Basic data of TCP lll audited facility [image: ]
[bookmark: _GoBack]Important note: A separate form must be completed for each TCP lll audited site. 

	DQS MED Reference No.
if already known (6 digits)
	[bookmark: Text1]     
	Last saved on:
By (name):
	     
     




[bookmark: _Ref476305696]2	Audited Facility
	Name of Facility
	     

	Street Address
	     

	Address Details
	     

	City
	     
	ZIP/Postal  Code
	     

	State/Province
	     
	Country
	     


2.1	Audited Facility Contact Person
(for Information about the processing of personal data, please scroll down to Appendix 3)
	Contact Person Name
	     
	Title
	     

	Email
	     
	Telephone
	     

	Senior Management at Facility (Name and Title)
	     


2.3	Legal Manufacturer as specified on product labeling (if different from audited facility)
☐ same as Audited Facility (continue with Section 3)
	Name of Facility
	     

	Street Address
	     

	Address Details
	     

	City
	     
	ZIP/Postal  Code
	     

	State/Province
	     
	Country
	     


2.4	Taiwan Authorized Representative (Taiwan Agent)
	Name of Taiwan Agent
	     
	Reg, Number
	     

	Street Address
	     

	Address Details
	     

	City
	     
	ZIP/Postal  Code
	     

	State/Province
	     
	Country
	     


3	Information on certification
3.1	DQS MED certifications 
Important note: TCP lll is based on ISO 13485:2016 as underlying standard.
	☐ Technical Cooperation Programme (TCP lll) 
	Medical Device Product License Listed with TFDA
     	


Add more lines if necessary  place cursor into the last line of table and press TAB multiple times
Audited Facility’s role(s) in Taiwan:  	☐ Manufacturer (legal manufacturer)
☐ Other, specify:        
Applicable regulations: 	Medical Devices Act
Medical Device Quality Management System Regulations


	☐ Medical Device Single Audit Program (MDSAP) (skip if not included)
	
	☐ Australia
	☐ Brazil
	☐ Canada
	☐ Japan
	☐ USA
Audited Facility’s role(s) in MDSAP Jurisdictions: ☐ Manufacturer (legal manufacturer)
                                                                                      ☐ Other, specify:       
	

	☐ ISO 13485 (skip if not included)
Audited Facility’s role(s) :  	☐ Manufacturer (legal manufacturer)
☐ Other, specify:        


Applicable regulations: 	☐ DAkkS accredited
☐ SCC accredited 

	☐ Europe (skip if not included)
Audited Facility’s role(s) in Europe:  	☐ Manufacturer (legal manufacturer according to MDD/ MDR)
☐ Other, specify:        
Applicable regulations: 	☐ Medical Device Directive 93/42/EEC (MDD)
	☐ Annex II – Full Quality Assurance System
	☐ Annex V – Quality Assurance System of Production
	☐ Annex VI – Quality Assurance System of Product
                                              ☐ Medical Device Regulation EU 2017/745 (MDR)
	☐ Annex IX 
	☐ Annex XI  Part A
	
	

	Other jurisdiction
	Roles in that jurisdiction and applicable regulations

	     
	     


[bookmark: _Ref476314681]Add more lines if necessary  copy and paste the blank line above as many times as required
4	Scope of Audit Program / Certification
	Proposed scope of TCP lll (as it appears on the front page of the TCP lll certificate of the legal manufacturer)

	Activities
	
	Product categories (each product category must be defined in Appendix 1)

	☐ Design and development
	of
	     

	☐ Manufacturing
	of
	     

	☐ Distribution
	of
	     

	☐ Installation
	of
	     

	☐ Servicing
	of
	     


[bookmark: _Ref476231973]4.1	Scope of Audit Program / Certification at the Audited Facility (if different from above)
☐ Not Applicable (continue with Section 4.2)
	Activities
	
	Product categories (each product category must be defined in Appendix 1)

	☐ Design and development
	of
	     

	☐ Manufacturing
	of
	     

	☐ Distribution
	of
	     

	☐ Installation
	of
	     

	☐ Servicing
	of
	     




[bookmark: _Ref476239291]5	Audit Objectives
	Languages that are used at the Audited Facility:
	     

	The TCP lll audit should be performed in:
	☐ English / ☐ German

	Will the audit report of this audit be used to apply for the Quality System Documentation (QSD) application
	☐ Yes / ☐ No


5.1	Corporate Information
	     


5.2	Changes to the quality management system since the last audit
	     


[bookmark: _Ref476237826]6	Audited Facility Description
	Total staff in the scope of the Audit Program:
	     

	☐ Shift Work	Office hours:
	     
	Activities:
	     
	Staff:
	     

		Shift 1 weekdays/hours:
	     
	Activities:
	     
	Staff:
	     

		Shift 2 weekdays/hours:
	     
	Activities:
	     
	Staff:
	     

		Shift 3 weekdays/hours:
	     
	Activities:
	     
	Staff:
	     

		Shift 4 weekdays/hours:
	     
	Activities:
	     
	Staff:
	     

		Field work weekdays/hours:
	     
	Activities:
	     
	Staff:
	     


Add more lines if necessary  copy and paste one of the above lines above as many times as required

6.1	Activities under the Audited Facility’s responsibility
	Audited Facility is responsible for the following activities
	Performed in-house
	If not performed in-house:
	Technologies of audited site (mentioned in Appendix 2 )

	
	
	Delegated
	Outsourced
	

	☐ Management
	☐ Yes
	☐ Yes
	☐ Yes
	-

	    ☐ Human Resources
	☐ Yes
	☐ Yes
	☐ Yes
	-

	    ☐ Control of the quality management system
	☐ Yes
	☐ Yes
	☐ Yes
	-

	    ☐ Regulatory Affairs
	☐ Yes
	☐ Yes
	☐ Yes
	     

	    ☐ Clinical Affairs
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Quality Assurance
	☐ Yes
	☐ Yes
	☐ Yes
	     

	    ☐ Inspection / Quality Control (product, proceses)
	☐ Yes
	☐ Yes
	☐ Yes
	     

	    ☐ Final product release
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Design and development
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Production & Service Controls
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Packaging / Labeling
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Installation
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Servicing
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Storage/Distribution
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Final Testing
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Purchasing Controls
	☐ Yes
	☐ Yes
	☐ Yes
	     

	    ☐ Monitoring / Measurement (product, processes)
	☐ Yes
	☐ Yes
	☐ Yes
	     

	    ☐ Import / Distribution (purchased products)
	☐ Yes
	☐ Yes
	☐ Yes
	     

	☐ Other, specify:      
	☐ Yes
	☐ Yes
	☐ Yes
	     




6.2	Explanations to activities under the Audited Facility’s responsibility
	     


7	Delegated and outsourced processes 
☐ Not Applicable (skip if no delegated or outsourced processes; see Section 6)
[bookmark: _Ref476231994][bookmark: _Ref476307209][bookmark: _Ref476316818]7.1	Related Sites included in the Scope of Audit Program / Certification (to include delegated processes; see Section 6)
☐ Not Applicable
	Related Site
	Related Site Facility Identifier
	Relationship to Audited Facility

	     
	     
	☐ Headquarters
☐ Sister Organization
☐ Subsidiary / Affiliate
☐ Supplier
☐ Client Organization

	     
	     
	☐ Headquarters
☐ Sister Organization
☐ Subsidiary / Affiliate
☐ Supplier
☐ Client Organization


Add more lines if necessary  copy and paste the last line above as many times as required
7.2	Suppliers included in the Scope of Audit Program / Certification (to include outsourced processes; see Section 6)
☐ Not Applicable
	Company Name
	Address, City, State/Province, Country, ZIP/Postal Code
	Product or services used in activities under the Audited Facility’s responsibility – see Section 6

	     
	     
	     

	     
	     
	     

	     
	     
	     


Add more lines if necessary  copy and paste the last line above as many times as required

Appendix 1 – List of medical devices in the Scope of MDSAP Audit Program 
Use one line for each product category as suggested in the scope of audit program – Section 4
	No.
	Product category
device or device family
	Models included
	Category code(s)[footnoteRef:1] [1: ] 

	Jurisdictions and classification

	1. 
	     
	     


	MD      
MDS      
	☐ISO 13485:	☐I  ☐IIa  ☐IIb  ☐III
☐MDD:	☐I  ☐IIa  ☐IIb  ☐III
☐MDR:	☐I  ☐IIa  ☐IIb  ☐III
☐Taiwan:	☐I  ☐II  ☐III

	2. 
	     
	     


	MD      
MDS      
	☐ISO 13485:	☐I  ☐IIa  ☐IIb  ☐III
☐MDD:	☐I  ☐IIa  ☐IIb  ☐III
☐MDR:	☐I  ☐IIa  ☐IIb  ☐III
☐Taiwan:	☐I  ☐II  ☐III

	3. 
	     
	     


	MD      
MDS      
	☐ISO 13485:	☐I  ☐IIa  ☐IIb  ☐III
☐MDD:	☐I  ☐IIa  ☐IIb  ☐III
☐MDR:	☐I  ☐IIa  ☐IIb  ☐III
☐Taiwan:	☐I  ☐II  ☐III

	4. 
	     
	     


	MD      
MDS      
	☐ISO 13485:	☐I  ☐IIa  ☐IIb  ☐III
☐MDD:	☐I  ☐IIa  ☐IIb  ☐III
☐MDR:	☐I  ☐IIa  ☐IIb  ☐III
☐Taiwan:	☐I  ☐II  ☐III

	5. 
	     
	     
	MD      
MDS      
	☐ISO 13485:	☐I  ☐IIa  ☐IIb  ☐III
☐MDD:	☐I  ☐IIa  ☐IIb  ☐III
☐MDR:	☐I  ☐IIa  ☐IIb  ☐III
☐Taiwan:	☐I  ☐II  ☐III

	6. 
	     
	     

	MD      
MDS      
	☐ISO 13485:	☐I  ☐IIa  ☐IIb  ☐III
☐MDD:	☐I  ☐IIa  ☐IIb  ☐III
☐MDR:	☐I  ☐IIa  ☐IIb  ☐III
☐Taiwan:	☐I  ☐II  ☐III

	7. 
	     
	     


	MD      
MDS      
	☐ISO 13485:	☐I  ☐IIa  ☐IIb  ☐III
☐MDD:	☐I  ☐IIa  ☐IIb  ☐III
☐MDR:	☐I  ☐IIa  ☐IIb  ☐III
☐Taiwan:	☐I  ☐II  ☐III


Add more lines if necessary  copy and paste the last line above as many times as required



[bookmark: _Toc517764061]Appendix 2 – Reference list of Medical Device Category Codes 

	MD General non-active, non-implantable medical devices (MD 0100)

	MD 0101
	Non-active device for anaesthesia, emergency and intensive care

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

	MD 0103
	Non-active orthopaedic and rehabilitation devices

	MD 0104
	Non-active medical devices with measuring function

	MD 0105
	Non-active ophthalmologic devices

	MD 0106
	Non-active intruments

	MD 0107
	Contraceptive medical devices

	MD 0108
	Non-active device for disinfecting, cleaning and rinsing

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

	MD 0110
	Non-active medical devices for ingestion



	MD Non-active implants

	MD 0201
	Non-active cardiovascular implants

	MD 0202
	Non-active orthopaedic implants

	MD 0203
	Non-active functional implants

	MD 0204
	Non-active soft tissue implants



	MD Non-active devices for wound care (MD 0300)

	MD 0301
	Bandages and wound dressing

	MD 0302
	Suture material and clamps

	MD 0303
	Other medical devices for wound care



	MD Non-active dental devices and accessories (MD 0400)

	MD 0401
	Non-active dental equipment and instruments

	MD 0402
	Dental materials

	MD 0403
	Dental implants



	MD General active medical devices (MD 1100)

	MD 1101
	Devices for extra-corporal circulation, infusion and haemopheresis

	MD 1102
	Respiratory devices, devices incl. hyperbaric chambers for oxygen therapy, inhalation anaesthesia

	MD 1103
	Devices for stimulation or inhibition

	MD 1104
	Active surgical devices

	MD 1105
	Active ophtalmologic devices

	MD 1106
	Active dental devices

	MD 1107
	Active devices for disinfection and sterilisation

	MD 1108
	Active rehabilitation devices and active protheses

	MD 1109
	Active devices for patient positioning and transport

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

	MD 1111
	Software

	MD 1112
	Medical gas supply systems and parts thereof



	MD Devices for imaging (MD 1200)

	MD 1201
	Imaging devices utilising ionizing radiation

	MD 1202
	Imaging devices utilising non-ionizing radiation



	MD Monitoring devices (MD 1300)

	MD 1301
	Monitoring devices of non-vital physiological parameters

	MD 1302
	Monitoring devices of vital physiological parameters



	MD Devices for radiation therapy and thermo therapy (MD 1400)

	MD 1401
	Devices utilising ionizing radiation

	MD 1402
	Devices utilising non-ionizing radiation

	MD 1403
	Devices for hyperthermia / hypothermia

	MD 1404
	Devices for (extracorporal) shock-wave therapy (lithotripsy)



	IVD In Vitro Diagnostic medical devices (IVD 0500)

	IVD 0501
	Clinical chemistry

	IVD 0502
	Haematology

	IVD 0503
	Immunochemistry (Immunology)

	IVD 0504
	Molecular biology

	IVD 0505
	Pregnancy and ovulation

	IVD 0506
	Specimen receptacles

	IVD 0507
	Microbiology

	IVD 0508
	Infectious Immunology

	IVD 0509
	Histology / Cytology

	IVD 0510
	Genetic Testing

	IVD 0600
	In Vitro diagnostics instruments and software




	MDS 7001-7010 Specifics of medical devices other than In Vitro Diagnostic medical devices

	MDS 7001
	Devices incorporating medicinal substances

	MDS 7002
	Devices utilising tissues of animal origin

	MDS 7003
	Devices incorporating derivates of human blood

	MDS 7006-1
	Ethylene oxide gas sterilization

	MDS 7006-2
	Moist heat sterilization

	MDS 7006-3
	Sterilization by aseptic processing

	MDS 7006-4
	Radiation sterilization e.g. gamma, x-ray, electron beam

	MDS 7006-5
	Other sterilization method

	MDS 7006-6
	Low temperature steam and formaldehyde sterilisation

	MDS 7007
	Devices utilising micromechanics

	MDS 7008
	Devices utilising nanomaterials

	MDS 7009
	Devices utilising biological active coatings and/or materials or being wholly or mainly absorbed

	MDS 7010
	Devices incorporating / utilising / controlled by software



	MDS 7205-7210 Specifics of In Vitro Diagnostic medical devices

	MDS 7205
	IVD incorporating / utilising / controlled by software

	MDS 7206-1
	Ethylene oxide gas sterilization

	MDS 7206-2
	Moist heat sterilization

	MDS 7206-3
	Sterilization by aseptic processing

	MDS 7206-4
	Radiation sterilization e.g. gamma, x-ray, electron beam

	MDS 7206-5
	Other sterilization method

	MDS 7206-6
	Low temperature steam and formaldehyde sterilisation

	MDS 7207
	IVD utilising micromechanics

	MDS 7208
	IVD utilising nanomaterials

	MDS 7209
	IVD utilising biological active coatings and/or materials or being wholly or mainly absorbed

	MDS 7210
	IVD usitilising materials of human origin



	Technologies of audited site

	CT 191
	Blood bank technology

	CT 187
	Chemical synthesis

	CT 171
	Electronic design

	CT 172
	Growth media, method

	CT 190
	Medical glases, technology

	CT 177
	Manufacture of metals

	CT 178
	Production of optical products

	CT 179
	Manufacture of plastics

	CT 180
	Manufacture of rubber

	CT 170
	Software development (including software validation)

	CT 143
	Sterilization (gas, enthylene oxide, dry heat, steam, chemical)

	CT 185
	Manufacture of textile fabrics

	CT 189
	Tissue engineering, animal tissue

	CT 188
	Tissue engineering, human tissue

	CT 186
	Manufacture of wood



Appendix 3 – Information about the processing of personal data

We use your data (names of contact persons in the company, addresses, telephone numbers, e-mail addresses) according to article 6 1b) DSGVO for the fulfillment of contracts (certification services) or for the performance of contractual actions (e.g. creation of offers), which take place on request of concerned persons.

For the performance of the order, it is necessary to store the data of the client as well as the relevant legal accreditation information of the company, which are mandatory for the order processing. Contact data is especially needed for the planning of certification procedures and the communication between you and us for the fulfillment of the order. The storage of data and the deletion taking effect are regulated by the legal retention periods.

We are obliged to protect received data and information in paper form and digitally by means of all necessary provisions of organizational and technical kind within the meaning of article 32 DSGVO, so that these are protected against unauthorized processing and use; especially disclosure, change, access and deletion. We do not disclose data and information that becomes known from the fulfillment of the order, unless we have your explicit permission or the contractual relationship relates precisely to these activities (e.g. publication of certifications, inspection of certification documents by the accreditation bodies, approval authorities and authorities).

The inclusion of third parties, as well as the transmission of data and information to the same, which are used by DQS MED for the fulfillment of the contract (e.g. auditors, DQS offices, authorities, accreditation and approval bodies), and those who need these data for the fulfillment of the contract, only takes place, when DQS MED has effectively imposed the same obligations to these third parties. An exception forms a possible necessary disclosure of data to superordinate authorities and approved bodies on basis of article 49 paragraph 1 b) DSGVO, on whose actions we do not have influence. Insofar a risk remains for which DQS MED excludes a liability in the event of damage.

In our general certification and accreditation rules, we have determined specific provisions, which also concern the handling of information and data. This document, in the current valid version, is a binding part of the contract between our customers and us.

You have the following rights with us regarding the person-related data concerning you:

· Right to information about your stored person-related data (Art. 15 DSGVO)
· Right to correction, if the stored data concerning you is faulty, obsolete or otherwise incorrect (Art. 16 DSGVO)
· Right to deletion, if the storage is inadmissible, the purpose of processing fulfilled and therefore the storage no longer necessary or you have withdrawn a given consent for the processing of certain person-related data (Art. 17 DSGVO)
· Right to restriction of processing, if one of the conditions specified in article 18, paragraph 1 a) to D) DSGVO is given (Art. 18 DSGVO)
· Right to transfer the provided person-related data concerning you (Art. 20 DSGVO)
· Right to withdrawal of a given consent (Art. 21 DSGVO), whereby the withdrawal does not affect the legality of the processing previously carried out on basis of the consent (Art. 7 Abs. 3 DSGVO) and
· Right to complaint to a supervisory authority (Art. 77 DSGVO)

We would like to point out, that we need your person-related data for the order fulfillment as mentioned above. If you do not agree or no longer agree with that, your certification order cannot be processed or no longer processed.
Responsible person in the sense of the legal data protection regulations for the processing of your person-related data is:  DQS Medizinprodukte GmbH, August-Schanz-Straße 21, 60433 Frankfurt, Germany, www.dqsglobal.com, telephone number +49 (0) 69 95427-300.
Our data protection officer is at your disposal in case of questions regarding the processing of your person-related data under: DQS Medizinprodukte GmbH, data protection officer, August-Schanz-Straße 21, 60433 Frankfurt, Germany.
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