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MHRA
MHRA GMP Data Integrity Definitions and Guidance for Industry March 2015 (2016/3)

FDA
Data Integrity and Compliance With CGMP Guidance for Industry DRAFT GUIDANCE
(2016/4)
EMA
Good manufacturing practice (GMP) guidance to ensure the integrity of data (2016/8)

PIC/S ()

GOOD PRACTICES FOR DATA MANAGEMENT AND INTEGRITY IN REGULATED GMP/GDP
ENVIRONMENTS (2017/2K&T ZHRERIZFZ T FEESEH)
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* The degree to which a collection of data is complete, consistent and accurate
(FDA Glossary of computer System Software Development Terminology (8/95))
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Abstract™ HRDOE L OHIRICBNWT, JAIRXR—ADT 71—
In December 2014, the PIC/S Expert Circle ran a FOMAAEFEFRIML TWD I L % KB LGMPAS
QRM training event at PMDA. This was the first S e "
major PIC/S training event for regulators hosted by ZAEL T 2 &) FEE R L 2PIC/SIE, QRMIC
PMDA following Japan's joining PIC/S in July 2014. B9 5T A/8— M — 27 )V AFKIZL, 200647252011
It was also the first of three such events being run 5 P SRS -
for GMP inspectors (in Japan, US and Europe) and it el O A oD
focused on moderately advanced QRM. The 64 HEEDOML—= VR E L BICEEREFZT K-
participants were regulators from almost 20 countries, FHEODY) AT NR—ADT T O—F %M L1 TD
including trainers, and all of them were involved in > fign 5 :: RS
GMP inspection. From Japan, staffs from MHLW, # QRMOGEHICBIBEFE~OLMEL—=>7
PMDA and prefectural governments were DIRMED D, 2 RQRMI F A/8— FH— 27 )V &
participated. The training was a great success and 20124\ 2837 L 770
much sharing of knowledge occurred. This event
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PMDA International Strategic Plan 2015

Introduction

*PMDA’s primary responsibility: Providing a reliable environment which affords quicker access to more
effective and safer medical products

* Change of environment surrounding PMDA: Globalization of research, development, manufacture, and
distribution of the products, Expectation to PMDA for International Contribution

VISION | To contribute to the world through regulatory innovation 3 Visions
Vision Il To maximize the common health benefits to other countries/regions
Vision Il To share the wisdom with other countries/regions

Strategy 1:Taking the lead, and disseminating the information around the globe

=» With be Established “Regulatory Science Center”

Strategy 2: Promotion of international regulatory
harmonization and global cooperation

Strategy 3: Increase « “ficiency of inspections that may 5 St rate ies
C lead to fi* .re international work-sharing 8
strategy 4: Contribution to international regulatory harmonization activities

Strategy 5: Provision of information and training programs that are
essential for building regul>*~-, __..uciey ... . ~*mer countries

=» \With be establishe®“Asian Training Center”

e Cultivation of human resources Solid basis to implement strategies
e Strengthening of translation, dissemination of information, 44
and information analysis



Roadmaps to implement Strategy 3

3rd Mid-term Plan 4th Mid-term Plan

In 3 yrs In 5 yrs

FY 2015 | FY 2016 | FY 2017 | FY 2018 | FY 2019 ~ FY 2023

Increase efficiency of inspections

Strengthen PIC/S activity

Conduct co-trainings and inspections with :
Review report exchanges

Asian Regulatory Authorities

Take steps towards MRA sign-offs

QMS

I |
Review report

exchanges

Promote up-skilling of inspections / conduct of co-inspections

Strengthen MIDSAP activity

GLP

I
Actively lead OECD/GLP

as a chair |

Promote equalization of inspection skills within OECD

GCP

i
Plan a model for mutual use of
US/EU/J3pan inspection results Set up a platform for

. : - GCP cooperation
Conduct workshops in emerging countries, and i

promote mutual acceptance of inspection results
1 1 1
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PMDAMSHIIL TULVNBPIC/S GMPH A RS A U #ITET1E £

« Annexl (BEEERIE)
1IE5|E0)13 A4 DERET
c BB IEN I3RS T WG:
HARSAZEERT 51612, FRETT
e ATMP WG:
Aide-MemoireM FZ 7 MERLH
ATMP : Advanced Therapy Medicinal Product
* Data Integrity WG
WGHILHE EMY ., HASA DIRETH BHLA
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Annex1 ET DL E

2015.02.05 PS/W 1/2015
Concept paper on the revision of annex 1 of the guidelines on good manufacturing practice —
manufacture of sterile medicinal products ®’4. Proposed timetable’ &V

« RETAE
EREMERAZOBEMMESICAILI-RBECHBERIIR VA GO E
ANnb
« RuTa—)L
2015438318 :/\J)wHaA EARR
201545 A : PIC/S Committee TDTAAAYI 3
201546 8 :GMDP IWG TOD T4 Ahvi 3>
2015F6 A ~98 MtDIWGTHDTARDv 3y
20155108 KT HAR AU HAT
2016548 /Ty oA NEAR
201656 8 :GMDP IWG TOD T4 Ahvi 3>
201647 B : PIC/S Committee TDTAAHYI 3>

XIFEE R T2015F10ARITFEDRFSI TN ARSAUIEREN TG
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Annex1 B EIFDEZBLDOAR

c BETERIELLTHEICEELEZEZADNIRET=42)2T RUA8H
H. moEMichHhds T IL1—X /ZTA’E %8 . ANNEX 1585
MNICADD =T, BT THARSAVDIEEDLEMTARE

BHRTDRETZ1To7=,
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vVUSPLIM6 > ICEEE SN T=FERINEDEZFDEADFAE
v'5 4 mODRLFDRIEDHEMY

VSUSHDEFERIZHBDIVRIBRUVHARSAELTREBITAETAE;
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IEREESEWG EEDE=R

- I87f. $5IHE1E 5 ¥ (Critical, Major and Other) D E
#£1d’SOP for PIC/S Inspection Report
Format'(P1013-3)@’ DEFINITION OF
DEFICIENCIES TO BE USED IN PIC/S
INSPECTION REPORT IZESH BN TLYS

« PIC/SIIB BB THIEMEBEDEZFEEILT DT
1. Classification of Deficiency®WGHFH EL .
‘PIC/S Guidance of Classification of Deficiencies’ @
ETICHITTERTEHTLNSD

« BZARMDPIC/SIZIBBLTLLE., BRWGITAV/N—FE
LTSmLTLS
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PIC/S GUIDANCE
GOOD PRACTICES FOR DATA MANAGEMENT

AND INTEGRITY IN REGULATED
GMP/GDP ENVIRONMENTS

2017/2/28 PIC/ISINEB&4ABEIoNERFHEKRT
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