Quality Culture

1. FDA @ Quality Culture & Metrix of Quality Culture
mEXEFAITLLIN?
BES.FDANRREXIEEEVELEOTLLOIN?

BRICZLDANRE EICOVWTERBASNTVET, Fz. GMP EHIHEKRTL 2017
F.2019 FE(LHRRINTVET, HA T, CCTINREUVEITOWTELDIE, ME XL
[COVWTFAN IR L CE, FEEMICE TS e —#EW-»TLVEZITNIFER VEL
Tz,

FDA (1*%/27:;71"4 F54 VEHL. IMOBELLY GMP BB Z{TICETmERRIILELIEL
TEFULE, UL, T0EE. BN TE<EBNFEE,

AVYITILRERZ IOBFECHFEMECRVNET, FDA KREBEEEEVNELEDE
&0, BBISEMAVEDIRCOHEETUE, LENRADI— (A& /AL T 51TE) &N
FOELTHERRA G IEIZT— MEEA TERFETT (/BN <L) o £I%K,
FEETIIESD (B2 (BE - AEERCT ENTELGLY) ELOIRCEEAREL. KBENEIGLE
Ui, 2FDiRA Bohtd— bR (REZ5F3)DTT, FDA HNRABLEEIDE. COE
FECIOBREXLEEFELLT. TOEENRINE, FDA DEREBLTENDEZ
HlFE3EFEERNELE,

BARDEEE * x Nk % * "NRBEOREBEFBEICH>TVET, TLLVBDEES
THERICBIEVIEDREFEEERYICLTELONBARDE) KDDL TLE,

EZE RO GMP (IECENOETIVET, GMP OEARE =G MEESR |([CETNVTHEDN
TWET, 2FD. AFBNEETINHOENCENTEGIMEMEA#EBHRELTVET, I
FAEARDE/IHNDXLEFBRTEHLDTLE,

#9 35 £, ZDIN 30 FEREERED XD QCRQAA [CHEN-TEFELE, L4, COMESR
THEESINE GMP HERLVTUL, F3TAZENLETHEDHIIRTT, UL, §13EL
T, HHACHEEHRTHEBEL, ERZEHEHR TITICETRBLDEESTVEY B
Bo. NEBENRETHHTT, Fe. AGERIOHmETRERIEERT>TCLEINDTT , H
DLEEPREENZDEEERIVBIET. ZOTHRELTHFEELL. FIEERC
BOoTLEIDTYT . ES DA ARDZLDREICETEIRESHNENEYEO TLET,

FNEFHILTREHICIE. MBTHREELTELVEZAELS, BBTHENHTEZDA
EHEKEFHHEVATLTHEIETT , ELT— AVENH BEHR B EH“DIzHICLL
B REERET, Bl R TEBRLICEUERULIND CEICREET,

4B TR T340 75YUT4 (DD (CBILT FDA WIEEICERLWVAA Ro1 Ve



EITOTVET, BANEEREEF#%tE DI TO Warning letter (B&EIK) #E VEL
o RIEREELVENLTIRBL FERBIENTEZHHMH THIETOIRHETLE, —
7. GMP OE AR Z S EEFHEERFIE 211210 BNFET, h¥lhn. BATE->TES
TEMBCERETENT CENTEZNLTT, ECANEARD GMP TRTH YT UI TR
Bl @ EEPANTIIEG>TVNETH, GMP BHIETHINRENHD. ZLTEDHISH
“BENRDNTNBEHIC, BEEFATEY Y TV TN TEZEDILKBEIRATE, 240
BEFM T RALDTHICHWETH Y TIVTLTNET, DI [CBDGEERTH YUY
HeBEm CIToTWET,, HER YV TIVThotaF- TV IEEH2E QQARQC DAl
BEINGELEBVET, BRETELVWT YTV EENLENDET  GEGLEITNIE. #i
ZENBRERTHNELHRELTZLSCHEREINDD 6, ENERITET, LR GE
EELGHBINEHRERELIVISRELITVET,

MEXIEEANBENZELTEENCENTERIMEAAD LT, ANELWCENTED
BEIRAIAV M, — AVEMNMBEEFEIADLEHICIELNIEETIRIFLEHOTE
BIIERERBVET, b5, RELR“HER THTEEHEEENERKTIE
BLTLLON?

GMP RHIHMRETHEHIFER 2¢

1)2017 £ GMP BEHIARE

R=Y)IH =45V LD Quality Culture DEXNFEH
https://www.boehringer-ingelheimjo/ 2t I &/ BB mBEAOEDIEHA /DA YT1HIL
Frv—ZEANDRNHEH

& . TNRADER. LB, BERDOLHIC

EBNRmEERITS

HEHEREZLEETD

aLVREZREITS

. —Avt}jb\. s

-[FEEEOTC -

"Bt AL

=>HEFRDIHIC

2017 £ GMP EHIHAR S

ANMEREBLZIX)TAONTFv—DEER BAXR-)UH—AVF IV LK &4t
http://www jpma.or.jp/information/quality/pdf/170915_5.pdf



http://www.jpma.or.jp/information/quality/pdf/170915_5.pdf

2)2019 4 GMP EfIHIRS

DAVFANNTFv—BBRRICEET VLD H #HAESEVLS

http://www.jpma.or jp/information/quality/pdf/190927 2.pdf
mEEREHOSSES51E

LR, BRBLWI-TtHEmROREETE MEEBKRL, EEEZRALIES
EHDREERDEZ AILIDAITANNTY—) 2R LE0OREERIC BUSMIE
FREL., TOBERICERDEATENFY . & 83 AR E RS LN
YLIDA)TADNFo— DR Sh TWSIREER ? (BIEITASRKE) -
#HE—ANVENDNEZZEEZL., MIEL - HI-TBIOEE (TGoTV%., - MEER
ERITBIATLNEESN ENICR-OTHE - AANREEROHIE-1TEIZLT
V%

HEEEELTEZIOVWTRGEZS

FLTHEARNILTYTE R TID DRI A NIFEE LEEDHE A EHIEB TSN T
W&ET,

Tld. ARATOD FDA DG EXLEFERER TH LR NET,
1) Quality Culture Wins Over Compliance by Guy Villax
https://www.americanpharmaceuticalreview.com/Featured—Articles/187437-
Quality—Culture—~Wins—Over—Compliance/
No longer will FDA focus solely on compliance. Pharmacompanies will be recognaized

for excellent performance.
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Quality Culture;

The collective attitudes, beliefs and behaviors of an organization and of

individuals in the organization related to delivering quality pharmaceutical

products to the patient.
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2)Blog MHRA Inspectorate by MHRA

https://mhrainspectorate.blog.gov.uk/2019/02/28/quality—culture—learning—from—

history/

A strong quality culture is built upon:

knowledge of what is important, and how a process achieves critical quality attributes

diligence, by fostering awareness that everyone contributes to product quality, and

understanding that “my actions impact the patient and the company”

vigilance by individuals who know what ‘right’ and ‘wrong’ look like in their process,

and a mechanism for management to be aware of problems

senior management commitment to being visible and transparent in decision—making

so that positive outcomes can be seen from the diligence and vigilance efforts. This

is more than the company mission statement — it’ s ‘walking the talk’.
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3) Submission of Quality Metrics Data Guidance for Industry by FDA
https://www.fda.gov/downloads/drugs/guidances/ucm455957.pdf
B. Quality Metrics that FDA Intends to Calculate

The following set of quality metrics that FDA intends to calculate based on industry

reporting was developed with stakeholder input. FDA used the following selection



criteria in developing the set of data that it is inviting covered establishments to
submit: (1) objective data to provide consistency in reporting, (2) of the type contained
in records subject to inspection under section 704 of the FD&C Act, and (3) a valuable
component in assessing the overall effectiveness of a PQS, within reasonable limits,
and in a reasonable manner, while avoiding an undue reporting burden. FDA believes
that these quality metrics data, in conjunction with other data accessible to FDA,
provide important information about operational reliability.

Using reported data described in the following section, FDA intends to calculate
quality metrics for each product and covered establishment, where applicable:

: Lot Acceptance Rate (LAR) as an indicator of manufacturing process performance.

LAR = the number of accepted lots in a timeframe divided by the number of lots
started by the same covered establishment in the current reporting timeframe.

: Product Quality Complaint Rate (PQCR) as an indicator of patient or customer
feedback. PQCR =the number of product quality complaints received for the product
divided by the total number of dosage units distributed in the current reporting
timeframe.

- Invalidated Out—of-Specification (00S) Rate (IOOSR) as an indicator of the
operation of a laboratory. [OOSR = the number of OOS test results for lot release27
and long—term stability testing invalidated by the covered establishment due to an
aberration of the 227

measurement process divided by the total number of lot release and long—term

stability OOS test results in the current reporting timeframe.28,29
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