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July 31, 2023        via FedEx  
        

URGENT MEDICAL DEVICE CORRECTION 
FSCAs 2249723-06/02/2023-010-C, 2249723-06/02/2023-011-C, 

2249723-06/02/2023-013-C & 2249723-06/02/2023-014-C 
Datascope Cardiosave Hybrid and Rescue Intra-Aortic Balloon Pumps (IABP) 
 

Product Description: Product Code/Part 
Number: 

UDI Code: 

Cardiosave Hybrid 
0998-00-0800-31 
0998-UC-0800-31 

10607567109053 
N/A 

Cardiosave Hybrid 0998-00-0800-32 10607567111117 

Cardiosave Hybrid 
0998-00-0800-33 
0998-UC-0800-33 

10607567109008 
N/A 

Cardiosave Hybrid 0998-00-0800-34 10607567111940 

Cardiosave Hybrid 0998-00-0800-35 10607567109107 

Cardiosave Hybrid 0998-00-0800-45 10607567108421 

Cardiosave Hybrid 
0998-00-0800-52 
0998-UC-0800-52 

10607567108438 
N/A 

Cardiosave Hybrid 
0998-00-0800-53 
0998-UC-0800-53 

10607567108391 
N/A 

Cardiosave Hybrid 
0998-00-0800-55 
0998-UC-0800-55 

10607567108414 
N/A 

Cardiosave Hybrid 0998-00-0800-65 10607567113432 

Cardiosave Rescue 0998-00-0800-75 10607567112312 

Cardiosave Rescue 0998-00-0800-83 10607567108407 

Cardiosave Rescue 0998-00-0800-85 10607567113449 
 

Distributed Affected Lot 
Number: 

All 

Manufacturing Dates: Since December 2011 

Distribution Dates: Since March 06, 2012 
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Dear Risk Manager, 
 
Datascope Corp., a subsidiary of Getinge is initiating a voluntary Medical Device Correction for the 
Cardiosave Hybrid and Cardiosave Rescue Intra-Aortic Balloon Pump (IABP) due to the following 
four (4) identified system conditions: 
 

Issue 1:  Autofill Alarms 
Issue 2:  Gas Loss & Gas Gain Alarms 
Issue 3:  System Over-Temperature  
Issue 4:  Fiber Optic Damage 

 
The Cardiosave Intra-Aortic Balloon Pump (IABP) is an electromechanical system used to inflate 
and deflate intra-aortic balloons (IABs).  It provides temporary support to the left ventricle via the 
principle of counterpulsation as stated in the Instructions for Use. 
 
Please note that according to the FDA, a Recall is a method of removing OR correcting products. A 
Correction is defined as a means to repair, modify or adjust a product without its physical removal. 
This particular correction does not require physical removal of the device. For your convenience, 
we are providing the link to the FDA website, which includes these definitions as well as other 
related information: https://www.fda.gov/medical-devices/postmarket-requirements-devices/recalls-
corrections-and-removals-devices.  
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Issue 1:  Autofill Alarms 

 
Identification of the issue: 
Datascope/Getinge has received 238 complaints over a two-year period (January 1, 2021 through 
January 31, 2023) where Cardiosave IABP users were identifying autofill failure conditions on the 
devices.  Datascope/Getinge identified that 182 of these complaints were directly related to the 
IABP and described failure mode.  Getinge is initiating a voluntary Medical Device Correction for 
the Cardiosave Intra-Aortic Balloon Pump (IABP) in order to mitigate the risk associated with these 
events.  
 
Two adverse events were received where 1 death and 1 serious injury were reported.  These 
complaints are currently under investigation. 
 
Risk to Health: 
Autofill failures are a means of communicating to the User that a feature of the IAB or IABP is 
unable to deliver therapy.  The alarm state is an intentional means to prompt the user for patient or 
device assessment and/or intervention. Autofill failure is not always indicative that there has been a 
product compromise or failure.  
 
However, for those Autofill failures that result from an equipment failure that the User cannot 
address directly, a prolonged interruption may be experienced until an alternative console can be 
identified. Further, if one is not available, or the patient is in transport, therapy cannot be continued.  
 
In all instances of autofill failure, whether the source is generated by IAB or IABP status, therapy is 
proactively placed on standby (i.e., pumping stops) to prevent patient injury. As with any therapy 
interruption, the degree of subsequent hemodynamic stability is related to the patient’s overall 
clinical condition, those critically ill are more vulnerable to clinical decline, and those patients within 
the transport environment, there is greatest risk of harm as resources available are limited and 
therapy interruption may be prolonged.   
 
Should autofill failure result in prolonged interruption to therapy, the hospital may obtain a different 
console.  If another IABP console is not available for use, alternative means of providing 
hemodynamic support (vasopressors, inotropes or alternate therapies) may be initiated by a 
healthcare provider as a temporizing measure.  If alternative supportive measures are unavailable 
or ineffective until therapy can be resumed, therapy interruption can lead to death. 
 
User Actions to be taken now: 
Our records indicate that you may have a Cardiosave Hybrid and/or Cardiosave Rescue Intra-
Aortic Balloon Pump (IABP) in your facility. Please examine your inventory immediately to 
determine if you have any Cardiosave Hybrid and/or Rescue IABPs. 
 
As a result of the investigation into the complaints, Getinge would like to reinforce information that 
is detailed in the Cardiosave Instructions for Use to help minimize the frequency and impact of 
these alarms: 
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As per the Cardiosave Operating Instructions in sections 2.1.8, “Initiation of Assist” and 2.1.9, “IAB 
Fill”; the system performs an autofill under the following three conditions: 

• Initiation of Therapy  

• Every two (2) hours while therapy is ongoing 

• If during transport, the atmospheric pressure changes by a 25 mmHg (~1,000 ft.) rise or 50 
mmHg (~2,000 ft.) drop during therapy to keep the balloon pressure acclimated to local 
conditions 

If the autofill procedure fails to purge and fill the Pneumatic Module properly, the message Autofill 
Failure will be displayed, an audible alarm will be activated, and pumping will be suspended until 
the alarm is cleared. Corrective action can be obtained by pressing the Help Available key. The 
three high priority alarms are:  

• Autofill Failure – No Helium 

• Autofill Failure – Blood Suspected 

• Autofill Failure 

 

Note:  Autofill Failure – Blood Suspected is caused by a leak in the IAB which results in blood 
migration back into the IABP system.  The failure of the IAB is outside of the scope of this Field 
Safety Notification. 

 

Autofill Failure – No Helium 

• Verify that the Cardiosave device has sufficient Helium in the system.   

• If the Cardiosave is in Hybrid mode (console within a hospital cart), verify the external 
Helium Tank is connected to the cart, is opened, and there is sufficient Helium in the tank to 
support the IABP therapy. 

• If the Cardiosave is in Rescue (transport) mode, replenish the IABP’s Helium gas supply by 
placing the IABP console into the hospital cart, or connect the IABP console to a helium 
refilling station (if available at your facility). 

Once these steps are completed, initiate an autofill by pressing the START key, or by pressing the 
IAB FILL key for 2 seconds. 

 

Autofill Failure 

The Cardiosave monitors the volume of helium within the catheter by monitoring the pressure 
within the IAB catheter and tubing. To ensure reliable operation of the autofill system and proper 
IAB inflation pressures, it is important that the volume of helium within the IAB catheter and 
extender tubing is not altered.  Using different length or sized tubing than that supplied with 
Getinge IAB products will change IAB inflation pressure levels and may result in Autofill failures. 
Consequently, such practices must be avoided. 

 



 

 Getinge   

45 Barbour Pond Drive    

Wayne, NJ 07470 USA  

www.getinge.com 
Page: 5 of 17 

If an Autofill Failure alarm is present: 

• Ensure that only one correctly sized IAB extender tubing is tightly connected to the IAB 
and the IABP, and there are no restrictions in the tubing. 

• Check for evidence of blood in the IAB tubing. If any blood is noted or perforation is 
suspected, the following procedure must be performed immediately: 

o Disconnect the catheter extender tubing from the IABP console to allow the 
balloon to deflate. 

o Clamp extracorporeal tubing between white y-fitting and male connector. 

o Place the patient in Trendelenburg as tolerated to guide any residual helium to 
travel away from the head vessels. 

o Notify physician, and prepare for IAB catheter removal. 

o Consider IAB catheter replacement, if the patient’s condition warrants. 

o If blood is suspected of having entered the pump, take pump out of service.  It 
should be evaluated before use in another patient by a Getinge or 
Biomed/Technical Service to determine if replacement of contaminated 
components is necessary.  

• If blood is not present, press the START key to refill the IAB and resume pumping. 

 

If the alarm message persists, switch to another IABP if available and contact your Service 
representative.  If another IABP console is not available for use, alternative means of providing 
hemodynamic support (vasopressors, inotropes or alternate therapies) may be initiated by a 
healthcare provider as a temporizing measure 
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Issue 2:  Gas Loss & Gas Gain Alarms 
 
Identification of the issue: 
Datascope/Getinge has received 140 complaints (including 1 death) over a two-year period 
(January 1, 2021 through December 31, 2022) where Cardiosave IABP users were reporting 
instances of “Gas Loss in IAB Circuit” and “Gas Gain in IAB Circuit” alarms while providing therapy.   
 
An internal investigation of the complaints determined that there is a potential trigger for these 
alarms that was not listed in the IFU: Patient Movement (coughing, general movement, and 
swallowing) which leads to restrictions in the catheter/tubing.  Patient movement during therapy 
can cause a temporary scenario where the IABP will sense a change in pressure (due to 
catheter/tubing kinking) that can trigger the Gas Loss or Gas Gain alarms.  This situation is 
transient from the specific patient movement.  As a precautionary measure, please ensure that 
patient movement is limited during IABP therapy to keep the catheter/tubing free of potential 
restrictions.  
 
Further, as a result of the investigation into the complaints, Getinge would like to reinforce some 
information in the Instructions for Use with the Cardiosave users to help minimize the frequency 
and impact of these alarms: 
 
The Gas Loss & Gas Gain alarms trigger when there is a change in the volume of gas in the IAB 
catheter and tubing through to the female luer port of the Cardiosave IABP.  This situation can be 
caused by loose connections and/or abrasions to the tubing/catheter.  In addition, patients that are 
febrile or tachycardic may experience a higher rate of gas loss due to diffusion through the balloon 
membrane. 
 
If the Cardiosave IABP system detects a volume change of ±5cc within 1 hour, a “Gas Gain in IAB 
Circuit” or “Gas Loss in IAB Circuit” high priority alarm message will be displayed, an audible alarm 
will be activated, and pumping will be suspended until the alarm is cleared.  Corrective action can 
be obtained by pressing the Help Available key. 
 
 
Risk to Health: 
A delay in therapy or an interruption in therapy may be experienced while troubleshooting the patient 
alarm.  As with any therapy interruption, the degree of subsequent hemodynamic stability is related 
to the patient’s overall clinical condition, those critically ill are more vulnerable to clinical decline. 
 
Should the Gas Loss/Gas Gain failure result in prolonged interruption to therapy due to the inability 
to successfully troubleshoot the alarm (e.g., a component failure), the hospital will need to  obtain a 
different console.  If another IABP console is not available for use, alternative means of providing 
hemodynamic support (vasopressors, inotropes or alternate therapies) may be initiated by a 
healthcare provider as a temporizing measure.  If alternative supportive measures are unavailable 
or ineffective until therapy can be resumed, therapy interruption can lead to death. 
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User Actions to be taken now: 
Our records indicate that you may have a Cardiosave Hybrid and/or Cardiosave Rescue Intra-
Aortic Balloon Pump (IABP) affected by this correction in your facility.  Please examine your 
inventory immediately to determine if you have any Cardiosave Hybrid and/or Rescue IABPs. 
 
The following actions should be taken should you experience an alarm for “Gas Loss in IAB” & 
“Gas Gain in IAB”: 
 
Gas Gain in IAB Circuit 

• Verify all of the tubing connections are leak free. 

• Press the START key to initiate an Autofill and resume pumping. 
 
Gas Loss in IAB Circuit 

• Inspect the tubing from the patient through to the connection of the helium extender tubing 
to the female luer port of the Cardiosave IABP.   

• If any blood is noted or perforation is suspected, the following procedure must be performed 
immediately: 
1. Disconnect the catheter extender tubing from the IABP console to allow the balloon to 

deflate. 
2. Clamp extracorporeal tubing between white y-fitting and male connector. 
3. Place patient in Trendelenburg as tolerated to guide any residual helium to travel away 

from the head vessels. 
4. Notify physician, and prepare for IAB catheter removal. 
5. Consider IAB catheter replacement, if the patient’s condition warrants. 
6. If blood is suspected of having entered the pump, take pump out of service. It should be 

evaluated before use in another patient by a Getinge or Biomed/Technical Service  
representative who has been trained on Cardiosave service requirements, to determine 
if replacement of contaminated components is necessary. 

• If blood is not detected, ensure that the IAB extender tubing is tightly connected to the IAB 
and the IABP.  If appropriate, perform an Autofill by pressing and holding the IAB FILL key 
for 2 seconds, then press the START key to resume pumping. 

• If the patient is febrile or tachycardic, consider increasing the frequency of Autofills by 
initiating an Autofill prior to the regularly scheduled 2-hour Autofill. 
 

As described above, based upon field observations seen through complaints evaluations, there is a 
possibility that patient coughing, swallowing, and movement may induce gas gain and/or gas loss 
alarms. As a precautionary measure, please ensure patient movement is limited to avoid possible 
IAB tubing kinks and loose connections during usage. Datascope/Getinge is currently performing 
additional testing to verify these hazardous situations and will make appropriate changes to the  
Cardiosave Operating Instructions, recommended procedures, and/or device design to mitigate  
these situations, once the investigation is complete. 
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Should the Gas Loss/Gas Gain failure result in prolonged interruption to therapy, the hospital may 
obtain a different console.  If another IABP console is not available for use, alternative means of 
providing hemodynamic support (vasopressors, inotropes or alternate therapies) may be initiated 
by a healthcare provider as a temporizing measure. 
 
If another IABP console is installed and the new console also has Gas Loss/Gas Gain failures, the 
intra-aortic balloon (IAB) needs to be assessed for replacement. 
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Issue 3:  System Over-Temperature  
 
Identification of the issue: 
Datascope/Getinge has received 148 complaints over a two-year period (January 1, 2021 through  
December 31, 2022) where Cardiosave IABP users reported “System Over Temperature” alarms 
associated with a loss of pumping and/or the Cardiosave system entering Standby mode.  
 

One adverse event was received where death was reported. 
 
Risk to Health: 
Should the IABP internal temperature exceed a threshold of 80° C, the Cardiosave interrupts 
therapy by placing the pump in Standby and notifies the User of the event.  Although the User is 
notified of the event by both audible and visual notification, the resulting standby mode is sudden 
and requires immediate User intervention to either provide alternative or supportive therapy to the 
patient.  
 
Therapy will resume on restart once the Cardiosave has had time to cool sufficiently. However, due 
to the various conditions that can potentially cause an over-heat situation, there is no anticipated 
length of time required for a console to cool sufficiently to restart therapy.  Furthermore, the 
affected IABP remains vulnerable to a failure of restarting or another overheat event resulting in  
subsequent therapy interruption unless the condition(s) causing the overheating are resolved.  As 
such, if the IABP is unable to restart or another overheat event occurs, the User must obtain 
another IABP console for use. 
  
Should an alternate IABP console not be available for use, a clinician within the hospital 
environment may have the opportunity to provide alternative means of clinical stabilization by 
administering pharmaceutical support to stabilize a compromised patient. Should a prolonged 
period of interruption result, an alternative treatment course may be pursued including the 
application of additional MCS therapies. For those patients receiving counterpulsation within the 
transport environment, should a console overheat, and a “System over temperature” alarm results 
in a pump remaining in standby mode, it may not be easily remedied (i.e. console cooled 
sufficiently to resume therapy). In the transport environment a clinician’s resources are limited to 
those available en route; even if the standby period is brief following a “system over temperature” 
alarm, there is the potential for injury if not well tolerated by the patient.  
 
As with any therapy interruption, the degree of subsequent hemodynamic stability is related to the 
patient’s overall clinical condition, those critically ill are more vulnerable to clinical decline.  If 
alternative supportive measures are unavailable or ineffective until therapy can be resumed, 
therapy interruption can lead to death.  
 
User Actions to be taken now: 
Our records indicate that you may have a Cardiosave Hybrid and/or Cardiosave Rescue Intra-
Aortic Balloon Pump (IABP) in your facility.  Please examine your inventory immediately to 
determine if you have any Cardiosave Hybrid and/or Rescue IABPs. 
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When a System Over Temperature alarm is triggered, the device must be powered down and 
allowed to cool to a safe operating internal temperature before therapy can be re-initiated using the 
same IABP.   

Should you experience a System Over Temperature of Cardiosave IABP during therapy, perform 
the following instructions documented in CARDIOSAVE Hybrid and Rescue, Operational 
Instruction for US and OUS: 

1. Turn the IABP OFF by pressing and holding the green IABP Power Button, located on the 
back panel, for 2 seconds 

2. Wait 10 seconds 

3. Turn the IABP ON by pressing and releasing the green IABP Power Button 

 

If the alarm message persists, switch to another IABP if available and contact your Service 
representative.  If another IABP console is not available for use, alternative means of providing 
hemodynamic support (vasopressors, inotropes or alternate therapies) may be initiated by a 
healthcare provider as a temporizing measure.  

 
Consideration should be given to having a backup IABP available in the event the IABP doesn’t 
cool sufficiently to restart or the alarm reoccurs. To help prevent such alarms from occurring, 
ensure that there are no restrictions to the airflow around the Cardiosave device. Restrictions to 
the vents on the device can significantly increase the internal temperature of the device, leading to 
such temperature excursions.  Additionally, as per CARDIOSAVE Hybrid and Rescue Operational 
Instruction, it is essential not to operate the Cardiosave device outside of the posted operating 
ambient ranges. This is to prevent such temperature excursions and ensure the safe and effective 
use of the device. Therefore, it is important to follow the manufacturer's instructions carefully and 
take appropriate precautions to ensure the proper ventilation and temperature control around the 
Cardiosave device.  
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Further, please ensure that there are no restrictions to the airflow around the Cardiosave device.  
Restrictions to the vents on the Cardiosave can significantly increase the internal temperature of 
the device. 
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Issue 4:  Fiber Optic Damage 

 
Identification of the issue: 
Datascope/Getinge has received 187 complaints over a two-year period (January 1, 2021 through 
December 31, 2022) where Cardiosave IABP users were experiencing a failure in the IAB Fiber 
Optic Sensor input on the IABP when inserting the Intra-Aortic Balloon Fiber Optic connector.   
 
The Fiber Optic connector is designed to fit smoothly into the IAB Sensor Input. The red triangle on 
the top of the connector should align with the red triangle on the Cardiosave console. Inserting the 
Fiber Optic connector into the port without verifying the correct alignment can lead to internal 
damage.  If difficulty is encountered when inserting the connector, verify that the connector is in the 
correct position and attempt to reinsert into the IAB Sensor Input.   
 

Excessive force can cause damage to the connector and the internal fiber optic assembly of the 
IABP console. This may cause a disruption in the fiber optic signal acquisition resulting in an 
inability to acquire a fiber optic signal  on the Cardiosave IABP.  Following proper insertion 
procedures will minimize the potential for damage to the connector and a loss of signal. This 
conclusion is based on field observations seen through the complaints evaluation. As part of 
Datascope’s investigation testing will be performed to confirm this observation.  
 
 
Damaged Fiber Optic ports may not present as an immediate failure.  There is a potential for the 
damage to cause an intermittent or delayed failure in the Fiber Optic connection.   
 
There have been 2 deaths and 2 serious injuries reported, however these events have not been 
able to be definitively associated with the failure. 
 
Risk to Health: 
Should the event occur where fiber optic signal is not available and there is no ECG signal 
available, therapy may be interrupted.  As with any therapy interruption, the degree of subsequent 
hemodynamic stability is related to the patient’s overall clinical condition, those critically ill are more 
vulnerable to clinical decline. It is important to note that use of fiber optics aides in the delivery of 
therapy, it is not required to deliver therapy.  
 
The risk of therapy interruption from loss of the fiber optic signal can be mitigated by utilizing AUTO 
mode which automatically uses the ECG as a primary source to trigger the therapy or by 
connecting to an alternative pressure monitoring source (the catheter’s inner lumen or another 
external source) to assist in guiding the therapy.  If alternative supportive measures are 
unavailable or ineffective until therapy can be resumed, therapy interruption can lead to death. 
 
User Actions to be taken now: 
Our records indicate that you may have a Cardiosave Hybrid and/or Cardiosave Rescue Intra-
Aortic Balloon Pump (IABP) in your facility. Please examine your inventory immediately to 
determine if you have any Cardiosave Hybrid and/or Rescue IABPs. 
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Fiber optics assists in the rapid acquisition and accuracy of the arterial pressure waveform 
although it is not required to provide therapy with a fiber optic catheter. As detailed within the IFU 
and educational guides, the patient’s arterial pressure can also be obtained via the catheter’s inner 
lumen by connecting a standard fluid-filled pressure bag system or by connecting an external 
arterial pressure source (typically a radial or femoral arterial line) to the IABP console.  
 
Despite the ability of using fiber optics for pressure monitoring, the IFU continues to advise 
maintenance of the catheter’s inner lumen. This guidance is provided within the IFU and Operating 
guides to both prevent thrombus formation at the end of the catheter, as well as to maintain the 
integrity of the inner lumen despite the use of the fiber optic signal for monitoring. This provides an 
alternative source for guiding the therapy if the fiber optic signal is lost.  
 

Using AUTO Mode and the ECG as Trigger 
 
If in Semi-AUTO MODE and using  the fiber optic signal as the trigger source and the signal is not 
available, utilizing AUTO mode will automatically select the ECG or other available trigger source 
to guide therapy.  When in AUTO mode should the fiber optic signal be lost, therapy can still be 
safely delivered using only the ECG. However, should the ECG not be a reliable or accurate signal, 
and the system seeks the arterial signal to guide therapy, the IABP will not have the information 
needed to guide therapy, and therapy is stopped.  
 
Should no alternative arterial pressure source be available, the hospital can obtain a different 
console.  If another IABP console is not available for use, alternative means of providing 
hemodynamic support (vasopressors, inotropes or alternate therapies) may be initiated by a 
healthcare provider as a temporizing measure.  
 
Using an Alternative Pressure Source as the Trigger 
 
If the fiber optic signal is not available, the inner lumen of the IAB catheter may instead be used to 
obtain the arterial pressure signal. When monitoring arterial pressure through the inner lumen, use 
a standard arterial pressure monitoring apparatus connected to a three-way stopcock.  Connect 
the three-way stopcock to the female luer hub of the inner lumen. A 3cc/hour continuous flow 
through the inner lumen is recommended. Per hospital policy, a fast forward flush may be 
performed hourly to help maintain patency of the inner lumen. See the IAB instructions for use. 
 
If alternative supportive measures are unavailable or ineffective, the hospital may obtain a different 
console.  If another IABP console is not available for use, alternative means of providing 
hemodynamic support (vasopressors, inotropes or alternate therapies) may be initiated by a 
healthcare provider as a temporizing measure. 
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Instructions for Installation of Fiber-Optic Connection 
The instructions for connecting the Fiber-Optic Sensor Connector are described in the Operator’s 
manual in Section 2.1.4.1.1: 

 

In step 4, when the Fiber-Optic connector is inserted into the IAB Sensor input until an audible 
“click” is confirmed, ensure that you are not using excessive force as that can lead to damage to 
the Cardiosave. 
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Actions to be taken by Datascope/Getinge 
This Urgent Medical Device correction is being issued to inform Users of the issue observed and 
actions to be taken should Users experience this issue.  Datascope/Getinge is currently investigating 
this issue further to determine root cause and will notify customers in the event additional action 
needs to be taken to correct the issue. 
 
Datascope/Getinge is in the process of developing an addendum to the Cardiosave IABP 
Instructions For Use to document new warning(s), caution(s), and/or action(s) to be taken by the 
User to minimize the risk of harm caused by the aforementioned system conditions.  Upon 
completion, it is anticipated the addendum will be released with all new products, and distributed via 
Datascope/Getinge's website. 
 
Furthermore, as complaints are continuously monitored and evaluated, Datascope/Getinge may 
develop longer term design solutions.  
 
Actions to be taken by the User related to the issue provided in this notification: 
A review of our records indicates that you may have a Cardiosave Hybrid and/or Cardiosave 
Rescue Intra-Aortic Balloon Pump (IABP) in your facility. Please examine your inventory 
immediately to determine if you have any Cardiosave Hybrid and/or Rescue IABPs. 
 
Please complete and sign the attached MEDICAL DEVICE CORRECTION – RESPONSE FORM 
(page 17) to acknowledge that you have received and understand this notification. Return the 
completed form to Datascope/Getinge by e-mailing a scanned copy to cardiosave-
afgotfo23.act@getinge.com or by faxing the form to (877) 631-9221.  
 
Please forward this information to all current and potential Cardiosave Hybrid and/or 
Cardiosave Rescue Intra-Aortic Balloon Pump (IABP) users within your hospital/facility. 
 
If you are a distributor who has shipped any affected products to customers, please forward 
this letter to their attention for appropriate action 
 
This voluntary recall only affects the products listed on page 1; no other products are affected by 
this voluntary correction. 

 

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 
using the following: 

• Online:  www.accessdata.fda.gov/scripts/medwatch/ 

• 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 

 

We apologize for any inconvenience this Medical Device Correction may cause.  If you have any 
questions, please contact your Datascope/Getinge representative or call Datascope/Getinge 
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Technical Support at 1-888-943-8872, options 4, 2, 1, Monday through Friday, between the hours 
of 8:00 a.m. and 6:00 p.m. (Eastern Time Zone).  
 
This recall is being made with the knowledge of the U.S. Food and Drug Administration. 
 
Sincerely, 

 
Allison Jean Kaplan 
Specialist, Regulatory Affairs and Field Action Compliance 

Getinge    




