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Home | Food | Drugs

Medical Devices

Home > Medical Devices » Intemnational

Program (MDSAP) Pilot

MOSAP Documents
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U.8. Food and Drug Administration

Protecting and Promoting Your Health

Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Programs » Medical Device Single Audit Program (MDSAP) Pilot

Japan joins the Medical Device Single Audit
Program (MDSAP) June 23rd, 2015

f share in UNKEDIN | @ FINIT | & EMAIL | 8 PRINT

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
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 Sanitaria (ANVISA), Health Canada, and the U.S. Food and Drug Administration.

Through the MDSAP Pilot, MHLW and PMDA are willing fo confribute in ensuring appropriate Quality
Management System (QMS) and other regulatory requirements are being met by manufacturers, with effective
resource allocation, while sharing knowledge and experiences of assessment of auditing organizations with the
requlatory authorities, based on the more than 10 year's assessment experiences in Japan.

QLT

Press Release

Medical Device Single Audit Program Pilot ICIEXSM L ET
~ERRHIOT. EREFEOREHRREHEE~

HEBRGAEE L LT, 2014FEIANGXKE, #T4, 7

EREER /UHHFEIF e

—ARFVTROETZINMILEY ‘\TD P (Medical Device Single Audit Program ([E
7a 73 .k) ) Pilot] HFETHICEAEINTVWET. KB, XET
NHMDSAP7 +—F LDHT, BARLERAV/S—L L ft, =4

LERBLET, SHLEVEFEHOTT, LY —RBOER

EMELTEV Y £

17




FH%RE (CHITDEAF

MDSAPRERE DT - 55%E

MDSAPREDERR

HARD ZNE CTOHUGHA
MDSAPRERERDAEZ A



Pnda BHBIZFBDMDSAPADIARF

A—ZRSUF
AR B DS (TS BAELE L CMDSAPRERE B % 55,

BhF5

FSFEBDQMSERBIENDESHERDFEE U T ARH(CED AND.
20174, 2018F=BATHIEIE U T, 20195 TERI1TI Do

Z£% . Transition Plan for the Medical Device Single Audit Program (MDSAP)
http://www.hc-sc.gc.ca/dhp-mps/md-im/activit/int/mdsap-trans-notice-avis-eng.php

J52)L:
IS5 RAM » VEERDORIEZEE (T I BANVISADGMP CertificateF1(T
(CERUTCANVISAOBEER(CHAX T. MDSAP#IREE/ MDSAPEEEFE = FI| FH

95, CNICEKD. GMP CertificateFIT 7O AN TUR{E =N D OEESE
73\‘@50

XU
BERABOREE U TMDSAPBHREGEEZ{ED, 19



http://www.hc-sc.gc.ca/dhp-mps/md-im/activit/int/mdsap-trans-notice-avis-eng.php

" 4 HF5 DEE

Transition to the Medical Device Single Audit Program (MDSAP)
"MDSAPA\DIZIT"

The MDSAP transition deadline of January 1st, 2019 has passed and
Health Canada received over 3000 transition submissions or MDSAP
certificates, representing just over 90% of medical device manufacturers.
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https://www.canada.ca/en/health-canada/services/drugs-health-
products/medical-devices/activities/international/transition-medical-
device-single-audit-program.html
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Bection 1. Audit Information

Auditing Organization

Audit Report Ref Languages used during the audit
|Audit Team

Audit Starting Date Audiit Ending Date Duration of Audit (in auditor-days)

|~ | Team Member

-+
(| Role [ Lead Auditor [ ] Auditor ] Technical Expert  [_| Auditor in training

Affikation (" AD Employes (" External Resource: Organization

[] Observer [ Interpreter

Gection 2. Audited Facility

Name of the Audited Facility

Street Address

Address Details (Bulding, Appartment. Suite #,.._), a5 apphcable

City State/Province Zip Code

Contact Person Name Title [Email

Senior Management at the Audited Facility (Name and Trtle)

MDSAPF Facility Identifier

Country

Telephone

Facility Identification Number{s) - if no number or fiekd is not applicable, indicate MA.  Link to RA databases > Austalia | Brazil | Canada I Japan | usa
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