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A U.S. Food and Drug Administration

Protecting and Promoting Your Health
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Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products EE%@J% P R |

Medical Devices

Home » Medical Devices » International Programs > Medical Device Single Audit Program (MDSAP) Pilot

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

WMDSAP Documents

f sHere in LNKEDIN | @ PINIT | & EMAIL | & FRINT

Medical Device Single Audit Program Pilot ICIEXSM L £ 7

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 ~EEBHDT. EERBOLERRETEE
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 Vigilancia Sanitéria (ANVISA), Health Canada, and the U.S. Food and Drug Administration.

FOMERRCET2ERGAHED L LT, 204F1ANGXE, T4, £
TROTZ7Imizk Y IMDSAP (Medical Device Single Audit Program (/=
-WET 077 L) ) Pilot] PEATHICERSATVET, KB, XET
"r)l;:)\'ng \P'7 =7 ADHT, BERLERA V=L LTESrY

=% L Y. SHEBAEBOT T, LY —BOEREROM

Through the MDSAP Pilof, MHLW and PMDA are willing to coniribute 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
regulatory authorities, based on the more than 10 year's assessment experiences in Japan.
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Transition to the Medical Device Single Audit Program (MDSAP)
"MDSAPADIIT"

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.

“MDSAPADIZITOHAR T 22019F1A1BMBE . NLALFTH (FEEKSS
HEEEDION TR S Z L Z2FK I 30004 EDBITEHEGRH U < (IMDSAP:R
sIEZR(THRDELR, 7

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
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Duration of Audit (in auditor-days)
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(—| Fole [] Lead Auditor [ ] Auditor ] Technical Expert

Aifiiation (" AD Employes (" External Resource: Organization

[] Auditor in training

[] Observer [ Interpreter

Bection 2. Audited Facility
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Senior Management at the Audited Facility (Name and Title)
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Australia - TGA Brazil - ANVISA Canada - Health Canada
Other Jurisdictions

Contact Person Name Title [Email
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