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Omfattning
Denna checklista beskriver lamplight innehåll i den Tekniska Filen (TF) för en medicinteknisk produkt.
Ansvar
XXchefen har ansvar för att denna checklista används i utvecklingen av en ny product.
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CHECKLIST TECHNICAL FILE 
Product:………………………….
	No
	Heading/
Portfolio
	Document/activity
	Respon-
sible
	Accompl date
	Sign
	Ref.
(no:folder)

	I
	General and regulatory
	a) Quality system
	
	
	
	

	
	
	b) Location of design responsibility
	
	
	
	

	
	
	c) Description of product
	
	
	
	

	
	
	d) Regulatory approvals
	
	
	
	

	
	
	e) Declaration of conformity
LVFS 2003:11 (MDD 93/42/EEC)
	
	
	
	

	
	
	f) Development planning
	
	
	
	

	
	
	g) Checklist Ess.Req (Annex 1)
	
	
	
	

	
	
	h) MSDS (Material Safety Data Sheet)
	
	
	
	

	II
	Design input

	a) Definition of product family, product
	
	
	
	

	
	
	b) Business User Requirements – BUR
	
	
	
	

	
	
	c) Classification
	
	
	
	

	
	
	d) Required product specification
	
	
	
	

	
	
	e) Reference to standards, checklist
	
	
	
	

	III
	Risk Management
	a) Risk analysis
	
	
	
	

	IV
	Verifications
	a) Verification plan
	
	
	
	

	
	
	b) Functional
	
	
	
	

	
	
	c) Preclinical
	
	
	
	

	
	
	d) Biocompatibility
	
	
	
	

	
	
	e) Verification report
	
	
	
	

	V
	Design Validations
	a) Validation plan
	
	
	
	

	
	
	b) Functional
	
	
	
	

	
	
	c) Clinical data/Clinical trials
	
	
	
	

	
	
	d) Validation report
	
	
	
	

	VI
	Specifications and drawings
	a) Specification of product
	
	
	
	

	
	
	b) Description of product
	
	
	
	

	
	
	c) Instructions for use
      Short instruction
	
	
	
	

	
	
	d) Components list
	
	
	
	

	
	
	e) Components and materials specifications
	
	
	
	

	
	
	f) Accessories list
	
	
	
	

	
	
	g) Accessories specifications
	
	
	
	

	
	
	h) Label (Labelling)
	
	
	
	

	VII
	Manufacture
	a) Manufacture specification / instructions
	
	
	
	

	
	
	b) Location of production units
	
	
	
	

	
	
	c) Intermediate products specifications
	
	
	
	

	
	
	d) Intermediate products release documents
	
	
	
	

	
	
	e) Sub-contractors and suppliers; certificates
	
	
	
	

	
	
	f) Component certificates from approved suppliers and internal lot numbers
	
	
	
	

	
	
	g) Equipment list
	
	
	
	

	
	
	h) Packaging instructions
	
	
	
	

	
	
	i) Device kit release documents
	
	
	
	

	
	
	j) Methods and control instructions
	
	
	
	

	
	
	k) Equipment qualification
	
	
	
	

	
	
	l) Sterility validation and microbiology
	
	
	
	

	VIII
	Process Validation
	a) Process validation report
	
	
	
	

	IX
	Reviews
	a)   Design reviews
	
	
	
	

	
	
	b)   Technical reviews
	
	
	
	

	X
	Changes
	a) Changes and additions
	
	
	
	

	XI
	Tollgate Decisions
	a) Tollgate decision documents and protocols
	
	
	
	

	XII
	Post-approval documents
	a) Marketing/sells material
	
	
	
	

	
	
	b) Training material
	
	
	
	

	
	
	c) Education material
	
	
	
	

	XIII
	Post launch
documents
	a)   Sales history
	
	
	
	

	
	
	b) Vigilance
	
	
	
	

	
	
	c) Post-market surveillance
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