KAS cert  Prosedür  Form NBOG F2014-2   (sadece medikal sektörü için )   

TETKİKÇİ UZMAN EĞİTİMCİ BAŞVURU ve GÖZDEN GEÇİRME için aynı form aynı kayıtta veya farklı kayıtta  kullanılabilir.Yani başvuru kaydı üzerine gözdden geçirme yapılabilir. 
Başvurulan teknik kapsam neden kabul edilmediği adaylarla müzakere edilir. Kanul edilmeme gerekçesi form üzerine elle dahi olsa yazılmalıdır. 

 (original alıntı yapılan dökümanlar revizyon yapılmayıp originali değiştiğinde eski hali iptal edilip yeniden yayınlanarak kullanılır.Yani  bu formlarda güncellik originali geçerli olduğu sürece güncel olarak kabul edilir.  

applicable for    AIMDD,    MDD, and    IVDD
Qualification of personnel
I
General information     REVIEW BY  : 
1
Personal data
title, name, first name
date of birth nationality
languages
2
Field of operation
The above named person is

a full-time / part-time internal employee of the applicant
an external employee on freelance-basis / subcontractor

and is appointed as

QMS / site auditor
lead auditor
technical expert in an auditing team

expert assessing technical documentations or design dossiers


expert in ‘testing’

expert in clinical evaluation assessments

reviewer
final reviewer
decision maker

in the area of

conformity assessment procedures according to the medical device law and the

Directives/Regulation

90/385/EEC
93/42/EEC
98/79/EC
Reg. (EU) No

722/2012 certification of quality management systems according to EN ISO 13485

	3
Education

	from – to
	college / university
	subject(s)
	degree / qualification

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Additional qualifications (especially quality management, conformity assessment according to EC Directives 90/385/EEC, 93/42/EEC and 98/79/EC)

	from – to
	training organisation
	title of course
	degree / qualification

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	4
Curriculum vitae (professional)

	from - to
	employer
	department / position
	responsibilities with respect to products / technologies / quality management

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


5
Description of the present working activities in quality management and/or with respect to the products mentioned below as evidence to support the proposed field of operation (section 2) and scope of authorisation (Part II)
	6
Other experience

	6.1
Details of working knowledge of relevant standards (including the extent)

	6.2
Participation in national and international standardisation organisations

	6.3
Participation in committees of the European Commission, Designating Authorities, scientific societies, and other organisations working with medical devices, other special fields or quality management


6.4
Own relevant publications
	7
Activity as auditor

	7.1
Total number of audits
Until now
external audits

with a total number of
days at the manufacturer’s facilities have been performed.

	7.2
Number of audits according to Directive 93/42/EEC or 90/385/EEC
Until now
external audits according to Directive 93/42/EEC or 90/385/EEC/EC

with a total number of
days at the manufacturer’s facilities have been performed.

	7.3
Number of audits according to Directive 98/79/EC
Until now
external audits according to Directive 98/79/EC

with a total number of
days at the manufacturer’s facilities have been performed.

	7.4
Number of audits according to standard EN ISO 13485
Until now
external audits according to standard EN ISO 13485

with a total number of
days at the manufacturer’s facilities have been performed.

	7.5
Date of appointment as lead auditor
Prior to the appointment as a lead auditor on
a total number of
external audits with a total number of
days at the manufacturer’s facilities have been performed.


	8
Consultation of companies

	from - to
	company
	type of consultation

	
	
	

	
	
	

	
	
	

	
	
	


II
Special information
Area MDD/AIMD
	Code
	Scope of technical expertise

	MD 0000
	non-active medical devices
	production
	design
	specification /
limitation

	MD 0100
	general non-implantable medical devices
	
	
	

	MD 0101
	devices for anaesthesia, emergency and intensive care
	
	
	

	MD 0102
	devices for injection, infusion, transfusion and dialysis
	
	
	

	MD 0103
	orthopaedic and rehabilitation devices
	
	
	

	MD 0104
	non-active medical devices with a

measuring function
	
	
	

	MD 0105
	ophthalmologic devices
	
	
	

	MD 0106
	instruments
	
	
	

	MD 0107
	contraceptive medical devices
	
	
	

	MD 0108
	devices for disinfecting, cleaning and

rinsing
	
	
	

	MD 0109
	devices for in vitro fertilisation (IVF) and

assisted reproductive technologies

(ART)
	
	
	

	MD 0110
	non-active medical devices for ingestion
	
	
	

	MD 0200
	implants
	
	
	

	MD 0201
	cardiovascular implants
	
	
	

	MD 0202
	orthopaedic implants
	
	
	

	MD 0203
	soft tissue implants
	
	
	

	MD 0204
	functional implants, others
	
	
	

	MD 0300
	devices for wound care
	
	
	

	MD 0301
	bandages and wound dressings
	
	
	

	MD 0302
	suture material and clamps
	
	
	

	MD 0303
	other medical devices for wound care
	
	
	

	MD 0400
	dental products
	
	
	

	MD 0401
	equipment and instruments
	
	
	

	MD 0402
	materials
	
	
	

	MD 0403
	dental implants

others
	
	
	

	
	
	
	
	



	Code
	Scope of technical expertise

	MD 1000
	active non-implantable medical devices
	production
	design
	specification /
limitation

	MD 1100
	general active medical devices
	
	
	

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

	MD 1102
	respiratory devices, devices for oxygen therapy incl. hyperbaric chambers and inhalationnaesthesia
	
	
	

	MD 1103
	devices for stimulation or inhibition
	
	
	

	MD 1104
	surgical devices
	
	
	

	MD 1105
	ophthalmologic devices
	
	
	

	MD 1106
	dental devices
	
	
	

	MD 1107
	devices for disinfection and sterilisation
	
	
	

	MD 1108
	rehabilitation devices and active prostheses
	
	
	

	MD 1109
	devices for patient positioning and transport
	
	
	

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

	MD 1111
	software
	
	
	

	MD 1112
	medical gas supply systems and parts thereof
	
	
	

	MD 1200
	devices for imaging
	
	
	

	MD 1201
	devices utilising ionising radiation
	
	
	

	MD 1202
	devices utilizing non-ionizing radiation
	
	
	

	MD 1300
	monitoring devices
	
	
	

	MD 1301
	monitoring devices of non-vital physiological parameters
	
	
	

	MD 1302
	monitoring devices of vital physiological parameters
	
	
	

	MD 1400
	devices for radiation therapy and thermo therapy
	
	
	

	MD 1401
	devices utilising ionising radiation
	
	
	

	MD 1402
	devices utilizing non-ionizing radiation
	
	
	

	MD 1403
	devices for hyper- and hypothermia
	
	
	

	MD 1404
	devices for (extra-corporal) shock-wave therapy (lithotripsy)
	
	
	

	
	
	
	
	



	Code
	Scope of technical expertise

	AIMD 100
	active implantable medical devices
	production
	design
	specification /
limitation

	AIMD 101
	for stimulation or inhibition
	
	
	

	AIMD 102
	delivering drugs or other substances
	
	
	

	AIMD 103
	supporting or replacing organ functions
	
	
	

	
	others
	
	
	

	
	
	
	
	

	
	
	
	
	


	Code
	Scope of technical expertise

	MDS 7000
	medical devices with special constituents, raw materials or regulations, special procedures
	production
	design
	specification /
limitation

	MDS 7001
	medical devices incorporating medicinal substances drugs (Directive 2001/83/EC)
	
	
	

	MDS 7002
	medical devices manufactured utilising

tissues of animal origin (including

Commission Regulation (EU) No 722/2012)
	
	
	

	MDS 7003
	medical devices with derivatives of human blood (Directives 2000/70/EG and

2001/104/EG)
	
	
	

	MDS 7004
	medical devices referencing the Directive

2006/42/EC on machinery
	
	
	

	MDS 7005
	(currently not used)
	
	
	

	MDS 7006
	medical devices in sterile conditions
	
	
	

	MDS 7007

MDS 7008

MDS 7009
	medical devices utilising micromechanics

medical devices utilising nanomaterials medical devices utilising biological active

coatings and/or materials or being wholly or mainly absorbed
	
	
	

	
	
	
	
	

	
	
	
	
	

	MDS 7010
	medical devices incorporating software /

utilising software / controlled by software
	
	
	

	
	systems and procedure packs according to

Article 12 paragraph 2 subparagraph 2 of

Directive 93/42/EEC
	
	
	


special non-scope related knowledge
conformity assessment procedures according to the medical device law and the

Directives/Regulation

90/385/EEC
93/42/EEC
98/79/EC
Reg. (EU) No 722/2012 quality management systems, in particular of standard EN ISO 13485

failure, risk and effect analysis, risk management evaluation of risks and side effects

biological testing and evaluation chemical testing and evaluation physical testing and evaluation

clinical testing and evaluation, biometrics interaction with medicinal products microbiology and hygiene

cleaning and disinfection

environmental control/cleanroom monitoring estimation of bioburden

sterilisation

ethylene oxid sterilisation sterilisation by irradiation sterilisation by moist heat sterilisation by other techniques

cleanroom technique cleanroom manufacturing aseptic processing

processing, preservation, testing and treatment of tissues, cells and substances of animal origin

BSE/TSE

processing, preservation, testing and treatment of tissues, cells and substances of human origin

derivatives of human blood measuring techniques telemetry

protection against radiation electromagnetic compatibility labelling and instructions for use process validation

software validation process techniques packaging technologies

validation of packaging of sterile medical devices product and packaging stability, stability tests ergonomics

maintenance disposal patent affairs

material and manufacturing techniques thin and thick film technology

precision mechanics and optics welding and bonding techniques manufacturing techniques for ceramics

polymer processing (extrusion, injection moulding, ...) metal processing (prototyping, reshaping, ...) textile/fiber processing, weaving technologies micromechanics

nanomaterials

validation and monitoring of procedures for cleaning, disinfection and sterilization within the re-processing of medical devices

assessment of technical-functional safety of re-processed medical devices

Special information area
”TSE“ – medical devices manufactured utilising tissues of animal origin according to Commission Regulation (EU) No 722/2012
Scope of technical expertise for medical devices manufactured utilising tissues of animal origin
I.
failure, risk and effect analysis, risk management medical devices according to

Commission Regulation (EU) No 722/2012, application of the standards EN ISO

14971, EN ISO 22442-1-3

II.
design and manufacturing of medical devices utilising components of animal origin, knowledge of relevant product-related standards and monographs in pharmacopeias

III.  controls on sourcing, collection and handling of animal tissues and their derivatives utilised in the manufacture of medical devices, application of standard EN ISO

22442-2

IV. procedures for elimination and/or inactivation of viruses and transmissible agents of of animal tissues and their derivatives utilized in the manufacture of medical devices, validation of these procedures, application of the standard EN ISO 22442-3

V.  clinical use of medical devices incorporating materials of animal origin, assessment of the suitable alternatives available and of the risk of infection

lead auditor technical expert

expert for the evaluation of the technical file veterinarian specialist

specialist in industrial inactivation processes clinical specialist

Special information area
”Clinical Evaluation“
clinical experience with the medical devices mentioned in part “Scope of technical

expertise“ or in the area in which they are used clinical experience in the following areas

experience in planning, conduct and interpretation of clinical investigations with medical devices

experience in biometrical planning / biostatistics and interpretation of clinical investigations with medical devices

experience in preparation or assessment of clinical evaluations for medical devices according to Annex X of Directive 93/42/EEC or Annex 7 of Directive 90/385/EEC and MEDDEV 2.7.1

experience in application of harmonized standards for clinical investigations with medical devices, e.g. EN ISO 14155

Area
in vitro diagnostic medical devices
	Code
	Scope of technical expertise

	IVD 0100
	List A
Reagents and reagent products, including related calibrators and control materials for determining the following blood groups
	production
	design
	specification /
limitation

	IVD 0101
	ABO system
	
	
	

	IVD 0102
	rhesus (C, c, D, E, e)
	
	
	

	IVD 0103
	anti-Kell, anti-Duffy and anti-Kidd
	
	
	

	IVD 0200
	List A
Reagents and reagent products, including related calibrators and control materials, for the detection, confirmation and quantification in human specimens of markers of
	
	
	

	IVD 0201
	HIV infection (HIV 1 and 2)
	
	
	

	IVD 0202
	HTLV I and II
	
	
	

	IVD 0203
	hepatitis B, C and D
	
	
	

	IVD 0300
	List B
Reagents, reagent products and devices for self - diagnosis, including related calibrators and control materials, for determining, detection, quantification, diagnosing, evaluating
	
	
	

	IVD 0301
	anti-Duffy and anti-Kidd
	
	
	

	IVD 0302
	irregular anti-erythrocytic antibodies
	
	
	

	IVD 0303
	congenital infections: rubella, toxoplasmosis
	
	
	

	IVD 0304
	hereditary disease: phenylketonuria
	
	
	

	IVD 0305
	human infections: cytomegalovirus, chlamydia
	
	
	

	IVD 0306
	HLA tissue groups: DR, A, B
	
	
	

	IVD 0307
	tumoral markers: PSA
	
	
	

	IVD 0308
	risk of trisomy 21 (incl. software)
	
	
	

	IVD 0309
	device for self-diagnosis: device for the measurement of blood sugar
	
	
	

	IVD 0400
	Devices for self-testing
	
	
	

	IVD 0401
	clinical chemistry
	
	
	

	IVD 0402
	haematology
	
	
	

	IVD 0403
	immunology
	
	
	

	IVD 0404
	molecular biology
	
	
	

	IVD 0405
	pregnancy and ovulation
	
	
	

	IVD 0406
	specimen receptacles
	
	
	

	
	
	
	
	



	Code
	Scope of technical expertise

	
	Other IVD medical devices
(please specify)
	production
	design
	specification /
limitation

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Code
	Scope of technical expertise

	MDS 7200
MDS 7206
	IVD specifics
IVDs in sterile condition
	production
	design
	specification /
limitation

	MDS 7207
	IVDs utilising micromechanics
	
	
	

	MDS 7208
	IVDs utilising nanomaterials
	
	
	

	MDS 7209
	IVDs utilising biological active coating and/or material
	
	
	

	MDS 7210
	IVDs utilising material of human origin
	
	
	


Special non-scope related knowledge
conformity assessment procedures according to the medical device law and the

Directives/Regulation

90/385/EEC
93/42/EEC
98/79/EC
Reg (EU) No 722/2012 quality management systems, in particular of standard EN ISO 13485

clinical chemistry haematology haemostaseology endocrinology

immunology / immunochemistry immunogenetics

transfusion medicine / immunohaematology serology of infectious diseases

tumor marking

genetics, especially hereditary diseases and genetics analysis histocompatibility testing

bacteriology virology parasitology

molecular biology, molecular biological and nucleic acid amplification techniques (NAT)

recombinant DNA technology cell biology

toxicology

failure, risk and effect analysis, risk management biological testing and evaluation

chemical and physical properties

microbiology, hygiene and sterilisation
contact with infectious material sterilisation

ethylene oxid sterilisation sterilisation by irradiation sterilisation by moist heat sterilisation by other techniques

inactivation procedures

design and manufacturing of IVD medical devices

evaluation of labelling and instructions for use of IVD medical devices performance evaluation of IVD medical devices

biometrics, statistics

batch release criteria (acceptance and rejection criteria)

verification of batches

ergonomics, especially requirements for devices for self-testing

processing, preservation, testing and treatment of tissues, cells and substances of human / animal origin

cleanroom manufacturing environmental control aseptic processing software validation packaging technologies

product and packaging stability, stability tests

measuring techniques
protection against radiation electromagnetic compatibility

material and manufacturing techniques micromechanics

nanomaterials
For completeness and correctness
date

date
name and signature auditor / expert


name and signature applicant / CB certification body or NB notified body or CAB conformity Assesment Body 


