
MEDICAL DEViCE SINGLE AUDIT PROGRAM

DEKRA Certification B.V.

Meander 1051
6825 MJ Arnhem
Netherlands

Attn: Brent Anderson /

Sr. Project Manager

RE: Recognition as Auditing Organization under the Medical Device Single Audit
Program (MDSAP)

Ref: 201 8-02-07-DEKR-REC

Dear Mr. Anderson,

Considering:

1. The Statement of Cooperation among the United States Food and Drug Administration

(US FDA), the Australian Therapeutic Goods Administration (TGA), the Brazilian Health

Surveillance Agency (ANVISA), and the Canadian Health Products and Food Branch

(Health-Canada) regarding cooperation in the Medical Device Single Audit Program

(MDSAP), signed in Manaus, Brazil on November 27th, 2012;

2. The MDSAP Functional Statement (Document #: MDSAP P0001. 002) among US FDA,

TGA, ANVISA, Health-Canada, and Japan’s Ministry of Health, Labour and Welfare and

the Japanese Pharmaceuticals and Medical Devices Agency (MHLW/PMDA);

3. The assessments of the compliance of DEKRA Certification B.V. to the requirements

set in the IMDRF MDSAP WG documents N31 and N42, performed between 201 5-12-11

and 2017-09-15, as listed in schedule 1;

4. The recommendation from the assessment team leaders; and

5. The review of the assessment file by the Technical Review and Recommendation

Committee and the endorsement of their decision by the MDSAP Regulatory Authority

Council.

1 IMDRF MDSAP WG N3 - Requirements for Medical Device Auditing Organizations for Regulatory
Authority Recognition

2 IMDRF MDSAP WG N4 - Competence and Training Requirements for Auditing Organizations

MDSAP AS F0017.4.004 Letter of Recognition 2016-12-20



MEDICAL DEVICE SINGLE AUDIT PROGRAM

TGA, ANVISA, Health-Canada, MHLW/PMDA and the US FDA, as listed on the Schedule 2,
decided to recognize DEKRA Certification B.V. as an auditing organization under the MDSAP.

This decision by the signatories of the Statement of Cooperation and the MDSAP Functional
Statement, on 2018-02-07, takes effect the same day.

The recognition is conditional upon continued compliance with MDSAP requirements, and the
additional conditions documented in the Schedule 3 (if any), and is valid for a period of four (4)
years starting on the date of decision and expiring on 2022-02-06.

Note that the effectiveness of corrections and corrective actions for the following
nonconformities will be reviewed during the next surveillance assessment or witnessed audit:
- 2016-07-29-ANC-DEKR-01 (CL1)
- 2016-07-29-ANC-DEKR-04 (CL1)
- 2016-07-29-ANC-DEKR-02 (CL1)
- 2016-07-29-ANC-DEKR-03 (CL1)
-201 7-07-1 4-ANC-DEKR-01 (WA2)

Maria Angela
:‘::::

A fl 0ANVISA ..i,g&aua raZ
Od 20180216090511.0200

Maria Angela da Paz:
Chair of the Regulatory Authority Council
Date: 201 8-02-07

Assessment Program Manager: Marc-Henri Winter, Staff Fellow
Postal Address:

U.S. Food and Drug administration
CDRH/OC/DICO
10903 New Hampshire Avenue
Bluidirig 66, Room 3615
Silver Spring, MD 20993 - USA

Tel.: +1 301-796-6097
Email.: marc-henri.winterfda.hhs.gov
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