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Where do Recalls Fit in the
Triple Aim and CQO?

Cost

Quality

CQO

Outcome

Improve the patient experience 
of care

Improving the health of 
populations

Reducing the per capita cost of 
healthcare



Medical Device Approval and 
Bringing New Product to 

Market



Medical Device Industry Growth

- From 2001 to 2009 the 
size of the US medical 
device industry nearly 
doubled

- Revenues in the medical 
device industry grew at 
a compound annual 
growth rate of 9%

- Devices in this market 
have grown increasingly 
complex and 
sophisticated

Reference:  Food and Drug Administration Medical Device Recall Report



FDA Regulatory Approvals
Pre-Market Notification (510K)

“the device to be marketed is as safe and effective, 
that is, substantially equivalent (SE), to a legally 

marketed device that is not subject to premarket 
approval (PMA)” 

Pre-Market Approval
“PMA approval is to be based on a determination by 
FDA that the PMA contains sufficient valid scientific 
evidence to provide reasonable assurance that the 

device is safe and effective”

Humanitarian Device Exemption
Humanitarian Use Device (HUD) is a device that is 

intended to benefit patients by treating or 
diagnosing a disease or condition that affects fewer 
than 4,000 individuals in the United States per year

De novo Approval
option provides an alternate method to classify 

novel devices of low-moderate risk. Devices 
classified through the de novo process may be 

marketed and used as predicates for future 510(k)



The “Simple” Process



FDA Approval Timeline from 
2008-2011



many devices 
cleared for use in 
patients had no 

clinical data 
accessible in the 

literature to 
support their

use

Concerns with the 510K 
Approval Process

“Substantially 
equivalent” 

products released 
without clinical 

trials

Promotes 
development of 

higher cost items 
with only small 

tech 
improvements

Reference:  Food and Drug Administration Medical Device Recall Report



FDA Regulatory Approvals Trends

PMA Approvals

510K Approvals

Reference:  Food and Drug Administration Medical Device Recall Report



Medical Device Recalls and 
a Little Bit of History



Why do Medical Device Recalls Matter

Reference:  Food and Drug Administration Medical Device Recall Report



Classes of Medical Device Recalls

- Class I recall: a situation in which there is a reasonable 
probability that the use of or exposure to a violative
product will cause serious adverse health consequences or 
death. 

- Class II recall: a situation in which use of or exposure to a 
violative product may cause temporary or medically 
reversible adverse health consequences or where the 
probability of serious adverse health consequences is 
remote. 

- Class III recall: a situation in which use of or exposure to a 
violative product is not likely to cause adverse health 
consequences. 



The FDA Recall Process

- The annual average time from firm awareness to recall posting during this time 
period ranged from 233.7 days to 256.6 days

Reference:  Food and Drug Administration Medical Device Recall Report



Medical Device Recalls
FDA Study 2003-2012

Class 1 Recalls:
-1% of total recalls in 2003
-5% of total recalls in 2012

Class 2 Recalls: 
-More than doubled between
2003 and 2012

Class 3 Recalls:
-Declined by 35% from 2003
To 2012

Reference:  Food and Drug Administration Medical Device Recall Report



Class 1 Recall Procode Progression

The most frequent device procodes for Class I recalls were:
1.  Pump, Infusion
2.  Automated External Defibrillators
3.  Ventilator, Continuous
4. System, Test, Blood Glucose
5.  Introducer, Catheter

Reference:  Food and Drug Administration Medical Device Recall Report



Categorized Recalls

Reference:  Food and Drug Administration Medical Device Recall Report



Capital Market Reaction to Device Recalls

“Capital market penalties for medical device recalls are not severe and that market
Reaction to recall announcements is varied in heterogeneous firms”

Reference:  Food and Drug Administration Medical Device Recall Report



Root Cause Behind Recalls

Reference:  Food and Drug Administration Medical Device Recall Report



36%

6%

17%

28%

13%

Manufacturing Causes Related to Medical Device Recalls

Design

Change Control

Process Control

Materiel/Component

Packaging/Labeling



More Recent Recall 
Information



A Breakdown of 2015 Recall Alerts

Reference:  RASMAS Presentation



Resources:  OpenFDA

Reference:  Food and Drug Administration Medical Device Recall Report



How Recalls are Discovered 
at the Facility/Clinic Level



Pull it from the FDA Website

Reference:  Food and Drug Administration Medical Device Recall Report



Company Websites

Reference:  Cook Medical Website



Recall Letters (Email or Snail Mail)

Reference:  Cook Medical Website



Recall Management
Process



Managing Product Recalls

“The burden of proof that all reasonable efforts have been 
made to remove the product rest on the recalling firm” 



Managing Product Recalls: Policy

Supply Chain

Patient Safety

Clinical Teams

Contracting

Standard Work

Communication Plan



Managing Product Recalls: Process
• Receive Notification

• Process Notification

• Identify Recalled Product

• Identify Impacted Patient Populations

• Patient Notification Processes

• Research Alternative Products

• Sequester Product

• Coordinate Return Goods

• Notify Supplier

• Close the Recall Action



Managing Product Recalls: Training

Recall Product Risk 
Removed

Replace

Collect
Review



Managing Product Recalls: Leadership

Executive
Oversight

Committee
Responsibility

Patient 
Safety

Supply 
Chain

Clinical 
Leader

Supplier 
Rep

Patient 
Advocate

Subject Matter
Experts



Managing Product Recalls: Materiel

Sequester

Sub/
Replacement



Market Solutions:  Third Party

Reference:  ECRI Alerts Tracker



Managing Product Recalls: People

Quality Assurance

Supplier Quality
Engineer

Customer Relations
Manager

100’s of other options



Managing Product Recalls: Facility

Recalled product must have a segregated
location, that restricts the ability to put
product back into the supply flow 



Where Should We Go Now

• Customers pay for expedited shipments, 
special handling, and similar circumstances… 
why shouldn’t expenses associated with 
recalls be passed on to suppliers?

• Clinical decision authorities need to provide 
a change dynamic that makes repeated recall 
situations punitive

• Contracts should be drafted that place 
recalls as a failure to comply and not an 
exempted occurrence
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Questions/Discussion


