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1.0 Purpose

1.1. The purpose of this document is to give an Hazard Analysis for the Arthromeasure
2.0 Scope

2.1. [Lists scope or range of documents or activity affected]

3.0 References

3.1. There are no references for this document and no other documents will be affected
4.0 Subject Headings

4.1. [The number of sections included is limited only by the actual number of major factors that need to be detailed.  The title of “Subject Heading” is intended to be replaced by the factor being described.]

5.0 Revision History

5.1. [Describe revision, include date and ECO number]

Initial Hazard Analysis

The function of the unit being analyzed is to measure rotator cuff tears during arthroscopic surgery.  

Potential failures:

	Potential Hazards
	Causes of Hazardous Condition
	Assignment of the Risk
	Systems Intended Response

	Pieces breaking off
	Bad manufacturing
	14
	Non-functional

	
	Too much force on instrument
	
	

	Sterilization
	Improper sterilization process during manufacturing
	10
	Nothing

	Particulate debris
	Improper finish of material
	10
	Functional

	
	Too much repetitive force
	
	

	Bending
	Excessive force
	10
	Non-functional

	
	Repetitive use
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