C-CAST

T H Y%K &1t E #EWebiner2025

+TXIZHITS
T—B3ATT) T4 A DEEEIR

WEEER 2025548188 (&)

KIAES% V—-Fv A
C-CAST REx E -

CORPORATION




C-CAST

MR B— (RELES (TALSG)

/ BiEnERER ST At \

Al ELZEDOSEZRT. BRVATLIVOZT
ERATLIAVHILTAVOTHE &

BEHEEME =
ANIARTT7EERRPIRE LEWMREAVYILAVE

NRIBEE SRR 7FURE
klﬁ’fis Bt o—F v A KK /
BESSER
7~ -~ 4 .o N— N = =1 ISPE@%*%*U%%
EHEIavEL—2BELA(FSAVIBRFERSR BIZEAR COMMUNITTEEEI-
“ISPE/GAMP % /I\VI7A—5LTEE R OF THE YEAR (2011)

-BARPDAREZSE BFRERK-BFEL4TASE nElIZEAER
-HABHEHTEE FBR(CALEESTEAR)

BRREHF

B4d EXSSERRICETIRHWGER (RX)
BAEEEME EXELLERRCETIRHWGEE (Bu#) g
-E%4ERESIEHEFRRHT EFELIOC/MBIZAR N T
BEE A AT RN BRI (A BB ORLERREH AT SRERR) orsanicaz /RN
BAEEREET RO\ F— L  RHER T —

\ISPE (EIRSSUE R L) B AABES ESARTFURNRE 2



= R A7CSVH A KTGAMP5 | R {TIZS H C-CAST

CORPORATION

nnunnwladunmants

Shon Wy 3

This work w.lf, On e @nd

GAMP COP Counciff

':-\!_rl.

Guy Wingale

Andaers Brédesen | |

Rory Budihandoio
Chiris Clark

Paul D'Eramo

Migls Holgor Hangen
Paige Kana

Makolo Koyazaki
Tory Margakts
Kanichi Ogihara

NIT Building Spflems AS -,Ll"uu rJf GAMP hl-:m:ln-::h .......

GilaxoSmithili

Biiairingar

M-H":}l ks Assooi II-H"-
Mewmura Basaanch. |Fesdi oty L4 l;l!_',.l'l.n r of GAMP J..-'|'1.l1r|

Arthur (Randy) Perez
Peter Robésrison

Anthony Trill
Seon Wy

P aris PR e e als Gorp. (Chaer of GANP .ﬁ.mnnr S
Asirg l?l}l‘l-e:{ A (Chair n-f G.ﬁl‘. p E o)

MH'FL# { LK)
Canformity Lid

| [GAMPEXIZEES 0)&5}/1\— |

[GAMPSHiREE &I F—ITOH
ZREREBR¥(20095%£38158)

'GAMP Japan Steering Committee

- Nomura-Research Institute Ld: {C‘harr}

Yuichi Fujita. ...

HI’OERI Fukawa

Rika: Na:tn

....................

- Toyo Bngineering. Corp. (Viee Chair)..
| Kajlma Corp. -

: Nﬂmura Research lnahtme Ltd

...................................

GAMPSB AR B &E R

200943 A58 6847 —F— LR 3



BREHEE

C-CAST
AVEaA—SERTLBIEEBRAANSA IBHE conronarion
HEE CSV &5
ZFRE RI BE (HAEEF#EZe2wEEZHESE WRER)
ijn—ﬁfbgﬁ&iliﬁéﬁ;j:;?ﬂ% BIZEER HE £ (HABREEWTFES, KASHBHEEWIER)
e e > S peaat z B &I B (o—-rEEEXSH)
o £F A K#l HE (vRERREH)
£ B ABBEBE GABRREGTRES BSHHI TS b7 2 )
£ 8 B E¥F (RABRERmES, HERLSH)
Z B TH B (pARERAST)
£ 8B W el (KERGTEREH)
£ R ®BE i (7AT T ARFEHRRESH)
£ B BFK B (AAEELEELER)
& e HH 15 (F%RH, HinRERASH)
BEFBAENAVE1—SEI R T LBES AR FA R I DR COMICHTFRHD S 58500

AT #A24t CIES




PHARM TECH
JAPAN

Veldd Mo 2018 IENEREFIR
.- - - Aa———

N FEI0FIA0E Q%
1

7"’-94 7Y 'J TG

—RIBLATRITHEL Bk

ﬁ—/

/g:l#% E&E AE
&
EELEREISRLEHE
EAT/\O7—<#RAEtt
b MSD# X &1t

. Meiji Seika 77L&t
ERRFHRASH
\*%it%#ib—-#vzh

Nt shz K
B XK
i E 7 N
#HH BK

Bz XTI

R FE—K

T FT ) TREOAREL

SEOEEZEERS
B A AR NHE 8h2 &
REFAIr—TRA R ‘Ei‘ﬂ j{ﬂ K
MOt EIRE R
Meijl Seika 7ravnian SEH §E E
BERERL iR XE =
WEtf e — $pRk ﬁﬁ 'ﬂ-ﬂi ]

DIHGAG S T T390 F

| kHeMaEpdorn EL S, RaRi =
A FOERTT, KHREESLL ML e
ek, [#— 74 e orps s MEOERETROM
RE] ERLT, BHOKRELLF AN v FR >
fHARET, FLEFS G PR oT g
"Ll EATTE FEEFOSARLEDS,
AT TRE A TE-SREEE LS FNE £ Ay o

- d o HPXUP g (DD OEEE, ML N M
L v T - h’}iﬂ..-:ﬂl-}lfﬁ!"ﬂ-’ L33
b2 R RSB OnR, LERNE—S—nk MeMEL TS PIC S & GRS { ¥ 4R

BP—FEFALRY, RITSTrimms. B
RS GBS T

-, RECALGNBLAERTL, RlF— FoRK
FOEEAL FHEORBAEELTWET, 351

vl BENIHE TP -
|“11Er shizz ki, 2T %daERVET
S MOMEIEEE TR EEL
FHIEL, B AR FahV e P "-':"J'-'-'“'-

TN ¥FrR
Ex
(BAR)

ST

AUEE*“

Fiudo HATEAGE

A E ik

FEMDY, B ERoIT Dy,
Mmoot h, RERE B 0

MI IS (MHRA) &5 DEMT LY &l
ReTEhLZERRERL. FDASWHO

ol o i
T LT tdf

] |HHE.H.I"II’.3ILH’H.H & Wold Nod 2 ¥

PHARM TECH JAPAN 2018438 EGEFiETIS




C-CAST

<P

j(\\
(,‘f*
5

i/
=

1. T—R34T7)T«
=F—ADEEH
—EBRDBE = ERT=7FFR T ~—




C-CAST

1.1 T—ARICBEET HRIEEH &
T—34TT) T4

a, /?i-’
.



T—HICEET D

PINDE VAN =2E ] c-CcAST

NERFBEENEX—7
mﬁZF—Q&éh

NERNFREEE
ERERGIER T — S i v

EARFIRTT
ANIERE
FEENSDT —HlSh « 35

F=RLTI)T1

\ BIET —S1RDE

EARFEIEX—7

.WX?EEQU:% I

T -l

ik — 3
mEagmim n 7 e

lWX%%EE%

BFSGEE T — i
YNYE=H YLV

MERIERRE

maisiREa (RERERD


https://www.nikkei.com/article/DGXMZO57204620V20C20A3EE9000/

EXGEXCRDIEESH (85) oot

AL

KEDY TR v DI X—=ADFDADSCGMPER ZIERcN. £BZ0UN,
=RERNICIHE FILOEEZDNDATEE, (20058)

GMPERDEBANBIIDIEEREANDEER EEFT—H EOFIROF—E

CR#t

KEDZFE OISR, FDABRICKDREHEDT —FHSADERIN, TOUE
STEDNMBEICKDESNENFHTT, 2005F~2010F([C[AMER TRt LIZ DMITHEROHE
N RFBEIC NS CliE,

- AERERICHITDENIT. BRDLEBIRHASA

- GEHEREZWIC I ICHDFERDIE S DS AN IEERE
QFLF201 2F ICRIE,




EXREXICRDIEEEM (BAKOBD <So5T

W27 FIMRAEAICRE T DEREZIB/NZE L. FAENHEE,
WA LEDP
» NESCIRZXRI T DIZHONFOERNER D2 R DELECIHE EIFAL
* BISECIRDN. NEZ UICEIxZIRETED. HDAVNEEULE A D,
« EUBZDAMZRET L. B EHZRICEIREBZRIZ D,
« EPMUTNBBEICT 1 VI, BEDGHZESIHZ D,

W25 NEEATANERIEL. BBRZ2E2JHRIDIE T, ER<DHTER

ERNNZEDRUTERZ] Saut#l,
EHiEIHEEEAREDO110BEOE LWLDZTR U,

W5, TFAINEZLGEHRATHO> CEETIIRZN, TEOEGERBNLSE
DCEFIHFENEL EEULIERE,

& &

KL DEEE « BEFEEN

10



BEEEEAN

C-CAST

CORPORATION

VARBOWME(CDWLT
(B SRAE)

TR284F 1 H15H ZEFEMFE011558E35
EESGEEEE - EEHERERIES - HENRRR

MERRER A\

(m]]|

| EERICEIUVAMEEEORIEICOWLT ] (pMD AszE:D)

B SEEEOBE & GMPAS AP BT RROESE

SRR - FEEFHENmARL E8FE WEEVYHEERRS
EIESOAREGSEARAOR SR (8% - Fx - RE
= MEESEEA

aF2
e ﬂE?ﬂﬁiRUﬂﬁﬂ!EﬁﬁﬁEﬁﬂ‘__
i wﬂﬁm R

FESHREOREREAN

FEAERRE 02095 1 5
&+ fn 3 % 2 A 9 H

FEEMREETER (R) R B

A%,

EASBEEE - AEHERRREE - HEIRAR
( A ! -l W )

F%mmﬁLﬁ%ihfécmpg ENEAE
EE A BEOREREEIZOVWT

E%uuw@ﬂ;l@*ﬁi BWT, &RE fﬂﬁg)féb‘[%%uuﬁ%ﬁ BAL, 34




C-CAST

1.2 T—R34 T T4
HAS X (MHRA) DFEHA

¢\ Attributable
T

12


https://www.pharmout.net/pharmout_working/wp-content/uploads/2016/04/ALCOA2-3.jpg

MHRA (&

A )

233) GMPEROD:

8

|}

BEIREHK

C-CAST

CORPORATION

H20145F10R.

REEIABECGMPERICRITIEHBIRZAR

WEESFREICRITIBUHRNMES VTV I ZEERIICFMICLURN— K

Medicines and Healthcare
Products Regulatory Agency

MHRA

Regulating Medicines and Medical Devices

GMP Inspection Deficiencies 2013

Review of Deficiencies Observed in 2013

-

MHRA : GMP Inspection Deficiencies 2013 1)

Detail of Site Types with
Major/Critical Deficiencies

INSPECTIONS WITH MAJOR/CRITICAL FINDINGS
UK Overseas
Inspection Category Inspections with | Inspections with e, @0
GriticallMajor |~ Critical/Major

Findings Findings
[Manuf import 60 (28%) 26 (13%)
[Sterile 6 (3%) 9 (4%)
IMP only 7 (3%) o
[ms 24 (11%)
| 10 (5%) <5 (<2%) s
Biological 6 (3%) <5 (<2%)
[Contract lab 16 (%)
|Radiopharmacy/PET only 5 (2%) OverseasInspections by Type
|Herbal <5 (<2%)
|Blooa or Plasma 11 _(5%) -
[Blood Bank 21 (10%)
[WL (with MS for unlicensed import) | <6 (<2%)
PLPI <5 (<2%)
A0 <5 (<2%)

174 42
216

—2 p——
Note: Values in brackets give % relative to the 216 inspections with "
Critical Major findings

+ Areduction in the number of overall regulatory action (IAG) referrals in 2012 and

+ The implementation of MHRA's early intervention ‘Compliance Management’

2013 is apparent when compared to 2009 to 2011 inclusive, however, at present
it is too early to conclude that a downward trend is developing.

process in April 2013 avoided the need for regulatory action referrals in 9
inspection cases.

IAG GMP Referrals per Year
i3
35
2 ) 20
30 5
4 24
25 23 o 2
WAIIAG GMP Referrals
20
15 Pharma Related Referalls
0 W Blood Referrals
> b - 3 §
5 2
~
o .
2009 2010 2011 2012 2013

13
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Ratio of Occurence of Deficiency
when a Major Deficiency is Raised

2.27

2.12 2.13
1.832 1.87

——

2009 2010 2011 2012 2013

0.15

0.1

0.05

Ratio of Occurence of Deficiency
When a Critical Deficiency is Raised

0.13

0.09 0.09

0.07 0.07 %

2009 2010 2011 2012 2013

Ratio of Critical Deficiencies

BRICHRITDIUT 1 NDIUXI v —RESICEELT

— XY p—IERMEBEDEISIF2009FN 5D LTUND

— DUF 4 DIVEFRFBEDEISIS. 2013FUFIDAFERE S LEEN—FETHHOIEH
2013 (CIENLTND, COENET—=IAVTT )T 1« DIEFEICELD

MHRA : GMP Inspection Deficiencies 2013k
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Areas for Attention

+ Based on review of the observed deficiencies, upcoming changes to
GMP legislation and information received from other authorities; the
following areas have been targeted as priority areas;

— Data Integritx gDIz

-‘_;f - Dl issues, both as a result of bad practise and to a significantly lesser
] extent intentional fraud, have been observed across all geographical
locations and sectors of the industry with some very high profile cases
being observed recently. There will therefore be a focus on this area
during inspections in the near future. In addition;
— the MHRA has communicated an expectation that companies will carry out a
routine effectiveness review of their governance systems to ensure data

integrity and traceability are maintained (see MHRA communication issued
on the 16" Dec 2013)

http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/
GoodManufacturingPrachice/News/CON355490

B9 Sl

- T894V TU5F+ D)

T=I1ITTUT 1« DAL, BNBEDBREULUT, FLCFNICKE
BHHSEARETACZ LT, ZECOME, EXDHTRIRLTCND,
ZDH. BERANICFEREICCOREBICEE LT,
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MHRA GMP Data IntegrityDFEZR EERDICHDIHTA T VR ] EFHT

:MHRA

Ewguistirg Medicines and Wed

MHRA GMP Data Integrity Definitions and Guidance for Industry March 2015

Introduction:

Diata integrity is fundamental in a phamaceutical gquality system which ensures that medicines are of
the required quality. This document provides MHRA guidance on GMP data integrity expectations for
the pharmaceutical indusiry. This guidance is intended to complement existing EU GMP relating to
active substances and dosage forms, and should be read in conjunction with national medicines
legislation and the GMP standards published in Eudralex volume 4.

The data govemance system should be integral to the phamaceutical quality system described in EU
GMP chapter 1. The effort and resource assigned to data govermnance should be commensurate with
the risk to product guality, and should also be balanced with other quality assurance resource
demands. As such, manufacturers and analytical laboratories are not expected to implement a forensic
approach to data checking on a routine basis, but instead design and operate a system which provides
an acceptable state of control based on the data integrity risk, and which is fully documented with
supporting rationale.

Data integrity requirements apply equally to manual (paper) and electronic data. Manufacturers and
analytical laboratories should be aware that reverting from automated / computerised to manual /
paper-based systems will not in itself remove the need for data integrity controls_This may also

Z D&, %‘éuéh?‘ <DHAT VAN
BsaziR. DIOER |

procedures) and technical (e.g. computer system access) controls applied to different areas of the
guality system. The degree of effort and rescurce applied to the organisational and technical control of
data lifecycle elements should be commensurate with its criticality in terms of impact to product guality
attributes.

Data may be generated by (i) a paper-based record of a manual cbservation, or (i) in terms of
equipment, a spectrum of simple machines through to complex highly configurable computerised
systems. The inherent rizks to data integrity may differ depending upon the degree to which data (or the
system generating or using the data) can be configured, and therefore potentially manipulated (see
figure 1

edicines and Healthcare
| Products Regulatory Agency
aee

16
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