AO NAME
AO HEAD OFFICE ADDRESS
Attn: AO REPRESENTATIVE’S NAME 

AO REPRESENTATIVE’S TITLE
RE: Recognition as Auditing Organization under the Medical Device Single Audit Program (MDSAP)

Dear Mr./Ms. AO REPRESENTATIVE’S NAME
Considering:

1. The Statement of Cooperation among the United States Food and Drug Administration (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 assessments of the compliance of AUDITING ORGANIZATION to the requirements  set in the IMDRF MDSAP WG documents N3
 and N4
, performed between DATE and DATE, as listed in schedule 1;

3. The technical areas listed in schedule 2 for which the Auditing Organization has requested recognition;

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
TGA, ANVISA, Health-Canada and the FDA decided to recognize AUDITING ORGANIZATION as an auditing organization under the MDSAP.
This decision by the signatories of the Statement of Cooperation, on START DATE, takes effect the same day.

The recognition is valid for a period of four (4) years starting on the date of decision and expiring on EXPIRY DATE.

-Signature-__________________________
CHAIRPERSON NAME: 

Chair of the Regulatory Authority Council

Date:
Assessment Program Manager: APM NAME & TITLE
Postal Address: APM Address
Tel.: APM Phone #
Email.: APM Email address

Schedule 1: List of assessment activities supporting the recognition decision:
	Assessment Report
	Assessment Starting Date
	Assessment Ending Date
	Assessment Activity Type
	Visited Location

	
	
	
	Stage 1 Assessment
	NA

	
	
	
	Stage 2 Assessment
	Head Office

	
	
	
	Assessment of Critical Location
	Critical Location’s Address

	
	
	
	Witnessed Audit
	NA*


* Witnessed audits take place at a medical device manufacturer, not part of the auditing organization
Schedule 2: List of technical areas for which the Auditing Organization is recognized

	Main Technical Areas
	Technical Areas
	Product Categories Covered by the Technical Areas
	MDSAP Code
	Recognized for
(Y/N)

	Non-active 
Medical Devices
	General non-active, non-implantable medical devices
	Non-active devices for anaesthesia, emergency and intensive care
	MD-0101
	-

	
	
	Non-active devices for injection, infusion, transfusion and dialysis
	MD-0102
	-

	
	
	Non-active orthopaedic and rehabilitation devices
	MD-0103
	-

	
	
	Non-active medical devices with measuring function
	MD-0104
	-

	
	
	Non-active ophthalmologic devices
	MD-0105
	-

	
	
	Non-active instruments
	MD-0106
	-

	
	
	Contraceptive medical devices
	MD-0107
	-

	
	
	Non-active medical devices for disinfecting, cleaning, rinsing 
	MD-0108
	-

	
	
	Non-active devices for in vitro fertilisation (IVF) and assisted reproductive technologies (ART)
	MD-0109
	-

	
	Non-active implants
	Non-active cardiovascular implants
	MD-0201
	-

	
	
	Non-active orthopaedic implants
	MD-0202
	-

	
	
	Non-active functional implants
	MD-0203
	-

	
	
	Non-active soft tissue implants
	MD-0204
	-

	
	Devices for wound care
	Bandages and wound dressings
	MD-0301
	-

	
	
	Suture material and clamps
	MD-0302
	-

	
	
	Other medical devices for wound care
	MD-0303
	-

	
	Non-active dental devices and accessories
	Non-active dental devices/equipment and instruments
	MD-0401
	-

	
	
	Dental materials
	MD-0402
	-

	
	
	Dental implants
	MD-0403
	-

	
	Non-active medical devices other than specified above
	MD-0501
	-

	Active Medical Devices 
(Non-Implantable)
	General active medical devices
	Devices for extra-corporal circulation, infusion and haemapheresis
	MD-1101
	-

	
	
	Respiratory devices, devices including hyperbaric chambers for oxygen therapy, inhalation anaesthesia
	MD-1102
	-

	
	
	Devices for stimulation or inhibition
	MD-1103
	-

	
	
	Active surgical devices
	MD-1104
	-

	
	
	Active ophthalmologic devices
	MD-1105
	-

	
	
	Active dental devices
	MD-1106
	-

	
	
	Active devices for disinfection and sterilisation
	MD-1107
	-

	
	
	Active rehabilitation devices and active prostheses
	MD-1108
	-

	
	
	Active devices for patient positioning and transport
	MD-1109
	-

	
	
	Active devices for in vitro fertilisation (IVF) and assisted reproductive technologies (ART)
	MD-1110
	-

	
	
	Software
	MD-1111
	-

	
	Devices for imaging
	Devices utilizing ionizing rays
	MD-1201
	-

	
	
	Devices utilizing non-ionizing rays
	MD-1202
	-

	
	Monitoring devices
	Monitoring devices of non-vital physiological parameters
	MD-1301
	-

	
	
	Monitoring devices of vital physiological parameters
	MD-1302
	-

	
	Devices for radiation therapy and thermo therapy
	Devices utilising ionizing radiation
	MD-1401
	-

	
	
	Devices utilising non-ionizing radiation
	MD-1402
	-

	
	
	Devices for hyperthermia / hypothermia
	MD-1403
	-

	
	
	Devices for (extracorporeal) shockwave therapy (lithotripsy)
	MD-1404
	-

	
	Active (non-implantable) medical devices other than specified above
	MD-1501
	-

	Active Implantable 
Medical Devices
	Active implantable medical devices for stimulation / inhibition
	AIMD-0101
	-

	
	Active implantable medical devices delivering drugs or other substances
	AIMD-0102
	-

	
	Active implantable medical devices substituting or replacing organ functions
	AIMD-0103
	-

	
	Radioactive seeds for interstitial radiotherapy
	AIMD-0104
	-

	
	Implantable medical devices other than specified above
	AIMD-0201
	-

	In Vitro Diagnostic 
Medical Devices (IVD)
	Reagents and reagent products, calibrators and control materials for In Vitro Diagnostic medical devices:
	Clinical Chemistry
	IVDMD-0101
	-

	
	
	Immunochemistry (Immunology)
	IVDMD-0102
	-

	
	
	Haematology / Haemostasis / Immunohematology
	IVDMD-0103
	-

	
	
	Microbiology
	IVDMD-0104
	-

	
	
	Infectious Immunology
	IVDMD-0105
	-

	
	
	Histology/Cytology
	IVDMD-0106
	-

	
	
	Genetic Testing
	IVDMD-0107
	-

	
	In Vitro Diagnostic Instruments and Software
	IVDMD-0201
	-

	
	In Vitro Diagnostic medical devices for near patient use
	Devices for home use
	IVDMD-0301
	-

	
	
	Near patient use other than for home use
	IVDMD-0302
	-

	
	IVD medical devices other than specified above
	IVDMD-0401
	-

	Sterilization Method 
for Medical Devices
	Ethylene oxide gas sterilization (EOG)
	STER-0101
	-

	
	Moist heat
	STER-0102
	-

	
	Aseptic processing
	STER-0103
	-

	
	Radiation sterilization (e.g. gamma, x-ray, electron beam)
	STER-0104
	-

	
	Sterilization method other than specified above
	STER-0105
	-

	Medical Devices 
Incorporating / Utilizing Specific 
Substances / Technologies
	Medical devices incorporating medicinal or biologically active substances
	SPEC-0101
	-

	
	Medical devices containing or manufactured using tissues of animal origin
	SPEC-0102
	-


	
	Medical devices incorporating derivatives of human blood
	SPEC-0103
	-

	
	Medical Devices incorporating other human cells/tissues
	SPEC-0104
	-

	
	Medical devices utilizing micromechanics
	SPEC-0105
	-

	
	Medical devices utilizing nanomaterial
	SPEC-0106
	-

	
	Medical devices utilizing biological active coatings and/or materials or being wholly or mainly absorbed
	SPEC-0107
	-


Schedule 3: Contact information at the recognizing regulatory authorities, by country:

	Country
	Contact Information at the Recognizing Regulatory Authority

	Australia
	Australian Government Department of Health 

Therapeutic Goods Administration (TGA)
Office of Manufacturing Quality
PO Box 100

Woden ACT 2606

Australia

	Brazil
	ANVISA – Brazilian Health Surveillance Agency

Setor de Indústria e Abastecimento (SIA) 

Trecho 5, Área Especial 57 / Lote 200

Brasília (DF)

POSTAL CODE: 71205-050
Brazil

	Canada
	Health Canada
Therapeutic Products Directorate

Health Products and Food Branch

Medical Device Bureau

Address Locator: 3106B

Ottawa, Ontario K1A 0K9

Canada

	United states of America
	Food and Drug Administration (FDA)
Center of Device and Radiological Health

Office of Compliance

Division of International Compliance Operations
Medical Device Single Audit Program

10903 New Hampshire Avenue

Silver Spring, MD 20993

USA


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


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





