickly they can overcome these disruptions to ensure a

steady supply of products) 72 &b E ENHLERH D,

Less mature establishments may not thoroughly understand the complexities and risks
inherent in their supply chains, and therefore, may develop limited risk mitigation strategies

that may not be effective in managing unexpected disruptions.

FREREE DIRNEZE  (less mature establishments) 1%, BFEOV 7T 4 F = — U NIHNIET HEMES &
FULTY R 2430 HE LT ARWTTREMERN B 0 . 207 . T RIRELICSHLT % Dl
REATIAR, IRERIZR U A 7 BRI 2 BT 5 aREMEDS & 5,

More mature establishments will have insight into the complexity and risks inherent in their
supply chains, implement effective cybersecurity measures, develop effective risk

management plans, forecast demand, qualify backup suppliers, and optimize inventory

R OBREGLTE T, BIUL, DT FUETTHToTF &0, o i Fastomt ()
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levels so that they can effectively respond to unexpected disruptions.

TV LT RET, VT TATF=—ICNET DEMES & U A7 258 L, SR AN
—t X2 U T 4% (effective cybersecurity measures) &3 A L, ZhHM 72 U A 7 BHGHE 25K E L

(develop effective risk management plans) | 5224 T L (forecast demand) . /N7 7 v 7Y 7 Z 4 ¥
— % R7E (qualify backup suppliers) L. TEJE L% il 9% (optimize inventory levels) Z & T,
THIEWIREL (unexpected disruptions) (ZZNRAIIZHKHETE D X 9125,

3. Advanced PQS EERERBLES R T A

Establishments implement practices and procedures to support and sustain robust quality
systems consistent with CGMP to produce drug products that meet expected identity,

strength, purity, and quality characteristics.

2 GRiE: EERG0) 1T, BRSNS E—M (dentity) . FRJE (strength) . FIEE (purity) . B X
OB R (quality characteristics) %1 729 3 S &2 AEET D 72012, CGMP (ZHEHL L 7= BR A 7 i
B AT I (robust quality system) %, YAN— kL, £ L THERFT 257200, FEEEE FIA (practices
and procedures) % FHi T 5,

An advanced PQS effectively uses quality principles (e.g., quality by design) and risk
management approaches to ensure its continued suitability, capability, and reliability to

minimize disruptions to drug production operations.

AL L2 EIE A E 2 A7 A (advanced PQS) 1d, AnE OJEH] (il 21X, quality by design ; 7%
FHC X 20WE) . L CURIERT 7o —F 22 RAICHER LT, ERMAEFEEREO P %
B/ NRICHN 2 5 720 D Z Ok 7258 &M (suitability) . FEBE,AET] (capability) . 38 K OMEHEM:

(reliability) Z FELRT D,

Establishments that cultivate an advanced PQS benefit from gains in production
efficiencies and improved process performance and product quality, which can lead to
reduced costs and greater customer satisfaction. Enhancements to the PQS can also help to
ensure a more reliable supply of quality drug products by minimizing the occurrence of

quality-related failures that can provoke drug shortages.

B EHRLSE Y AT A (advanced PQS) & BT DI, AFELHE (production
efficiencies) D[] b, 711 APERE (process performance) & B SHEL (product quality) D[] & U9
AUy ER®HY, ZbiEa A OIS BRI REDOR EIZORPRL D TH S, PQS DR
b (enhancements to the PQS) (F, EHMARR Z 5| & 2§ AIREMED & 2 i B B D & D J L %
BARICHIZ 52 & T, mEOERLE XV EICERET 502 E IS EDOTHEH D,

R OBREGLTE T, BIUL, DT FUETTHToTF &0, o i Fastomt ()
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Elements that may be addressed under this practice area include the establishment’s
approach to quality risk management (QRM), the rationale for monitoring their process
performance and product quality monitoring systems, understanding how the establishment
leverages corrective actions and preventive actions (CAPAs) and information from process
performance and product quality monitoring activities to improve their manufacturing
operations, the rationale governing how a corrective or preventive action is determined to be
effective, and the establishment’s change management system’s ability to effectively

evaluate, approve, and implement changes properly.

Z D FEHE3 B (practice area) THADOIL D FIREMED & HEHRITIT, UHEEOWEY A7 v
A2 N (quality risk management : QRM) ~D 7T 71 —F  Z D7 1 AVEEE (process performance) &
B SV RS S A A (product quality monitoring systems) % =% U 74 B G ERAYFR L

(rationale) , J&IEHEE & TBHHYE (corrective actions and preventive actions : CAPA) & 7 11 & AMHE
(process performance) M ON, U5 SV EEARTE ) (product quality monitoring activities) 7> 5 O 1 ) & 1%
L CROERB 2 s 5 BB, RIEREMOTUHENSAR TH L LD Tikx
BUET 2 imEEAUIRIL (rationale) . J8 KX TN {EZEDEHEIL Y X T LDVEH 2 ) RANZFHE, 7K
. BILOWEENIEIET DRES) DNEEND,

An advanced PQS implements a systematic process for the assessment, control,
communication, and review of risks to the quality and availability of the drug product
across the product lifecycle. A proactive approach to QRM can minimize the occurrence of

quality-related failures and is of foundational importance in achieving an effective PQS.

FE72 PQS 1, WEDT A T A 7V (product lifecyele) ARIT T2 2 EHEL O ME & AT
AIREME (quality and availability of the drug product) (Zxt3 % U A 27 OFAM (assessment) | & R
(control) \ fZIE (communication) , 3L E 2— (review) D7=DDIKRMRT 1t %
(systematic process) % E3ET 5, QRM ~OFEMRAIZ T 7 1 —F %, SV BE DS DR A % K
NITHIZ B 2 & WTE, ANRIT PQS AT 5 ETHEICHE TH S,

Less mature organizations may invest in corrective actions in reaction to failures, but do
not devote resources to preventive actions to mitigate potential failure modes. More mature
establishments utilize QRM principles and leverage knowledge throughout the lifecycle to
make informed and timely decisions, and proactively review risks at an appropriate

frequency to drive continual improvement and ensure availability of drug products.

JIEASE DARV VAR (less mature organizations) 1. PRIkt L7 B EHSEIZE T 5 ATREMEN
DN, BIENREEE— REBRT 27200 PHHEEICIZY Y —AZRAL TR, KV
A L 72 =3 ELE ¥ (more mature establishments) [ QRM JRHIZFIH L, 74 7% A 7 14

RLIEH < DMREEATOE T, BRIL. BT CCES T ToTTF X W, ””W””m”*@g
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K2 U CTHERAZIEH L TEBRICESWE X A ) —RERRELEITV., WYREE T 27
BRI L B o — L Gk 2B A L, EIRG O M2 R L TV D,

4. Technical Excellence ##inofFattt

Technical excellence involves effectively managing information and data. This includes
understanding the needs, capabilities, and limitations of operations, investing in learning, and
adopting new technical skills. Technical excellence also includes implementing innovative
manufacturing processes or novel solutions to problems impacting any aspect of the business
(e.g., manufacturing, communications, accounting), and using advanced technologies that are
fit for purpose. A commitment to technical excellence reflects a culture that proactively
enhances the quality of pharmaceutical products, processes, and services while promoting

operational excellence within the organization.

FANTHOE B (technical excellence) (T1E, THHE 7 —Z Z W RINICERT 5 2 LG END, Z
AUTIE, =—XDBRfiE (the needs) . BEJ (capabilities) . i#H DR (limitations of operations) % FRfif
L., FHEICEE L (investing in learning) . & L TH LW A F /L 28 H 325 (adopting new technical
skills) & &N EEND, HFOENME (technical excellence) (21X FE 72, B R ADH & HAAlHE (4]
z X, g, EE. HDHVIET I T T 4 (accounting i 2) [ THEEE 52 HE, £ L TH
FINZ T 4 v B LTV DSR2 5 AT D, Bfi OB B E~DORY fA (23 v k2
YR AN TTERERAHEE LR S| B, Tt R = A0 ME 2RI
M ESELXLEKM L TVDLHDTH D,

Elements that may be addressed under this practice area include how effectively an
establishment manages information across their organization to ensure data is attributable,
legible, contemporaneous, original, accurate, complete, consistent, enduring, and available to
all who need it regardless of the format (e.g., paper-based system, electronic system).

The assessment may also review how effective an establishment is at synthesizing information
from different sources, determining a proposed solution (e.g., technological upgrade of
equipment or software) is fit for purpose, and ensuring effective implementation of the

solution to enhance business operations or production processes.

ZDOEBHEH THON D WREMED & 2 BRI, MHEEA THRZ VNI L THRICEE
L. 77— Mm@ " HE (atributable) T ¥ | HIFErIEE (legible) T v, [RIFFM: (contemporaneous)
bbb, AU T (original) . IERENE (accurate) | FEEME (complete) . —EVE (consistent) . ¥
LTtk (enduring) Zfi %, & LT MER—RAD VAT A BTV AT L7 E) ([ZBfR7
<, MERANEENFIHTE S X 91279 2% (available to all who need it regardless of the format) = & A3 5

RIS DEREZATHET, BHIEL, BFFECHES T2 T T 0, ”“”m”m“*@Q
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EFnod,

PRI, MRS S F S E AR FRIED D OERA I L CHRMISHEA L, IREShTZY ) =
—vay (“VVa—al” Lid EFEEET BRSOV T N =T O T v T
— R728) BEMIZESTWD2EHBIL, YU a—Ya U ERIICHEE L CEBSAE T 1
ERAEZBET I ONTH L E2— (BE) b,

Less mature establishments may struggle with data integration, which limits their ability
to perform holistic reviews, gain a better understanding of their business operations, and
identify emerging hazards to quality. This limitation can hinder their ability to identify

opportunities for optimizing production operations or business processes.

FRFAE OIRVFHAR (less mature establishments) TlE, 7 —Z $AIE T T 5 AMREMRH D | 2K
)72 L B 2 —D3FFT (perform holistic reviews) . “DE TR A A_L— g VOFREOM E (their
business operations) | fh'E KT DT AR ERDFFE Z 1T 9 HEJ) (identify emerging hazards to quality) 73
HRE D, ZOFHIBRIZELY, EEFNL—T 3 OB TURR T ab R EiEbT DS Z R
ETDRNDBGT oD RN H 5,

In contrast, more mature organizations have effective methods or mechanisms in place to
maximize the use of relevant data and sources of knowledge, enabling them to optimize both
production and business operations. Even when financial resources are available, less mature
establishments may be resistant to embracing unfamiliar changes (e.g., technological,
procedural, conceptual) that could enhance their business operations. Yet more mature
establishments are early adopters and are willing to evaluate and accept changes that have
been vetted and add value to their operations while controlling any other risks that are

introduced via the changes.

Z I IEAIT, X0 BRI L 72 F08% (more mature organizations) 13, BEE T — & 2 HIFRIE
(sources of knowledge) % TR AIRICTE T2 720 DRI S5k, A=A LEEALTEY, &
PE L EB O & st ¢ & 5, MIEAFIHARETSH o> Td., WAL OKVMHMIL. EHORE
Lic 2728 2 KA OLETE (Fffi. FIE, WA L) 22T ANS C L2 C 2 56035
2, L2L, LA LZMEBITEHEAECTHLY, AHICX->THELINEZDMDY R
7 R EHL o, MREEA A O E 2 5l L T2 AL, EBICATIMiEZ b 7253,

5. Employee Engagement and Empowerment
WHER DT =R p & TN T— AR

Employee engagement refers to employees’ motivation and commitment to positively

impact an organization’s quality policy and quality objectives.

R OBREGLTE T, BIUL, DT FUETTHToTF &0, o i Fastomt ()
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WHXEDT 27— A N (employee engagement) & (&, kO WE HE & ME BEEIZ T T ADF
BEHZDHDWEBDETR—va v GUE: BBRRSNOBKMNT) &, Iy MAV N Gk #*

WEEER L -5 H) BT,

Engaged employees understand and care about how their roles within the organization
impact patients and consumers, product quality, and product availability.
Engaged employees at all levels take ownership and are empowered to identify, communicate,

escalate, and initiate changes that continually improve processes, procedures, and practices.

T =V A FDOEWEZEER (engaged employees) [, AR T B oy DLEID, BEHE
. WamoRE, "WEOaHEICEDO LS REEE G50 B L, KUTHITTND,
HHWHLNNVDE =AY bORMWIERBRIL, BEEZRFDL, et A FE, BLUEE
BRI ET DAL A RE, o, TAAL—ray, AT 2#BE2 52605,

Elements that may be addressed under this practice area include how willing employees
are to making suggestions that can improve business or manufacturing operations and whether
leadership creates an environment that encourages employees to share their thoughts and ideas.
The assessment would also gauge employees’ understanding of the impact of their role on
product quality and patient safety. Engaged employees will seek and have access to
opportunities to grow their expertise and have clear career paths to grow within the

organization.

ZOEERSHTIY BT O ERITT, HEAPEURALHEEB A UETEX HRE
% E ORERBINICIT 9 0, BREHAEEBICEZARCT AT T 2T 5 X9 RTRELE 2
TWENEINERD D, £z, TOFHMETIX, WEEAN A OEFINEOMECBE DL
BIZHZ DEBIZONWTEOBREIME L TV D bRl SN, AR /EEEIT, B
I TEEZ RO, ThIZT7 78R L, BN THRET 27O 0WMERF ¥ U T A &F;
DI LTS,

Less mature organizations will miss out on opportunities to solicit feedback from
employees and act upon their suggestions to improve quality systems and production
processes.

GRIE : Z0—JC) FREVE DOIEV AR (less mature organizations) (%, EEENS 74— KRy 7 %
R, ZORBIHESWTREY AT AREET B EAZWET D GUE: L0 OILEEZ L B0
(o, PIEA~OXIEIELS 220 Frf0) R ERT I LITRD,

A workforce that is not engaged, empowered, and enthusiastic will struggle to continually
complete routine duties in a reproducible manner with the highest standards, employee

turnover may be high, and institutional knowledge may be lost as a result.
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GRIE - &2To) EEANEGET, ¥RE2 52 oNnT., BVER WAL, KE/AKHET, ol
BlAlRe/e HIE CHEEB MBI T T2 DIET L, WEEB OB NEm< 20, fRE L
Tﬁ“ﬂ?’rﬁk& LVC@%HE& ('j‘ Ly V) (institutional knowlcdgc) ﬁ\ﬁ%bﬂéﬂﬁ%ﬁﬁ\}béo

Employees who do not understand the importance of their role in the organization and
appreciate the responsibility they bear toward patients may not give their work the attention it

needs.

N TOH L OKE OEFEMEZBFE L CEH T, BEICHTIEEZRRL TV ZRWIEE
BlX., GUE: abo) (HITFICHLERTELZIL DR WATREERH 5,

By contrast, more mature establishments will have effective methods to facilitate
engagement with staff at all levels. Establishments that foster a culture of active participation
without fear of reprisal can more effectively leverage the expertise, experience, and input of
employees to drive continual improvement.

ZHLEITRBRIIZ, K VR L 72 4B 3 (establishments) TlX, HH W25 L~LD AKX v 7 & DR
DY ZEtET DRRA R T EZ R o T D, B/ HRE (reprisal) 2 2 FTITHMBAYIC SN 2
YAt A B T2 (establishments that foster a culture of active participation without fear of reprisal) 1%, T3 B D

PN, REER. A KV RANICTEM LT Mk RdeE A HEE T E 5,

Satisfied employees are more likely to go above and beyond the call of duty and stay with
an organization, keeping institutional knowledge in-house. Employees who actively feel they
are part of the organization will be more invested in their work and see it as an investment in
themselves and the patients they serve.

(GRIE : 302 0 X5 REHAREIC) e LTV D HEHER (satisfied employees) (X, 5 LL LB
& & L CHRBICE £ 0 . Mk OmE A LRI REFFT 2 RN &< 05, ko —BTH D &
A U TV D REEBIT, (EFICHICEVDICI D M, Zhi, BoEE S BMEY
T HEF~OEE (investment) & 72 L TW5,

Addressing Possible Misconceptions About the QMM Program
QMM 71 7' AZBT B RRE~DRHL

CGMP requirements are foundational to any drug manufacturing operation. Compliance
with CGMP is evaluated through surveillance inspections or other inspections conducted by
credentialed investigators under section 704(a)11 of the Federal Food, Drug, and Cosmetic
Act (FD&C Act). Inspections are mandatory and refusal to permit entry or inspection is
prohibited under section 301(f)12 of the FD&C Act.
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CGMP Zf:3, R COERMBIEEROKEMEL 725, CGMP ~OHERLT, HFA 5 E K
snfbBESLE (FD&C #£) Dsection 704(a)ll ([ZHSWT, BROHHFHEBICL > TE SN D
BEARAT S (surveillance inspections) 72 13F DDA ZL (other inspections) %3 U CaHlis 5, &
2% (inspections) |FFEH5 (mandatory) Td V. FD&C EDH 301(H)12 KiCHSWTAEE - 13k
BEOFAIZHEE (efusal) §2 2 LIS TWD,

In contrast, QMM assessments are not part of FDA’s inspection authority and
participation in the QMM program is voluntary. The QMM assessment cannot be used to
determine compliance with CGMP. QMM assessments focus on evaluating the behaviors,
practices, and quality culture within an establishment. Higher levels of QMM indicate a
higher process capability and performance and a reduced risk of quality failures that can

contribute to drug shortages.!3 1415 16

ZAL IR, QMM (B~ ¥ A > bEEE) OFHEIT FDA DOEZHERO—ETIX
<, EDTZHIZQMMT B 77 AA~DBINITEE TH D, QMM #HlilL, CGMP ~D¥EHLA
PWETHEOIHAT S Z LT TEX 20, QMM i, EERNOTE), F2E, SE UL
MICERE L TTND, QMM DO LU RFEWIEE, 7R EADREN LR T 3 —< A (1

fe) |, EEGRBIZOBRNDAHEMEOH LW ERRDOY 27BN WAL TWnWAhZ EaRL
T 13, 14, 15, 16

13 L Yuand M Kopcha, 2017, The future of pharmaceutical quality and the path to get
there, Int J Pharm, 528(1-2): 354-359.

14 M Fellows, T Friedli, Y Li, J Maguire, N Rakala, M Ritz, M Bernasconi, M Seiss, N
Stiber, M Swatek, and A Viehmann, 2022, Benchmarking the Quality Practices of
Global Pharmaceutical Manufacturing to Advance Supply Chain Resilience, AAPS J,

24(111).
15 U.S. Food and Drug Administration, Drug Shortages: Root Causes and Potential
Solutions (Revised) (2020). Available at

https://www.fda.gov/media/131130/download.

16 European Medicines Agency, 2012, Reflection paper on medicinal product supply
shortages caused by manufacturing/ Good Manufacturing Practice Compliance

problems, accessed August 21, 2023, https://www.ema.europa.eu/en/

documents/other/reflection-paper-medicinal-product-supply-shortages-caused-

manufacturing/good-manufacturing-practice-compliance-problems_en.pdf.
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QMM assesses manufacturing establishments; QMM does not evaluate
product quality.
QMM [FREEHER 27l 528, HimOmE 235 b O TIERW

QMM assessments cannot and do not evaluate the quality of specific products. FDA
evaluates product quality throughout the lifecycle by assessing regulatory submissions,
post-market quality defect reports (e.g., field alert reports, biological product deviation
reports, MedWatch reports, consumer complaints), sampling and testing results, and

through CGMP inspections.

QMM (B~ R A v NREAE OFHM) (3R GORE 27T 5 6 O TIERV, QMM #Efh
Tl FEORSOMEEZFHET 5 Z LIXTE eV, FDA X, M4 /~0#H., HikED
B RS E (7 4 —v MEEREE, AR liimEE, MedWatch #HEE, 1HE
ENHDOEERE), o7 ) o7 ERBROMER, BED CGMP &A@ LT, 74 7% A2
NERIZDT 5/ E 2T %,

Maturity is independent of establishment size or age, and the types or
number of products produced.

SR, RO RDFEER, LPE XN SR D L I1THEBE Th 5,

QMM assessments focus on evaluating if a culture of quality exists at the establishment
and how this mindset is reflected in the quality practices employed. Therefore, these
evaluations are not product-specific, and the maturity of an establishment is not dependent
on factors like establishment size or age, and the types or number of products that are
manufactured, tested, processed, packaged, labeled/re-labeled, or held. Simply having larger
profit margins does not mean an establishment is highly mature.

QMM (WE~R T A v MREAEDOFHM) 1%, BRI EDOUEDFET 20 E S50, 22
DEZFPEMENTODEEITICED LD TSN TV O AT 2 Z L ICHEAZE
WTWD, LIEA-> T 2 b ORI E A (product-specific) Db D TIIHES, KD
BN | AR 2 O BRSO (establishment size or age) . HU3& (manufactured) . 7 A b (tested) . I
T. (processed) . T4 (packaged) . 7~/V /T ~ULAfIT ST ORI D D VI3 PREF
(labeled/re-labeled, or held) 72 & D ERNTITMKAF L722V, HAZFISER @ E WD 2T TlE, 20
BENRBEICHALTND Z L EBERT DT TIER,

For example, establishments with greater financial resources that purchase state-of-the-

art equipment may not be highly mature if their use of resources and technology is not fit
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for purpose and appropriately controlled. Rather, establishments with a highly mature
quality culture use practices that invest time and resources commensurate with their

financial resources to proactively improve their operations.

B 21X, BRI OBREBAT DLV OBE N EFFORETH-TH, VY —RART
JaY—Of AN EICEGE T, EEICERINTORWIGE, SEICHRE L TORWATEE
WRo D, TeLA, @EICHKA LIS E b Z R >hET, REEFRICAG TR E Y vV —
AE L CEBERBBICUET L L 2RE LTS,

OMM assessments are distinct from the collection of Quality Metrics.

OMM FH(HI%, dpEEEEDIRE L 17823 6D TH 3,

Quality metrics (QM) are quantitative data that are collected and reviewed by

establishments to determine the capability and effectiveness of manufacturing processes and

systems.

SR BILIBRE (quality metrics; QM) 1L, fi&E 7 ot X L2 R T ADRES) & H M A HIkT
Al DIHRIC L > CTIEB LN L B a—SNE EEHT—X2ThhH,

On the other hand, QMM assessments are qualitative and focus on approach, including
understanding why establishments select and define specific metrics for monitoring and

how they leverage data to drive continual improvement.

J7. QMM (B~ %Y A v MREEDHEY — L) FHEIZEERITHY . SERNT=X ) T
D= O DFFEDFFE 2RI L OERT D EHSC, MtcE a2 fiET 20T —2 &2 D
I OICERT AN EIMT 50T T —FICEREZ LY TTND,

QMM is NOT an additional burden or requirement.
OMM (BE 2 A FEBEDFH —1) 1ZIENDBHRCELMEE VS & DICFEE L2

It is, in fact, integral to an establishment’s quality system. Most establishments already
have processes and practices aligned with QMM. Achieving higher levels of QMM
naturally results from an establishment’s proactive continual improvement efforts. Investing
in a culture of quality should not require the creation of new departments; a quality culture

should be integral to the quality system.

FEER, TUIEEDONE Y AT DIARFARBREDTH D, IAEDEZETIT, QMM (WE~ *
PRy MEBEOFEY — ) ICAbEE T uk X EEENTTIIThRTWS, KhEn Ly
D QMM (B~ %Y A v MREE O — L) OEFERIT, HROZ &5 ARZEOTERAY 7R
M 72 dGES T ORER E LTAEEN D, SVESUE (culture of quality) ~DEE X, Hr LUV
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BRI T DB I 20 WESUBITRE Y AT JMIHAIEEIN TN ERELOENLTH D,

Moreover, the benefits of improving quality systems are well-known and can lead to
long-term cost savings.!” Each establishment makes decisions regarding how and where to
invest resources, and this decision should consider the return on investment, not just the

initial cost.

BT, WEVATLAOWREORAIZ, I<HbNTEBY, »oRHAR a2 MEIEICS7
WHTREMN 2V, HARIT) V—2%, P2, POLSIC, #ETEMERET SR,
ZOWETITIH 2 A 2T THREEBEER L BB T H2LENDH 5,

17 WE Deming, Out of the Crisis, 2018, Cambridge (MA): MIT Press.

Conclusion # 3%

The QMM program seeks to promote a strong culture of quality, recognize
establishments with robust quality management practices, and provide support and
recommendations for areas where quality management practices can be enhanced. Through
the program, industry participants and QMM assessors can work together to drive proactive

continual improvement in the pharmaceutical industry.

QMM (BB~ %P A v MREEOFHEY — ) a7 T M, AR E SR L, B
EEHIEERZIT  TWARELZIML, 2L THE~YRX VAL FOEKER(IETE 508~
DY R— &, HRFHZREET LI LA2ABL WD, 2O7r 7T 028 LT, ERSM
HL QMM FHmE L) LT, RS R ORI ke e HEtE TE 5

The QMM prototype assessment protocol that CDER 1is developing will offer a
structured, objective approach to evaluate an establishment’s level of maturity in the five
practice areas described in this paper.

CDER 73BHZH® QMM 7'r & A 737 e haiid, ZoXETHHAINATND 5 20D
TSI 1T D EFEDAMENE L~V 2Rl 5 7o O ORE L SN R BT 7' —F 42
2D THD,

Management’s commitment to quality sets the tone for the entire organization, ensuring

that quality is prioritized, aligned with business objectives, and resourced appropriately.

REEOME~D I v M A2 N (commitment ; fRIE  RVHE) SRRSO I (tone) %
P, WWEEESE L (quality is prioritized) . BV R A HIE LA S (aligned with business

objectives) , MU)72 Y V) — AR S4UD  (resourced appropriately) &2 9 (275,
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Business continuity ensures operational resiliency, safeguarding against disruptions and

minimizing risks to the supply chain.

BV R AR (business continuity) (Z &V | EFORIE TR S v, TR BRI,
YT T7A Fo— DY AT BERNRIZIMZ BN,

An advanced PQS takes advantage of learnings gained across products and from all

stages of the product lifecycle to optimize process performance and product quality.

MR PQS (EHihEH Y AT L) 1d, WihBRB L O T A 7V A 7 LOFT TR
DO FT (eamings) ZTEH LT, 7 0B RADNRT 3 —~ 0 2 L8O WHE % il
ERAR

Technical excellence promotes the acquisition of new skills and the implementation of
advanced manufacturing and analytical methods that are fit for purpose, driving operational
excellence. Finally, employee engagement fosters a culture of quality throughout the
organization, empowering employees to actively contribute to continual improvement and

patient safety.

BARAOBAIMEIL, LA F L OBRGE . BRIZHE L7z & & 2 ildE s JO9 i FiEOE A%
flREEL, ENTEHAHEET 2, REMIZ, EEB DD Y AU (employee engagement) | LARAE
ERTIHEDOIIE (culture of quality) ZIR1E L, 3B 2SKHEHY 72 6 & IE O 2 AT IRIIC
HRCE2bD L%,

By focusing on these practice areas, the prototype assessment protocol will encourage
establishments to embrace a holistic approach to quality management. The QMM
assessment will identify areas of strength in quality management practices and provide

recommendations for impactful growth opportunities.

ZIH DI (practice areas) ([ZENEZ Y TDZ LICRY ., 207w M2 A TRl v R
1)L (prototype assessment protocol) (&, FHE~ R T A Y MIxTT HRAEIIT 7 2 —F (holistic
approach) % . 123 (establishments) 23 WEBEH~DOMREHI72T 7 7 —F (holistic approach) (2% H
THZEERERTHLDERDLTHA D, QMM (IWE~ R T AV NEEDOFEHRY —/v) @
P TCIL, EY R YA FOERIZEBIT 2B E b OBEERE L. BEHOH D EES
(2B D HERFIE 2 1R 5,

Through collaboration between industry participants and the QMM assessors, the
prototype assessment protocol will help support the development of a shared understanding

of a commitment to quality, ultimately leading to a more reliable drug supply and positive

patient outcomes.
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FERERE L QMM FHiliED 2 TR L — b2 U T, Yu A TORHET m b =v
(prototype assessment protocol) (&, fn'E~DH Y AT 2 HHB O BR 2 e S, FEmICix
KB @ W ERE IS & B O BRI REBIFIC O D,
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