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November 30, 2016            

    

URGENT MEDICAL DEVICE RECALL  - FIELD NOTIFICATION 
ATRIUM OCEAN, OASIS, EXPRESS and EXPRESS MINI CHEST DRAINS 

Packaging Configuration Clarification 
All Lot Numbers With Expiration Date Prior To October 2019 

 

Manufacturing Dates:  October 2011 to October 2016 
 

PLEASE FORWARD THIS INFORMATION TO ALL USERS AND STAFF WHO MAY USE 

ATRIUM CHEST DRAIN PRODUCTS.    

Dear Risk Management Staff, 

This letter is intended to provide clarification about the current packaging configuration of the Atrium 
Ocean, Oasis, Express and Express Mini chest drainage products.  Atrium chest drainage products are 
packaged with a double sequential sterile wrap and placed into an outer dust cover.  The dust cover is 
folded over and secured with the package label.  
 
This packaging system is the same configuration used on Atrium chest drainage products for the past 30 
years. This Field Notification is to provide clarification as to which part of the packaged drain is sterile.   
 
The label on the outer package denotes the product as being sterile.  The chest drain inside the packaging 
is sterile; the outer dust cover is not sterile.  The two sterilization wraps are what provide the sterile barrier 
for the product.   
 
Please inform responsible personnel of the following steps for introduction of the Atrium Chest Drains 
into the sterile field. 
 
To introduce the chest drain into the sterile field: 

1. Remove the wrapped chest drain from the dust cover.   
2. Open the 2 sterilization wraps using sterile technique. 
3. Only enter the chest drain into the sterile field. 

 
This Field Notification applies to all Atrium chest drain products listed in Table 1 (ref. Attachment 1) 
with an expiration date prior to October 2019.   
 
NEW WARNING LABEL: 

Atrium Chest Drains manufactured after October 18, 2016 will contain a new warning label that identifies 
the pouch as not being a sterile barrier and warns the user that only the chest drain can be entered into 
the sterile field.   
 
Atrium Chest Drains having lot number 244887 and higher will contain the new warning label. 

 
A copy of the new warning label is provided as Attachment 2.    
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ACTIONS FOR USERS: 

 Please ensure that all Atrium chest drain users are aware of the new warning label.    

 Please make copies of new warning label (ref. Attachment 2) and post the warning label near all 

Atrium chest drain product inventory with expiration date prior to October 2019.    

 Please sign the attached Field Notification Reply Form acknowledging receipt of this Field 
Notification and return the Field Notification Reply Form to the following email address: 
packaging.atrium@getinge.com or you may fax it to 1-603-386-6430.   

 
If you have any questions, please contact your local Atrium/Maquet/Getinge chest drainage 
representative. 
 
This field action is being conducted in accordance with the supervision of the U.S. Food & Drug 
Administration. 
  
Adverse reactions or quality problems experienced with the use of this product may be reported to the 
FDA’s MedWatch Adverse Event Reporting program either online, by regular mail or by fax. 

 Online: www.fda.gov/medwatch/report.htm 

 Regular Mail: Download form www.fda.gov/MedWatch/getforms.htm or call 1-800-332-

1088 to request a reporting form, then complete and return to the address on the pre-
addressed form  

 Fax: 1-800-FDA-0178 
 
Thank you for your continued support of Atrium chest drainage products. 
 
Sincerely, 

 
Karen LeFevere 
Director Regulatory Affairs and Quality Compliance Field Actions 
USA Shared Service 
Getinge Group 
45 Barbour Pond Drive  
Wayne, New Jersey 07470 

 
  

mailto:packaging.atrium@getinge.com
http://www.fda.gov/MedWatch/report.htm
http://www.fda.gov/MedWatch/getforms.htm
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ATTACHMENT 1 
Table 1:  Atrium Product Codes (Model) Subject To This Field Notification 

 

Model Chest Drain Product Description 

2002   Ocean Drains 

2002-000 Ocean single drain, with in-line connectors and suction control stopcock  

2002-040 
Ocean single drain, in-line connector and suction control stopcock, Pedi 
connector in bag on back of the drain  

2002-050 
Ocean single drain with in-line connector and suction control stopcock, 
Pre-connected 2550 ATS Bag 

2002-100 Ocean single drain with in-line connector, no suction control stopcock 

2002-300 Ocean single drain with suction control stopcock, no in-line connector 

2002-400 
Ocean single drain, no in-line connector or suction control stopcock, 
Water ampoule  

2020 Ocean Drains  

2020-000 
Ocean dual chamber, in-line connectors and suction control stopcock (2 
Patient Tubes) 

2020-100 
Ocean dual chamber with in-line connectors and no suction control 
stopcock (2 Patient Tubes) 

2020-300 
Ocean dual chamber with suction control stopcock, no in-line connector 
(2 Patient Tubes) 

2012  Ocean Drains  

2012-320 
Ocean Infant/Pediatric drain, with in-line connector and suction control 
stopcock, ¼ in. Tubing, Sims and Pedi connector in bag on back of drain 

2050  Ocean Drains  

2050-000 
Ocean Blood Recovery drain with in-line connector and suction control 
stopcock  

2050-300 
Ocean Blood Recovery drain with suction control stopcock, no in-line 
connector 

2052-000 
Ocean Double Blood Recovery drain with in-line connector and suction 
control stopcock - 2 patient lines connected by one “Y” connector 

2052-300 
Ocean Double Blood Recovery drain with suction control stopcock, no 
in-line connector - 2 patient lines connected by one “Y” connector 

3600  Oasis Drains  

3600-100 Oasis single drain with in-line connector 

3600-150 
Oasis single drain with in-line connector and Pre-connected 2550 ATS 
Bag  
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Model Chest Drain Product Description 

3612 Oasis Drains 

3612-100 
Oasis Infant/Pediatric drain with in-line connector, ¼ in. tubing, Sims 
and Pedi connector in bag on back of drain 

3612-400 
Oasis Infant/Pediatric drain with no in-line connector, ¼ in. tubing, Sims 
and Pedi connector in bag on back of drain 

3620 Oasis Drains 

3620-100 Oasis dual chamber drain with in-line connectors (2 Patient Tubes) 

3650 & 3652  Oasis Drains 

3650-100 Oasis Blood Recovery drain with in-line connector  

3652-100 
Oasis Double Blood Recovery drain with in-line connectors - 2 patient 
lines connected by one “Y” connector 

4000 Series Express Drains  

4000-100N Express single collection drain with in-line connector  

4000-100P Express PreFilled Chest Drain 

4020-100N Express dual chamber drain with in-line connectors ( 2 Patient Tubes) 

4050-100N Express Blood Recovery drain with in-line connector 

4050-100P Express PreFilled Chest Drain 

16400  Express Mini  

16400 Express Mini 500 dry seal drain 
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ATTACHMENT 2 

URGENT: 
ATRIUM OCEAN, OASIS, EXPRESS AND EXPRESS MINI CHEST DRAINS 

NEW WARNING LABEL 
 

PLEASE POST THIS WARNING LABEL NEAR ALL PRODUCT INVENTORY 
WITH EXPIRATION DATE PRIOR TO OCTOBER 2019 

 

To introduce the chest drain into the sterile field: 

1. Remove the wrapped chest drain from the dust cover.   

2. Open the 2 sterilization wraps using sterile technique. 

3. Only enter the chest drain into the sterile field.  
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30 November 2016 

URGENT MEDICAL DEVICE RECALL – FIELD NOTIFICATION  
REPLY FORM 

ATRIUM OCEAN, OASIS, EXPRESS and EXPRESS MINI CHEST DRAINS 
PACKAGING CONFIGURATION CLARIFICATION 

EMAIL TO: packaging.atrium@getinge.com or  

FAX BACK TO:  Insert Fax Number 

 
HOSPITAL:  [INSERT CUSOMER NAME] 
  [INSERT CUSTOMER ADDRESS] 

  
 

I acknowledge that I have reviewed and understand the Urgent Medical Device Recall – Field Notification 
for Atrium Ocean, Oasis, Express and Express Mini Chest Drains.   
 
I confirm that all appropriate staff that use and/or maintain Atrium Ocean, Oasis, Express and Express 
Mini Chest Drains at this facility have been notified accordingly and are aware of the new warning label 
that identifies the pouch as not being a sterile barrier and warns the user that only the chest drain can be 
entered into the sterile field.  
 

Please complete the reply form by entering the required information below, including signature 

and date. 

Print Name: 

 

 

Signature: 
 

 

Date: 

Title: 

 

 

Telephone:  

Hospital Name: 

 

 

Address: 
 

City and State: 
 

 

EMAIL TO: packaging.atrium@getinge.com or FAX BACK TO:Insert fax number 

mailto:packaging.atrium@getinge.com
mailto:packaging.atrium@getinge.com

