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Japan joins the Medical Device Single Audit
Program (MDSAP) June 23rd, 2015
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Medical Device Single Audit Program Pilot [CIEXSM L E T
Japan's Ministry of Health, Labour and Welfare (MHLW) and Pharmaceuticals and Medical Devices Agency
(PMDA) are pleased to make the announcement that Japan officially participates in the MDSAP Pilot, which ~ E[ﬁt{,’,j} NT. EEHBOLEERLZEE
definitely underscores further commitment of MHLW and PMDA to the international cooperation, including
regulatory convergence in this field, with Therapeutic Goods Administration (TGA) of Australia, Brazil's Agéncia
Nacional de Vigildncia Sanitéria (ANVISA), Health Canada, and the U.S. Food and Drug Administration.
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Through the MDSAP Pilot, MHLW and PMDA are willing fo confribute in ensuring appropriate Quality —= \' iié_ii:“lﬁ; o Eﬂ, iﬁ \\ ks 7 'O‘H%] ﬂ = f *\&J LEE &4—
Management System (QMS) and other requlatory requirements are being met by manufacturers, with effective I RUT 7 VNI . 1DS.'\}‘7M F]\4Ldlfdl Device Single Audit ngram (E
resource allocation, while sharing knowledge and experiences of assessment of auditing organizations with the FHBE—R/ET 2/ 7 L) ) Pilot) ATHICERA SR TVWET, K| KED
regulatory authorities, based on the more than 10 year's assessment experiences in Japan. ¥ FUDCTITHILAMDSAPY +—7 LAD5 BALERA V=L LTE TS

FACBMTDILERALET, SHLVAFEBOTT, LY —RBOEREROM

BRRERELTENY £,

18X,




Linda MDSAP M 431

MDSAP = Medical Device Single Audit Program (EE#SHE—RAETOSS L)

MDSAPZ INEAQMSEEE RS (MDSAPEE MRS ) L F i@ -2 FEL.
FTDEE—TFRREIZIHFRETSHEELIZ. MDSAPSRAE#BE AN ERL-QMSE]
EEE (MDSAPIHEHREE) DEETOEAZBET

O MDSAPZSMMEMNMF AL TOMSHREMEDEZEE -BEEX1TO. SMED

X

X

SHENEHEDEREE FRHEIHB) NOVMSTHAEHME~NDEREER GIA
RE)ZERT D,

ZENPENZTNEELI-QMSTHEHEZ. HEIZZEHED NNEDEE
HRZEZITAND) RAEX—L (MRA, HEAEE) TIXALY,
REIDISO13485: 5 A F— L (IAFRF— L) DERFE - BEI2Z (T ANDS
HDTHELY,

O QMSHBEMEHNQMSHEEEMT HMIC. EHEDQMSEHEH/ —

X

LI-EAEZ>—EIZERT 5,
HhEOQMSEHIZEDQMSTHEBEFERDMBEZIT AN TIIELY, (&
E+NhFNOQOMSEHIZEIRHABENTHLNS,)




£ o MDSAP DI E

MDSAPSINE (FR&HI4 )
B e o || BE
@%mlwos Zhgﬁgﬁm

ORI 5%, OMSIIZMA O3l
£ 5 IS th o

(EV[EATH—/\—)

MDSAP:H & # B ="
(PilotD R, AFH TRHON TLBBEREILIRH) Sohagned Lk
LNE/G- =<
e
QMS QVSTAE : EAHSE D REREROD
= - DIRE, BEEERH LB
ENTNEREL TS,
B—E DB
Manufacturer st e

(BT, Wt EH)



Pnda MDSAPEREHE D EHE

umi
1

)

MDSAPS &SI x9S FE{ME%E
 ISO/IEC 17021:2011 (or 17021-1:2015)
« IMDRF/MDSAP WG/N3
« IMDRF/MDSAP WG/N4

>

= ﬁﬁa) -
S mmmr D> L0 s
RAT—I1: R4t Atlcxd 59— 8 7 ST
x9S H i A5 Rl
AF—S2 (At - FHITHT S
|9 R P i B2
AT—o2 %4t
o RAES3 Ei]
(BEYS/I)LT m——
272 Xt 2T IELTOX Sy Ot
EeR Sl 4% 54 Ry oXBI




£inda

MDSAP #HigHI =

MBE:BR. ZA)H A—RANSYT . HFEF.TSTIL

NKATH—/\—-EU. WHO

[22[EFRE) M EREEITED.

Regulatory Authority Council(RAC)

ARTOYUSLDEEZTEOHME. FE2ZDHKKRENS
BREN, BFREIF3FEBICHSEYTEER, EHHIZ(F

1

Subject Matter Expert Group
RACKYRREN T, 5 HNI-REITOVTRIT S5 IL—T

QMS Audit

QMSHHEDEY A
[ZDULVTHRET

T

RHERHROLBEDEHD
VAT LFFE




Linda ABDEE

e MDSAPMDIE

o MDSAPMDIRAE D ER

e MDSAPREHREEDAITHIZ AN A

o PMDAIZBITAMDSAPITE#ER DFER 5




Prda MDSAP Piloti=#1+ 55823

+ |1
£
\

b

QMSE;}?—_&IE
- 1S013485:2003
— Brazilian GMPs (RDC ANVISA)

— Quality System Regulation (21 CFR Part 820)
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GD211: Guidance on the Content of I*I
Quality Management System audit reports ‘
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Section 11. Audit Findings

/ [ZFzv)

1. Documented QMS 5. Extent of Outsourcing [X] 9. Management Reviews

2. Management Representative 6. Personnel Competency & Training 10. Device Marketing Authorization and
lZ Facility Registration
Izl 3. Quality Policy and Quality Objectives 7. Risk Management Planning and Review

|Z 11. Top Management Commitment to

4, Organizational Structure, Qualif
g ty

Responsibility, Authority, Resources 8. Document Controls

Description of the audited process or activity, and area (physical or organizational): Major changes observed? ("Yes ("No
The quality manual was reviewed to confirm all elements required per ISO 13485:2003 were documented. The scope of the quality

management system is explained for XXX Division, which includes other facilities. The QMS is designed to meet ISO 13485:2003, EN ISO
13485:2012, 21 CFR part 820, the MDD, TGA and SOR 98/282 requirements, RDC ANVISA16/2013, MHLW Ministerial Ordinance No 169, and
applicable ISO 14000 environmental management standards.

The scope and non-applicable processes managed by XXX is further described in the documented organizational responsibility,

which states installation activities are not applicable due to the nature of the product manufactured by the company. The document also
explains active implantable medical devices and implantable medical devices are not manufactured. The company provides servicing of

XXX, and customer property controls have been established. Documented procedures for each process, including management review, are
listed in the referenced document matrix and interaction of these processes is explained with a flowchart. The structure of the documentation
starts with the quality manual, followed by divisional level SOPs. Lower level procedures and site specific procedures are established and
aligned with Divisional requirements. Quality records are the lowest level in the structure.

The job description of the management representative and the XX include the responsibility of reporting the QMS

performance and promoting awareness of regulatory requirements. The audit interviews demonstrated adequate training and experience in
the company and previous industry experience to support regulatory requirements.

TO0tRDEM:
MDSAP AU P0019.003, “MDSAP Medical Device Regulatory Audit Reports Policy”
(B &EH4) ICHE>TREE

MDSAP Audited Process 1. Management EH / aﬁﬁ%ﬂof:%ﬁgxb
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MDSAP AU F0019.1.005, “Medical Device Regulatory Audit Report”
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Nonconformity Reports
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Section 2. Audited Facility

/o MBS, EF, BRESSEREL. BANRERRSNEBENETE
MDSAPHREHREBDNRELGS-BEN—HTHEEHEELET,
RAB:
- MDSAPRRERHREE(L, 48 (QMS) B CII <R ERREA TRITShET,

- RN (REDHELFDENET)ELE—HLEES . GEOCODEZHRARTATEH
\_ &LdELAEEA, -/

Section 3. Audit Type & Criteria
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3.1 - Jurisdiction and Audit Criteria®JapanDIEBIZFz YIS A->TLVSH
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Section 4. Scope of Audit Program / Certification

Section 6. Audited Facility Description

Section 7. Critical Suppliers

Section 8. Audit History

Section 9. Exclusions and Non-Applications of Requirements in the QMS
Section 15. Summary of Major Changes to Audited Facility

>
>
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>
>
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Section 11. Audit Findings 1. Management:
» 1. Documented QMS

» 4. Organization Structure, Responsiblility, Authority,
Resources

1Ll

[ FROBEMNRAESN TS EZHERELET }

Section 11. Audit Findings

MDSAP Audited Process 1. Management

[«

Related Audit Tasks (check all that apply)

I 1. Documented QMS I [ ] 5. Extent of Outsourcing [ ] 9. Management Reviews

D 2. Management Representative D 6. Personnel Competency & Training 10. Device Marketing Authorization and
D Facility Registration
D e R el o D 7. Risk Management Planning and Review

D 11. Top Management Commitment to

[] 8. Document Controls Quality

I < 4. Organizational Structure, I
Responsibility, Authority, Resources

35
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Section 11. Audit Findings 6. Production and Service Controls:

> 8. Process Validation
> 9. Validation of Sterilization Process (RSB NIHE)
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Section 11. Audit Findings:

> 1. Management, 8. Document Controls (445675 . 68%)
» 4. Medical Device Adverse Events and Advisory Notices Reporting,
1. Notification of Adverse Events (& 45695)
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Section 12. Significant Deviations from the Audit Plan
Section 13. Obstacles

Section 16. Conclusions
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e FDA MDSAPHKR—LNR—:

http://www.fda.gov/MedicalDevices/InternationalPrograms/MDSAPPIlot/de
fault.htm

o FEHBEIDMDSAPITEFIEEZE:

http://www.fda.gov/MedicalDevices/InternationalPrograms/MDSAPPIlot/uc
mM377580.htm

e MDSAPIZEEF BHQ&A:

http://www.fda.gov/downloads/MedicalDevices/InternationalPrograms/MD
SAPPIlot/lUCM430563.pdf

e IMDRF MDSAPXZ:
http://www.imdrf.org/documents/documents.asp#imdrf
e PMDAMNR—LR—

https://www.pmda.qgo.jp/review-services/reexamine-reevaluate/reqgistered-
cb/0003.html|(H A&:ZE)

https://www.pmda.qo.jp/english/review-services/gmp-ams-gctp/0004.html
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