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What are Quality Metrics?
Quality Metrics (FEFHEALIEE) L I1Xf0H 2

For pharmaceutical manufacturing, quality metrics are an objective way to measure,
evaluate, and monitor the product and process lifecycle. Quality metrics data may lead to

higher levels of safety, efficacy, delivery, and performance.

EA GRS IC & 5T, SWEFHEALIEEE (quality metrics) 1&, & T avRADT A 7Y A2
NEREL, L., EHET27-D0RBRFIETH S, WETELDOT —# (quality
metrics data) (X, LV BV LUV DL (safety) . HEME (efficacy) . 7 U 73U — (delivery ;

EWEE?) . BT 4 —< A (performance ; PERE?) 2D/ N D ATREMEN & 5,

Quality metrics are used throughout the drug and biological product industry to monitor

processes and drive continuous improvement efforts in manufacturing. Effective use of

quality metrics is one characteristic of robust site Quality Management Maturity (QMM).

IWEE RIS L, S R AR L, Sl Bk 7 tegE OBV FL A A HERE T B 7
DIz, EHEGB LOEDEOREOERBECHERH SN TS, MEOFEIEE (quality
metrics) OZNEA AL, BRAARHENERT O BEEFEE (Quality Management Maturity

QMM) DHED 1 > TH D,

Why are Quality Metrics Important?
Quality Metries (FLEFE(LIEE) 13T, EEN?

The minimum standard for ensuring that a manufacturer’s products are safe, effective and
of sufficient quality is compliance with current good manufacturing practice (CGMP)
requirements. CGMP compliance alone, however, does not indicate whether a
manufacturer is investing in improvements and striving for sustainable compliance, which
is the state of having consistent control over manufacturing performance and quality.

Sustainable compliance is difficult to achieve without a focus on continual improvement.

HEEFE ORGP LZETHRNT, +ORMEEZFFOZ L 2 RAET D 7o DRI

D E RS ES (current good manufacturing practice CGMP) DRI ZHENL G5 Z L TH D, 7272
L. CGMP ~DEFNASFIZ T Tld, WEEENSEICERE L, Fftreha s 7747 &
(sustainable compliance : fED /R T y—< L 2 L EAE B L TEHEL TWHIREE) 1289

TWDNE D ERT OO TR, FEARER T 7T A 7 2 A%, ke 2 i
(continual improvement) (Z HL LA E R ITAUE, 2 A EMRT HZ LIZRETH S,
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An effective Pharmaceutical Quality System (PQS) ensures both sustainable compliance

and supply chain robustness. Quality metrics can contribute to a manufacturer’s ability to
develop an effective PQS because these data provide insight into manufacturing
performance and enable the identification of opportunities for updates and innovation to
manufacturing practices. Quality metrics also play an important role in supplier selection
and can inform the oversight of contract activities and material suppliers, as well as help

determine appropriate monitoring activities to minimize supply chain disruptions.

R 7 EI S 2 AT A (Pharmaceutical Quality System : PQS) 1. ¥t Al a7 >
AT VA (EBIASE) YT 74 Fo—rOBBEEOMFERIET 2D THD, WMEH®
(L I3 E 3 DS R 7e PQS (3G 27 1) ZBRRET HRENICHIKTE 5,
EWVH DI, ZTNHDOT—ZIE, ZThHOT7 —Z I TRIEDMERE (manufacturing performance) (2B
T 5HIAE% (insight) ZHEfE L. BUEET (manufacturing performance) O ¥ HT & BT (updates and
innovation) DIEXZRiETEL1DH TH D, anEFHEILFEEE (quality metrics) (XY 77 A ¥ —b
B S HEREEIZ R L BEEEHMEY 77 1 v —0ERICE R A =T 27219 T
<, BT T4 F = — 2 DOIRELE F/NRICEN 2 2 720 O 22 R B 2 R E 3 2 DT b %

VASN

Quality metrics data from establishments can also have utility to the FDA.

finx (establishments) 7>5 DMEE(IEET — %X, FDA IC: > THHATH A,

o Assist in developing compliance and inspection policies and practices.
AT ITAT A QEDIESE) B X OHEES (inspection) DRV 2— L EEEDOKRIE

(inspection policies and practices) % X T 5,

e Improve prediction and possibly mitigation of future drug shortages, while
encouraging the pharmaceutical industry to implement innovative quality
management systems for manufacturing.

RIS T O RGE S OFF e M FE S AT LA OFAELEH LA b, fEROE
HEERE (future drug shortages) D THIZEGE L, HBEICL > TixthziEnd 5,

e Enhance FDA’s risk-based inspection scheduling, reducing the frequency and/or
length of for establishments with quality metrics that suggest sustainable
compliance.

FDA OV AT R—ADEEA Y a— /L&t L, Frlfeea L 7747 A
(compliance : EANESF) A2 5 SEFHEAGIEEE (quality metrics) 2 X 7o MEa% (27
% FEHIHY (routine surveillance inspections) 72 B AZE DB /L (%% HH & 4
EaAN
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o Provide ongoing insight into an establishment’s operations between inspections.

AL OISk O E (B3 D Mkkii) el & 2 12 it %,

How Can Quality Metrics be used at FDA?
FDA TIXmEFELIEEL. EOXIITERATES5n?

As part of FDA’s ongoing adoption of risk-based regulatory approaches, the agency is
proposing to develop and implement a Quality Metrics Reporting Program to support its
quality surveillance activities. Under this program, the FDA intends to analyze the quality

metrics data submitted by establishments to:

FDA (2K % U A7 X—=ZDOHH T 7' v —F Offkfe i) EAD—B & LT, FDA %53 FDA
X, ZOMEEGISE) (quality surveillance activities) % 3ZH3 25 B IEIR® Y 7' 1 7 7 L& BRE &
WEMTHZEERELTND, 2071 ST LD KT, FDA IZLL T O B Thagk > b2 &
NIEWERIET — 2 20T 5 TETH S,

1. obtain a more quantitative and objective measure of manufacturing quality and
reliability at an establishment;
% (establishment) (Z35(F %, R E LAZHENMED LV ERER), 2 ORBIAY 2 RE 2 H
(RN

2. integrate the metrics and resulting analysis into FDA’s comprehensive quality
surveillance program; and
ZOHEIEE (metrics) EASRD3HT %2, FDA OAFEWRMWEEN T a7 Z A

(FDA’s comprehensive quality surveillance program) (T T 5, ELT

3. apply the results of the analysis to assist in identifying products at risk for quality
problems (e.g., quality-related shortages and recalls).
BT RZEA LT, E EOME (WEREEDOR MY a—172E) O A7 73
LR AR TES D DRI T D,
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Background on FDA’s Quality Metrics Program

FDA O WEHEBIL 70 /T ADE R

In 2004, FDA issued the report “Pharmaceutical CGMPs for the 21st Century — a Risk-

Based Approach,” describing FDA’s intent to implement a modern, risk-based

pharmaceutical quality assessment system.

2004 4. FDA [Z“Pharmaceutical CGMPs for the 21st Century — a Risk-Based

Approach,” ( 21 HfLOEET CGMP— ) 27 R—ADT Fa—F) W) REEERIT L, K
DU AT R—ADEFGVE R A7 L (risk-based pharmaceutical quality assessment

system) AT S5 L9 FDA OEMZHPI LT,

In 2012, with the passage of the Food and Drug Administration Safety and Innovation Act,
FDA was given the authority to collect pharmaceutical manufacturing records and

information from regulated industry as part of FDA’s risk-based oversight.

2012 4, Food and Drug Administration Safety and Innovation Act (2 5 5 fy e 4k #
) OFPICED | FDA 13V A7 R—= 2SS EBO—BE LT, BHRRERN S ESE
i BGE OFLE & IF A IR T D HERZ 5 2 b Tz,

In 2013, FDA requested public input on the use of quality metrics data to evaluate product
manufacturing quality as part of an effort to understand the underlying causes of product
shortage (78 FR 9928).

2013 4, FDA (f, 8GR EORAR RN Z2H#fiF9 2 B0 flao—8 & LT, ®ihoflhs
S & R 2 72 b O SV R EALIRIE T — X OB 5 R0 E R A2 kDT (78 FR
9928),

In 2014, FDA gained additional insight when the Brookings Institute collaborated with
FDA to convene an expert workshop, “Measuring Pharmaceutical Quality through
Manufacturing Metrics and Risked-Based Assessment,” which provided an opportunity
for pharmaceutical manufacturers, purchasers, regulators, and other stakeholders to

discuss the goals, objectives, and challenges for a pharmaceutical quality metrics program.

2014 4, 7Ly % 7 ARFSEFT (Brookings Institute) 7% FDA L1 /) L CHME Y —27 2 a v
[“Measuring Pharmaceutical Quality through Manufacturing Metrics and Risked-Based Assessment,”
(RLEFHRALIRIE L U 27 R— 2 ORI L 5 ERLOMEOME) ZBAME LI L &, FDA XS 67

LI A1GSH 2 LN T, BU#E X —% — (pharmaceutical manufacturers) . A (purchasers) . #i
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M4 5 (regulators) | & DADFIERIRFE (other stakeholders) (ZF DFES A FEMAL L7z, [ 3K 5
i 7' 77 A0 HEE, BB, BEEICOWTEE LA 2T,

In July 2015, FDA issued the draft guidance Request for Quality Metrics (80 FR 44973),
which described a proposed mandatory program for product-based reporting of quality
metrics.

Under this program, manufacturers would have submitted four primary

metrics. Stakeholder comments on the guidance included concerns regarding the burden
associated with collecting, formatting, and submitting data at a product level across
multiple establishments; technical comments on the proposed metrics and definitions; and
legal concerns regarding the proposed mandatory program. Stakeholder commenters

also suggested a phased-in approach to allow learning by both industry and FDA.

2015 4£ 7 AT, FDA (% “draft guidance Request for Quality Metrics” (B gl &L R
T HEELAR— 2O EDHEFEIAR D HA X AZ) (80FRA449THIZHOWTHA L=, 21
I, WEOHEEEOR G _R— A TOHE (product-based reporting) DFEIIRE 7' 1 7 F
L (R | ZlE~THD,

ol ADOF TR, BEEFITA SO TR EIEEARNT A Lk b, T 0
HAZ L AT ARERRBE D2 A ML, kO X5 RAHEIRIEEFHENEENT

AV

O BEOMEHRIZDDH L~V TOT—ZOIUEE, 74—~ b GRIE: @5 EOER L
Bbnz) . FEICHEI T EROCOAHICET 2BEREENL TV,

@ ZEOEHRT N EFHEAFEESCERITRLHMA T A b KO

@ MEINTWVDAEBNT 07T DMURDIER GRIE - 24t0) &,

FIERBMRE IR D o A v MEEEIT, G ®83o) ¥R L FDA O 7IC L 558 % Ak
T LB T Y —F IR E LT,

In response to this feedback, FDA published a revised draft guidance in November 2016
entitled Submission of Quality Metrics Data (81 FR 85226). The 2016 guidance
described an initial voluntary phase of the QM Reporting Program, with participants
reporting data either by product or establishment, through an FDA submission portal.

D7 4— Ry 752 T, FDA 1% 2016 4 11 HIZ [Submission of Quality Metrics Data

(WEksEs — 2 o) | (81 FR 85226)] LEINTUGTSNIZHTA RTA D KT 7 &
TLlz. 202016 FDOHA X ATIE, ZMED FDA IR —Z /2@ U Tl E
IR LT — 2 2 WRET S, QM WE T 1 2T A OW E EBME (initial voluntary phase of
the QM Reporting Program) 2D\ TR X417z,
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FDA removed one of the four metrics from the 2015 draft guidance and requested
submission of the remaining three key metrics. This 2016 guidance also described how
FDA intended to utilize the submitted data. Commenters requested a better
understanding of the value and utility of the data to be submitted to FDA and how FDA
would measure success of the program. Commenters also expressed a preference for a
pilot program to gather industry input before implementing a widespread Quality Metrics

Reporting Program.

FDA (X 2015 4EfD KT 7 R HA XL 2D 4 SOFEED 5> HO 1 SZHIRL, Y D350
TR WE A EEEORE 2RO =, 20 2016 £DOH A X ATiX, FDA BMEH SN
T2 DL IHHTLTETHLINDICONTHIA I, a2 A2 hoFEREIL,
FDA 2R &N 5T — % OffifE & A FAVE (value and utility) . X O°FDA X711 7 LD h%
ED XTI T, KOS BT DL oKDz, £/, a AL MOERE
I, TJA#i72 Quality Metrics Reporting Program (f/EFHELIEE L A— 1 Yrr5n) ZEMT 5
AN, EROBRZIUET D7D fay b Ial I hxmET 5] LR LE,

In Federal Register notices issued in 2018, FDA announced the availability of two pilot
programs, a Quality Metrics Site Visit Program (83 FR 30751) and a Quality Metrics
Feedback Program (83 FR 30748) for any establishment that had a quality metrics
program developed and implemented by the quality unit and used to support product and
process quality improvement.

Additional information and lessons learned by FDA can be found on the FDA Quality

Metrics Reporting Program; Establishment of a Public Docket; Request for Comments.

2018 HIZIEIT S 4172 Federal Register notices G#FLE#uEAT) . FDA X, 22Dy M7
a7 7 ARRAREETHD 2 EEAFK LIz, TA, Quality Metrics Site Visit Program — (5/&
R GRS ARART ' 7 F ) (83 FR 30751) & . Quality Metrics Feedback Program (4h/2 =t
HALIEIE 7 4 — Ry /7 r /5 5) (83FR30748)TH V. Lt GRIE : ERGRELITH) Mgk
DEEFHEALIRIE 7 0 77 A2BE L. mEEMICE > THRESHh, /L 7Yn20mE
M B2 R DO SN D,

FDA 237 A 72ENNTE ) & #EI1i%. FDA Quality Metrics Reporting Program; Establishment of a

Public Docket: Request for Comments TR 72T 2 ¢ TE 5,

In March 2022, FDA established a docket to solicit comments on changes to FDA’s

previously proposed Quality Metrics Reporting Program.
2022 4 3 A, FDA IX, FDA 2PARANICHRRE L7 EFHRALIRIE®RE 7' n 77 AOEHEIT S
WCTaxy haRob7-0030E (docket) Z1ERR L 7=,
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This notice describes considerations for refining the Quality Metrics Reporting Program
based on lessons learned from two pilot programs with industry that were announced in
the Federal Register in June 2018,

a Site Visit Program and a Quality Metrics Feedback Program, as well as stakeholder

feedback on FDA’s 2016 revised draft guidance for industry Submission of Quality

Metrics Data.
ZOWEHEIE, LFOHHEIZSOWT, NEDN.THEHLEZX 725D TH D,
GGRIE « 2 OBEITHR I TWR)

fein

(1)2018 H 6 Ao, BYERTHIM 7 1 75 A (Site Visit Program) & EE TR LR T 4 — R
N7 7'a 77 I (Quality Metrics Feedback Program)

Q) EROMEFIEIIEIET — % OREHIZEIT 5 FDA @ 2016 FFTR AT A 4 > A2 T
LRERREDT 4 — w7,

(3) 2016 4 “Site Visit Program and a Quality Metrics Feedback Program” ,

(4) “Submission of Quality Metrics Data” (22T,

Stakeholders should submit either electronic or written comments by June 7, 2022.
FIFRIREIL, 2022 £ 6 A 7 BETITEFIIEITEFmELDL 3 AL FERET 2080
B,
FRIE kRS0 2022 5 6 B 7 BLAKRIZIZ. quality metrics O BEFR O SCEITHERR TE TR0,
ECA GMP New @ 2024 45 4 H 10 {117 OFLEFIZ “FDA's current Thinking on KPIs and Quality Metrics 73
BB, flEme LT, 2022 FLUED FDA ORRICK LT, TOREIBREEIIMNEEZX B X 5,

7 RV R https://www.gmp-compliance.org/gmp-news/fdas-current-thinking-on-kpis-and-quality-metrics

Current FDA Resources ##oFpanl y—x

e Food and Drug Administration Quality Metrics Reporting Program: Establishment of a
Public Docket
e Quality Management Maturity (QMM)
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Historical FDA Resources “hEThOFDADY J—=

e Brookings Meeting: “Measuring Pharmaceutical Quality through Manufacturing Metrics

and Risk-Based AssessmentExternal Link Disclaimer” (May 2014)

e CDER SBIA Webinar — Draft Guidance for Industry: Request for Quality
MetricsExternal Link Disclaimer (July 2015)

o Request for Quality Metrics: Draft Guidance for Industry (July 2015)

e Quality Metrics Public MeetingExternal Link Disclaimer (August 2015)

e Quality Metrics, Technical Conformance Guide (Version 1.0, June 2016)

e Business Operation and Dosage Forms Data Standards

e CDER Small Business and Industry Assistance article: FDA’s Quality Metrics reporting

program: Submission of Quality Metrics Data (November 2016)

e CDER SBIA Webinar - Revised Draft Guidance for Industry: Submission of Quality
Metrics | Webinar slides (November 2016)

e Submission of Quality Metrics Data: Revised Draft Guidance for Industry (November
2016) | Federal Register Notice of Availability (November 2016)

e FDA Quality Metrics Feedback Program (June 2018)

e FDA Quality Metrics Site Visit Program (June 2018)
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