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"Safeguarding and promoting public health..."
Auditing Organization (AO) Recognition Application
"Safeguarding and promoting public health..."
This application is for Auditing Organizations who perform Regulatory Quality Management System audits of Medical Device Manufacturers and wish to take part in the Medical Device Single Audit Program (MDSAP).  This program will allow a single regulatory audit of a medical device manufacturer to satisfy the needs of multiple regulatory jurisdictions.  Submission of this application constitutes your organization's official request to participate in the program and its willingness to be assessed by MDSAP participating Regulatory Authorities (RAs) against program requirements and an acknowledgement that all information in this program will be shared and accessible to all participating RAs.  Submission of this application does not guarantee recognition as an MDSAP Auditing Organization.
 
This application and material requested as part of the application is based on the principles of ISO 17011:2004 - Conformity assessment - General requirements for accreditation bodies accrediting conformity assessment bodies as well as the policies, procedures and regulations from each participating Regulatory Authority. 
 
Auditing Organization's applying for recognition will be assessed under ISO 17021 - Conformity assessment  -- Requirements for bodies providing audit and certification of management systems and IMDRF WG(PD2)/N3 - Recognition for Organizations undertaking Audits of Medical Device Manufacturers
Please contact the MDSAP Team Lead for a full description of program requirements at MDSAP@FDA.HHS.GOV                                                                         *Adobe Acrobat 8 or higher required to use this document
 
GEOCODE (visit www.freegeocoder.com or similar site to determine coordinates):
Section 1.  AO Information
1.1 Address of AO Head Office Operating Facility (if different from above)
GEOCODE (visit www.freegeocoder.com or similar site to determine coordinates):
Section 3.  Corporate Information
 
ATTACH PROOF OF ADEQUATE COMMERCIAL GENERAL LIABILITY INSURANCE 
                                                                                          ATTACHED?
                                             
Section 2.  Contact Information
 
ATTACH PROOF OF LEGAL STATUS AS A LEGAL ENTITY AND DATE OBTAINED.                                                                                                   
                                                                                          ATTACHED?
                                             
Please attach a copy of your annual report.  An annual report is for public corporations with a legal obligation for corporate financial reporting.  The report is a tool to provide shareholders a description of operations and financial conditions of the subject company.  If you do not have an annual report, you are not required to attach one.                                                                                          
                                                                                          ATTACHED?
Please attach a list of countries/accreditation bodies that have certified, accredited or recognized your firm for medical device manufacturer audits/inspections and the date of such certification, accreditation, or recognition..                                                                                          
                                                                                          ATTACHED?
4.3   The MDSAP Critical Location Information Form is attached:
Please complete the MDSAP Critical Location Information Form (MDSAP F0010.7.001) and attach to this application (if applicable to your organization).  If your organization has no critical locations outside of the main auditing organization location, please note below.  
 
A Critical Location as MDSAP defines it, is an associated site where one of the following occurs1:
   1.         The development and approval of the management system policies, processes, and procedures for the audit and          
         certification of medical device manufacturer within the framework of the MDSAP. 
  2.         The review and acceptance of applications and issuance of certification contracts, including the determination 
         of scopes of certification  and the calculation of audit time;
  3.         The assignment of auditors, technical experts, and reviewers / certifiers to audits2;
  4.         The technical review of audit reports and  certification decision making activities;
  5.         Competence management activities as they apply to auditors, technical experts, reviewers, and certification 
         official(s); 
  6.         The management, monitoring, and oversight by the AO of the medical device audit and certification programme 
 
1Critical locations are sites or facilities where critical functions are carried out by, or on the behalf of, the AO. Critical locations can be regional or satellite offices of the AO, sister or parent companies of the AO, or the offices of subcontractors. Home offices are not considered to be critical locations unless they are formally designated as an operating location by the AO or its subcontractors.  
2Simply scheduling auditors or selecting pre-authorized auditors from a list matching the competence requirements of the audit (pre-determined by another location which would be a Head Office or a CL) with the technical and competence authorizations of auditors does not by itself make a location a critical location.
 
 
Section 4.  Critical Location (CL) Information
 
IS YOUR FIRM PART OF A LARGER LEGAL ENTITY? 
(If yes, provide information below)
Attach separate sheet with additional entries if necessary
LIST ALL PRODUCTS/SERVICES PROVIDED BY ORGANIZATION
Organizational Entity Offering Products or Services
Products or Services
Section 5.  Organization  Information
Attach the following to your application (your application will not be processed without these):
1. Legal Entity Chart (holding companies, contractual relationships, etc)
2. Staff Function and Operational Unit Chart
 
Section 6.  MEDICAL DEVICE TECHNICAL AREAS - Please check the appropriate box for devices your organization is qualified to certify.
Main Technical Areas
Technical Areas
Product Categories
Non-active Medical Devices
General non-active, non-implantable medical devices
Non-Active devices for anaesthesia, emergency and intensive care
Non-active devices for injection, infusion, transfusion and dialysis
Non-active orthopaedic and rehabilitation devices
Non-active medical devices with measuring function
Non-active ophthalmology devices
Non-active instruments
Contraceptive medical devices
Non-active devices for in-vitro fertilization (IVF) and assisted reproductive technologies (ART)
Non-active implants
Non-active cardiovascular implants
Non-active orthopaedic implants
Non-active soft-tissue implants
Non-active functional implants
Devices for wound care
Non-active dental devices and accessories
Bandages and wound dressings
Suture material and clamps
Other medical devices for wound care
Non-active dental devices/equipment and instruments
Dental materials
Dental implants
Non-Active devices for anaesthesia, emergency and intensive care
Product Categories
Technical Areas
Main Technical Areas
Non-active devices other than specified above
Devices for extra-corporal circulation, infusion and haemapheresis
Respiratory devices including hyperbaric chambers for oxygen therapy and inhalation anaesthesia
Devices for stimulation or inhibition
General active medical devices
Active Medical Devices (Non-implantable)
Section 6.  MEDICAL DEVICE TECHNICAL AREAS
Main Technical Areas
Technical Areas
Product Categories
Active Medical Devices (Non-Implantable)
General active medical devices (cont'd)
Active surgical devices
Active ophthalmology devices
Active dental devices
Active devices for disinfection and sterilization
Active rehabilitation devices and active prostheses
Active devices for patient positioning and transport
Active devices for IVF and ART
Software
Devices for imaging
Devices utilizing ionizing rays
Devices utilizing non-ionizing rays
Monitoring devices of vital physiological parameters
Monitoring devices of non-vital physiological parameters
Monitoring devices
General active implantable devices
Devices utilizing ionizing radiation
Devices utilizing non-ionizing radiation
Devices for hyper/hypothermia
Devices for (extracorporeal) shockwave therapy (lithotripsy)
Active Medical Devices (non-implantable) other than specified above
Devices for stimulation/inhibition
Product Categories
Technical Areas
Main Technical Areas
Devices delivering drugs or other substances
Devices substituting or replacing organ functions
Active implantable medical devices other than specified above
Active Implantable Medical Devices
Devices for radiation therapy and thermo-therapy
Section 6.  MEDICAL DEVICE TECHNICAL AREAS
Main Technical Areas
Technical Areas
Product Categories
In-Vitro Diagnostic (IVD) Medical Devices
Reagents and reagent products, calibrators and control materials for:
Clinical Chemistry
Immunochemistry (Immunology)
Hematology/Hemostasis/Immunohematology
Microbiology
Infectious Immunology
Histology/Cytology
Genetic testing
IVD Instruments and Software
IVD Devices other than specified above
Ethylene Oxide (EtO) gas sterilization
Aseptic processing
Moist heat
Radiation sterilization (e.g. gamma, x-ray, e-beam)
Sterilization method other than specified above
Devices incorporating medicinal substances
Devices utilizing tissues of animal origin
Devices incorporating derivatives of human blood
Devices incorporating other human cells or tissues
Product Categories
Technical Areas
Main Technical Areas
Devices utilizing micromechanics
Devices utilizing nanomaterials
Devices utilizing biological active coatings and/or materials or being wholly or mainly absorbed
Devices incorporating/utilizing specific substances or technologies
Sterilization Methods for Medical Devices
Does your organization have any working arrangement with other Auditing Organizations? 
 
(If Yes, list name, address and type of arrangement with each Auditing Organization (attach an extra sheet with details of any additional AO or to explain description in further detail when necessary)): 
Section 7.  Memoranda of Understanding (MOUs), Mutual Recognition Arrangements (MRAs), Sub-Contracts, Service-Level Agreements or other working arrangements with other Auditing Organizations.
 
 
By submitting this application, the applicant agrees to the following:
 
1.    The applicant fully understands and agrees with the applicable recognition requirements and acknowledges that the recognition requirements may be revised from time to time and the applicant's obligations relate to the revised documents as well.
 
2.    The applicant shall not refer in any way, verbally or in writing, to the participating MDSAP Regulatory Authorities, the Medical Device Single Audit Program, or to "MDSAP" and its recognition mark until it has received written permission from MDSAP.
 
3.    The applicant shall indemnify and hold harmless the participating Regulatory Authorities, its employees and those having a function in the Medical Device Single Audit Program (MDSAP) for any damage or loss resulting from, or in any way connected with, the recognition services provided by the MDSAP Regulatory Authorities to the organization, and the applicant shall maintain appropriate general and professional liability insurance or show evidence of appropriate self-insurance.
 
4.    The applicant agrees that any information submitted will be shared amongst the Regulatory Authorities participating in MDSAP.  
 
As a duly authorized representative of this Auditing Organization, I hereby request recognition under the Medical Device Single Audit Program (MDSAP) and agree to abide by the requirements of the program and understand that an application does not guarantee recognition.
If electronically signed, click to submit completed form by email.  Attach any 
information required to process this application to the email which this form
will generate upon clicking the Submit button
APPLICATION WILL NOT BE CONSIDERED COMPLETE UNLESS ALL REQUIRED DOCUMENTS ARE ATTACHED. 
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