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Goals:
Enhance the YNHH safety 
infrastructure of product 
recalls and defective 
products for swift 
Enterprise communication, 
action, response, and 
regulatory compliance.  
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Learning Objectives:
• Discuss strategies to reduce recall 

fatigue.
• Identify strategies to track and 

trend product defects.

References:
FDA.gov
MedSun.fda.gov

• Gap analysis by 3rd Party
• Policy Alignment for Recall & Defect 

Programs

• Centralized repositories for triage, tracking, 
trending

• Leveraging internal reporting mechanisms

• Streamline and Standardization of:
• Process
• Communication

Doubling Down on Recalls and Defects 



DEFECT PROCESS FLOW 
Resource for Clinical Sites

A product malfunctions, is 
defective, or there’s a 
package irregularity 

Together with 
stakeholders from IP and 

clinical sites, CSC 
determines if further 

action is needed

CSC will determine if 
issue is isolated or 

widespread.

CSC files report with 
FDA and sends the 

product to the 
manufacturer

Steps are taken to 
remedy issue – return, 

internal recall or no 
action required

End-user enters an 
event report and 

indicates event involved 
a product

RETAIN PRODUCT and 
bring to supervisor

CSC Defect Team triages 
the data into the defect 

tracking system and 
retrieves the product from 

the clinical site

Information in report is 
tracked to determine if 
issue has happened 

before.

In Accordance with the Yale New Haven Health (YNHHS) Adverse Events policy

https://ynhh.ellucid.com/documents/view/29711
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