
Using ISO 11607 to Develop Risk-Based Device Packaging

Table of Contents
Introduction

Governing Standards for Device Packaging ................................................................................. 3

Sampling Plans ................................................................................................................................ 6

Test Methods .................................................................................................................................... 6

Materials .......................................................................................................................................... 7

Design and Development Requirements ....................................................................................... 8

Performance Testing ........................................................................................................................ 9

Stability Testing ................................................................................................................................ 9

The Role of Device Packaging ..................................................................................................... 11

Installation Qualification (IQ) .........................................................................................................11

Process Development ....................................................................................................................12

Operational Qualification (OQ) ......................................................................................................13

Performance Qualification (PQ) ....................................................................................................13

Process Control, Monitoring, Changes and Revalidation ............................................................14

Risk-Based Decisionmaking for Device Packaging ................................................................... 16

Risk Categories ..............................................................................................................................16

The Risk Pyramid ...........................................................................................................................18

Audit Risks ......................................................................................................................................19

Appendices .................................................................................................................................... 23

A. 21 CFR Part 820 — Quality System Regulation

B. 21 CFR Part 820, Subpart K — Labeling and Packaging Control

C. FDA’s Medical Device Recall Report FY2003 to FY2012


