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Clinically Integrated Supply Chain

• Centralized Supply Chain 
function

• Purchase ordering systems 
under one domain

• Full responsibility over Master 
Item File

• Nurses in Supply Chain 
creates clinical connection 

• Rapid, coordinated response 
to recalls



Recall 
notification 
from all 
directions

• Recall System Alerts

• Direct Alerts from Manufacturer

• Email Notification from REP

• Letter sent to BioMed, Supply 
Chain, Risk or Nursing Leadership

• Phone Call – Heads Up!





How do we 
respond?

• Recall Alert Notification

• Pull Purchase Data from past 2 yrs.

• Pull Clinical Data from Health Record

• Distributor – pull and replace  

• Cart Level Detail – pull and replace

• Provider notification – patient list



EPIC Patient Data Identified:
5,349 Patients with CPAP/BIPAP Recalled Devices

8 Sleep Study Devices Recalled



Site
V30 

(Recalled) V60

Resmed (Auto 
titration 
capable)

Omni lab
(Recalled)

Rem Star
(Auto 

titration 
capable)

Usage

V30 (Cpap for OSA) V60 (Bipap) Pt own Cpap

NEED
auto 

titration

Need
to replace 
V60 use

Encinitas 8 15 0 0 0 6 8 2 2 6

Green 12 10 2 0 0 4 1 2 0 4

La Jolla 15 27 1 0 2 6 10 3 2 6

Mercy 4 18 2 3 0 4 6 2 2 4

Chula Vista 2 10 0 0 0 1 4 1 2 1

Totals 41

80
(includes 16 

rentals) 5 3 2 21 29 10 8 21



Communication Talking Points for 
Respiratory Care Practitioners (RCP)

• All Home CPAP units are to be checked by RCP

• Verify Serial Numbers on Philips Website
• If serial number listed, cannot use tubing or mask

• Verify patient compliance and active sleep disorder diagnosis

• Consult with Physician to use V60 for Nighttime CPAP

• If serial number NOT recalled, document in health record
• “Serial # was checked via Philips Website and not recalled” 





Communication Talking Points for Providers 

• Providers given standardized email template

• Emails sent out to patients with recalled devices

• Written letters were mailed to their homes as a secondary measure

• Medical Office staff given talking points for phone calls



Meet Bob Simpson!

His HVAD Controller Lot# 
is on the recall list

Bob provided us written permission and consent to use his picture for the FDA PEAC presentation.



Notification Process for the HVAD Recall

• VAD Program Manager receives call from Account REP

• VAD coordinator notified all care team members

• FDA Notification received via email

• 7 Patients identified; 2 with recalled controller LOT #

• Within 24 hours of the FDA notification, all patients notified

• Home Visit- Neon Pink Stickers placed on the 2 recalled controllers

• 24/7 VAD troubleshooting emergency call line education
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