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Description

Create a Medical Device Cross-Industry Safe Space

Estimated Timeline and Duration
Start Finish Duration

Q3 2018                
(Safe Space) Q4 2019 18 Months

Q1 2019 (Pilot) Q4 2019 12 Months

MDIC CfQ Steering Committee Lead

• Conor Dolan

• Luann Pendy (Support)

Key Dependencies

• Safe Space: Quality of established models should 
be assessed

• Pilot Program: dependent on maturity of safe space 
environment

Outcomes

• Enables a significantly improved 
environment for identifying root causes 
for the most challenging improvement 
initiatives 

• A governance structure to oversee the 
input of these potential improvement 
initiatives, and an execution structure to 
drive their realization.

• An environment where critical safety 
related information can be shared in a 
protected and non-punitive manner

Benefits

• Permits the most open dialogue concerning sensitive 
improvement subjects in a non-punitive environment

• Leverages well-established models for the 
environment (i.e., emulating Federal Aviation 
Administration’s Aviation Safety Information Analysis 
and Sharing Program

• Gain a broader view of quality performance 
improvement from leading industries, their trusted 
traders, suppliers and contractors

• Potential to create an environment where lessons from 
historic challenges can be used to prevent future 
events

Interim Milestones and Completion Dates

Identify cross-industry experts: Q4 2018 

Identify pilot program: Q1 2019

Invite industry POCs and Kickoff for Pilot Program: Q1 
2019 

High Level Implementation Plan
• Introduce safe space and the concept of a pilot project during the June 2018 steering 

committee forum
• Identify an integrated (i.e., safe space and a TBD pilot) plenary working group to 

address these goals
• Recognize a network of SMEs to address quality issues, Med Device and other 

industry representatives, other regulatory agencies – (e.g., International Medical 
Device Regulators Forum [IMDRF])

• Understand and assess FAA (ASIAS, CAST etc. ) and DoD safe space models and 
use these outputs as a basis to  build framework to socialize with key leadership

• Leverage the SME network to identify, develop and “road test” a pilot concept, within 
the safe space environment, once established (~6-9 months)

• Create the governance structure to maintain a pipeline of improvement projects

Create a non-competitive, collaborative, and sanction-free 
environment enabling open discussions on a variety of critical 
improvement initiatives. Pilot the safe space with an improvement 
effort which will be identified after its establishment

Problem Statement

Collaboration efforts between industry and regulators that can drive 
industry-wide change with respect to product quality and patient 
safety are limited by concerns of regulatory retaliation when company 
problems are shared in the spirit of problem-solving and to gain a 
common understanding of systemic industry issues.  The opportunity 
exists to leverage highly successful efforts in other industries such as 
A&D where industry and regulators have come together and 
successfully implemented positive changes concerning commercial 
aviation fatality risk.



Why a Safe Space?

• Collaboration efforts between industry and regulators that can 
drive industry-wide change with respect to product quality and 
patient safety are limited by concerns of regulatory retaliation 
when company problems are shared in the spirit of problem-
solving and to gain a common understanding of systemic 
industry issues.  

• The opportunity exists to leverage highly successful efforts in 
other industries such as Aviation, where industry and regulators 
have come together and successfully implemented positive 
changes concerning commercial aviation fatality risk.



What would the Safe Space look like?

• A non-competitive, collaborative, and sanction-free environment 
which will enable open discussions on a variety of critical 
improvement initiatives.

• It will be made up of partners from Industry and FDA
• An environment where critical safety related information can be 

shared in a protected and non-punitive manner
• A governance structure to oversee the input of these potential 

improvement initiatives, and an execution structure to drive their 
realization.



What can we learn from Aviation?

• Based on the input of The White House Commission on Aviation Safety and 
Security and The National Civil Aviation Review Commission, the Federal 
Aviation Administration (FAA) and the Aviation Industry Partners 
established the Commercial Aviation Safety Team (CAST) in 1997 to bring 
together key stakeholders in a protected and non-punitive environment 
where they could work cooperatively to develop & implement a prioritized 
safety agenda.  

• Its Mission was to enable a continuous improvement framework built on 
monitoring the effectiveness of implemented actions and modifying 
actions to achieve the goal.

• The goal in 1997 was to Reduce the US commercial aviation fatal accident 
rate 80% by 2007 and Maintain a continuous reduction in fatality risk in US 
and International commercial aviation beyond 2007.  
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Next Steps

• Team:
• Katherine Mack (Stryker)
• Josh Stone (J&J)
• Al Crouse (CVRX)
• Conor Dolan (Boston Scientific)
• Vipul Sheth (Medtronic)
• Judy Ji (CDRH)
• Jennifer Kelly (CDRH)

• Leverage what is already out there during Q4 2018
• Establish contacts in the Aviation Industry to 

understand the structures, agreements, challenges 
etc. that has made CAST an effective model

• Understand the effort within the Cybersecurity 
Space that is establishing a ‘similar’ initiative

• Establish the structure of the Safe Space during Q1 2019
• Membership
• Governance
• Process etc.

• Agree on initial Pilot project for development within the 
safe space structure by end Q1 2019
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