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> GMPO|| 8| Etot= = XIo| HE|

» Remanufacturers

» Custom Device Manufacturers
» Contract Manufacturers

» Contract Testing Labs

» Repackagers and Relabelers
» Manufacturers of Accessories
» Initial Distributors
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United States: 21 CFR 820

Europe: EN ISO 13485

General Provisions

Scope

Qualty System Requirements

Mormative Heferences

Design Controls

Terms and Definitions

Document Controls

Quality Management System

FPurchasing Controls

Management responsibility

Identification and Traceability

Resource Management

Production and Process Controls

Product Realization

T |@(mMmoOolo|od] =

Acceptance Activities

MNonconforming Product

Corrective and Preventive Action

Labeling and Packaging Control

Handling, Storage, Distnbution and
Installation

Records

Sernvicing

|| r | A=

Statistical Techniques

o |~ ||| || ma| =

Measurement, Analysis and
Improvement

ITG
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Subpart A--General Provisions
§ 820.1 - Scope.
§ 820.3 - Definitions.
§ 820.5 - Quality system.

Subpart B--Quality System Requirements
§ 820.20 - Management responsibility.
§ 820.22 - Quality audit.
§ 820.25 - Personnel.
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Subpart C--Design Controls
§ 820.30 - Design controls.

Subpart D--Document Controls
§ 820.40 - Document controls.

Subpart E--Purchasing Controls
§ 820.50 - Purchasing controls.
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Subpart F--ldentification and Traceability
§ 820.60 - Identification.
§ 820.65 - Traceability.

Subpart G--Production and Process
Controls
§ 820.70 - Production and process controls.
§ 820.72 - Inspection, measuring, and test
equipment.
§ 820.75 - Process validation. ’3
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Subpart H--Acceptance Activities
§ 820.80 - Receiving, in-process, and finished
device acceptance.
§ 820.86 - Acceptance status.

Subpart I--Nonconforming Product
§ 820.90 - Nonconforming product.

Subpart J--Corrective and Preventive Action
§ 820.100 - Corrective and preventive action.
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Subpart K--Labeling and Packaging Control
§ 820.120 - Device labeling.
§ 820.130 - Device packaging.

Subpart L--Handling, Storage, Distribution, and
Installation
§ 820.140 - Handling.
§ 820.150 - Storage.
§ 820.160 - Distribution.
§ 820.170 - Installation.

25



FDA — QSR

w
Subpart M--Records

§ 820.180 - General requirements.
§ 820.181 - Device master record.
§ 820.184 - Device history record.
§ 820.186 - Quality system record.
§ 820.198 - Complaint files.
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Subpart N--Servicing
§ 820.200 - Servicing.

Subpart O--Statistical Techniques
§ 820.250 - Statistical techniques.
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§ 820.3 - Definitions.

(e) Design history file (DHF) means a compilation of records which
describes the design history of a finished device.

(i) Device history record (DHR) means a compilation of records
containing the production history of a finished device.

(j) Device master record (DMR) means a compilation of records
containing the procedures and specifications for a finished device.
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§ 820.20 - Management responsibility.
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> 820.20 (c) AEHE
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§ 820.22 - Quality audit.
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§ 820.25 - Personnel.

ISO 13485:2003 — 6.2
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§ 820.30 - Design controls.
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Section Device

868.6810 Catheter, Tracheobronchial Suction.
878.4460 Glove, Surgeon's.

880.6760 Restraint, Protective.

892.5650 System, Applicator, Radionuclide, Manual.
892.5740 Source, Radionuclide Teletherapy.
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820.30 (b)Design and development planning.
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820.30 (c) Design input.
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820.30 (c) Design input.

> O|H M Z0 Chiet B£. (B2, Atld, =2 5)
> O| Mol A Xt=.
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> S
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820.30 (d) Design output.
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820.30 (d) Design output.
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820.30 (e) Design review.
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820.30 (f) Design verification.
Design input?f CHH| S O|E =l CHE 7| E| R =X BS.
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820.30 (g) Design validation.
Design input?f CHH| S O|E =l CHE 7| E| R =X BS.

> A EE AlgRol4 Zaf
L]

> Al E|= 3lA.

> EF A|AHE B 77|20 AHE.

> ALSXF I RO 4% (52 L R|4))
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820.30 (h)Design transfer.
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820.30 (1) Design change.
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§ 820.40 - Document controls.
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§ 820.50 Purchasing controls.
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§ 820.60 Identification.
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§ 820.65 Traceability.

> QAo O] A = B =X & X0 CHSHA.
> 7O LOTOf CHok 4

» LOT No./BATCH No

» Product No.

> Device History Record (DHR)
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§ 820.70 Production and process controls.
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§ 820.72 Inspection, measuring, and test equipment.
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§ 820.75 Process validation.
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§ 820.75 Process validation.

> D2 M| A JH2[[0] M.

> JH[0f Chet 8o, 4& &8 52l
» Installation Qualification (1Q).

» Operational Qualification (OQ).

> Performance Qualification (PQ).
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§ 820.80

Recelving, in-process, and finished device acceptance.
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§ 820.80
Recelving, in-process, and finished device acceptance.

> HE2 Cta Ateel 2tz [0l 24 =7+
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> oE 7|5 S EM9 EE.
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§ 820.80
Recelving, in-process, and finished device acceptance.
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§ 820.90 Nonconforming product.

> @A O FAE e ME2l 2e|of Chek 24t
> 2XotEC| AE I N2|of CHat Mot
> Azl 8 M2l
> B El 07 2R D LRI ER.
> XHEFRI0) Chet E 2.
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§ 820.100 Corrective and preventive action.

> AR 9 O K| of TS A 2.
> HO|E{Q A DAL T B2k, Kef, BXI|Z S,
> BXY 9 J|E R
> @o10f hsk Z A
> SR HUWK|S Qo EX L 0TS,
> 45 9wt
> HZARSO| T3 1 L 7|2
> AYZE

Nt % 7|2,

A

>

Mo

57



[
=

FDA — QSR

§ 820.120 Device labeling.
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§ 820.130 Device packaging.
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» Shipping Z1H|0
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§ 820.140 Handling.
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§ 820.150 Storage.
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§ 820.160 Distribution.

> 5018 R EQ S5t
> QC{0| HE U =l
Q7|7 gol.
> =172 /%]
> 2 E 23X 0|2 U F
> SO1E M Alg U S

> =olY.

62



[
=

FDA — QSR

§ 820.170 Installation.

> 4X7t 27 32
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§ 820.181 Device master record.
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§ 820.184 Device history record.

> M| =Xt= LOT, BATCH Y 7|7|¥ DHR= £ X|.
s EXT}

> M| Zm2at

> A|&1Z 3t

> T8 8l EO0| At A& Bl 2=

> Ag|HS
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§ 820.186 Quality system record.

> 820.40 2 M THZ| O M M3t 7| 2.
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§ 820.198 Complaint files.

> =0to| M=, A& A HE|of Tt 7| =.
> H= nMF0r2 AE E[0{OF &

> D= =202 Al HES| o 2.

> LEA HaE 2AC

> ol = 42 PART 803 (Medical Device Reporting)
> Investigation O| 8 71 &|=X| &FCF,
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§ 820.198 Complaint files.
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» GMP - Quality System Regulation Final Rule (Federal Register)
http://www.fda.gov/cdrh/humfac/frqsr.htmi

» QSIT Inspection Handbook
http://www.fda.gov/ora/inspect_ref/igs/gsit/gsitguide.htm

» Guideline on General Principles of Process Validation
http://www.fda.gov/cdrh/ode/425.pdf

» Design Control Guidance for Medical Device Manufacturers
http://www.fda.gov/cdrh/comp/designgd.html

» GMP Guidance Documents - CDRH Office of Compliance
http://www.fda.gov/cdrh/comp/gmp.htmi
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