Integrating Risk Management
Throughout the Entire Device
Lifecycle with Greenlight Guru
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Documenting the design of a safe product that meets user
needs and requirements fuels the performance and success of

your entire project.
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MedTechSLuite Moving MedTech Forward

years of industry podcast + look to us for the blog & podcast
experience listeners latest in MedTech in the industry

TRUSTED BY LEADING MEDTECH COMPANIES GLOBALLY
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ams
SOFTWARE “This is the easiest eQMS | have used in the 20
years | have been in the Medical Device Industry.”

iy e “The whole experience of using Greenlight Guru
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“Makes your QMS Simple and Effective”
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Too many
companies struggle
through managing risk.

8 Time
® Resources
% Money

8 Guesswork
¥ Rework

% Business Risk
8 Patient Risk




Risk Spreadsheets

@ General purpose tools Tools for [blank] @ Tools designed for the @ Unsure
(e.g. paper, Excel, Word) in general medical device industry

Quality management

Design controls

Risk management
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Biggest Challenges with Risk

Top challenges companies face when managing risk for their devices:

Lack of clear ownership for risk throughout product life cycle
30%

Insufficient design & development information to assess product risk
27%

Visibility and traceability of the risk management files
22%

Keeping up with ISO 14971 regulatory changes
19%

Lack of post-market feedback
16%

Overuse or over-reliance on FMEAs and other tools
12%
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Why A Risk-Based QMS

v Greater emphasis being put on Risk due to ISO 14971 and regulatory bodies

v Total product life cycle traceability - Easier to come back to and assess Risks.

v Tracing Risk throughout your quality ecosystem
Management Review — What is impact of failing to review critical items?
Training — What are consequences of ineffective training?

Calibration — What happens if done incorrectly?

Purchasing — What effect do purchased products have on safety and performance?

Supplier Monitoring — Are suppliers able to meet regulatory requirements?



See itin action
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https://www.greenlight.guru/quality-management-software-demo

