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The U.S. Food and Drug Administration’s (FDA) MedSun program provides this monthly newsletter to 
inform patients and patient advocates about information from FDA on medical device related topics. The 
MedSun program, launched in 2002 by the FDA’s Center for Devices and Radiological Health (CDRH), 
uses a secure online reporting system to receive medical device adverse event reports from a network of 
over 300 clinical facilities across the United States. MedSun sites work collaboratively with the FDA to 
assist in detecting, understanding, and sharing information concerning the safety of medical products and 
play a critical role in the FDA’s postmarket surveillance efforts. 

 

 
 
 
 
 
 
 
 
 

• North American Rescue Issues Correction for First Aid Kits Containing TRUE METRIX Devices 
6/26/26 

• GE HealthCare Issues Correction for Giraffe and Panda Infant Resuscitation Systems and 
Warmers with a M1091607-R Blender 6/22/26 

• Abiomed Updates Use Instructions for Automated Impella Controllers 6/22/26 
• Early Alert: Catheter Introducer Issue from Abiomed and Oscor 6/18/26 
• Recall Expansion: Medline Industries Removes Reprocessed Electrophysiology and Ultrasound 

Catheters 6/18/26 
• Early Alert: Convenience Kit Issue from Windstone Medical Packaging 6/16/26 
• Draeger Issues Correction for Atlan A350 and A350XL Anesthesia Workstations 6/15/26 
• Medline Issues Correction for Kits Containing Huons Bupivacaine Hydrochloride in Dextrose 

Injection, USP 6/13/26 
• Abiomed Issues Correction for Automated Impella Controllers 6/11/26 
• Early Alert: Positive Pressure Breathing Device Issue from Baxter 6/11/26 
• Early Alert: Breathing Circuit Set Issue from Hamilton Medical 6/8/26 
• Early Alert: Insulin Pump Issue from Insulet 6/4/26 
• Becton Dickinson Issues Correction for BD Spinal Trays Containing Bupivacaine Ampules 6/3/26 
• Early Alert: Catheter Introducer Kit Issue from Abiomed 6/2/26 

 

 

 

 

• Update: Hintermann Series H3 Total Ankle Replacement Has a Higher-Than-Expected Risk of 
Device Failure 6/3/26 

• Disruptions in Availability of Stereotactic Breast Biopsy Needles 6/16/26 
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Link to Device Recalls & Early Alerts 

https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/first-aid-kit-recall-north-american-rescue-issues-correction-first-aid-kits-containing-true-metrix
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/infant-resuscitation-system-correction-ge-healthcare-issues-correction-giraffe-and-panda-infant
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/infant-resuscitation-system-correction-ge-healthcare-issues-correction-giraffe-and-panda-infant
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/heart-pump-controller-correction-abiomed-updates-use-instructions-automated-impella-controllers
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/early-alert-catheter-introducer-issue-abiomed-and-oscor
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/catheter-recall-expansion-medline-industries-removes-reprocessed-electrophysiology-and-ultrasound
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/catheter-recall-expansion-medline-industries-removes-reprocessed-electrophysiology-and-ultrasound
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/early-alert-convenience-kit-issue-windstone-medical-packaging-inc
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/anesthesia-machine-correction-draeger-inc-issues-correction-atlan-a350-and-a350xl-anesthesia
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/convenience-kit-correction-medline-issues-correction-kits-containing-huons-bupivacaine-hydrochloride
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/convenience-kit-correction-medline-issues-correction-kits-containing-huons-bupivacaine-hydrochloride
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/heart-pump-correction-abiomed-issues-correction-automated-impella-controllers
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/early-alert-positive-pressure-breathing-device-issue-baxter
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/early-alert-breathing-circuit-set-issue-hamilton-medical
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/early-alert-insulin-pump-issue-insulet
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/anesthesia-kit-correction-becton-dickinson-issues-correction-bd-spinal-trays-containing-bupivacaine
https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/early-alert-catheter-introducer-kit-issue-abiomed
https://www.fda.gov/medical-devices/safety-communications/update-hintermann-series-h3-total-ankle-replacement-has-higher-expected-risk-device-failure-fda
https://www.fda.gov/medical-devices/safety-communications/update-hintermann-series-h3-total-ankle-replacement-has-higher-expected-risk-device-failure-fda
https://www.fda.gov/medical-devices/letters-health-care-providers/disruptions-availability-breast-biopsy-needles-letter-health-care-providers
https://www.fda.gov/medical-devices/medical-device-safety/medsun-medical-product-safety-network
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-recalls-and-early-alerts?utm_medium=Instagram_Reels
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-recalls-and-early-alerts?utm_medium=Instagram_Reels


FDA Issues Warning Letter to the manufacturer of the SNOO Smart 
Sleeper and SNOO Hospital Bundle 
On June 15, 2026, the FDA issued a Warning Letter to Happiest Baby, Inc., manufacturer of SNOO 
Smart Sleeper and SNOO Hospital Bundle for a number of violations, including selling new sleep 
sack sizes and hospital SNOO bassinet bundles without first undergoing FDA review and obtaining 
FDA authorization. The FDA strongly cautions patients, caregivers, and health care providers that 
the X-Small and X-Large sleep sacs, and the SNOO Hospital Bundle, have not been evaluated for 
safety and effectiveness by the FDA and pose increased risks as described in the Warning Letter. 
The FDA also cautions that stains, soiling and unsanitary conditions have been reported on 
refurbished SNOOs distributed to customers, which may pose risk of infection. The FDA also 
cautions that mold has been reported on SNOO Smart Sleeper mattresses and/or mattress covers. 
 
 
 

 

FDA Publishes CDRH’s Real-World Evidence (RWE) Web Page 
The FDA published a new web page dedicated to CDRH’s efforts to foster use of real-world data 
(RWD) to generate real-world evidence (RWE) to support regulatory decision-making. The new web 
page features some of CDRH’s efforts to advance the use of RWE in regulatory decision-making. 
 
 
 
 
 

FDA Issues Frequently Asked Questions (FAQs) for READI-Home 
Innovation Challenge 
The FDA recently announced a new Innovation Challenge titled, “READI-Home: Reducing 
Readmissions through Device Innovation for the Home.” The goal of the Innovation Challenge, 
which is part of the FDA’s Home as a Health Care Hub initiative, is to accelerate patient access to 
medical device technologies aimed at reducing hospital re-admission. To help innovators prepare, 
the Agency is publishing a Frequently Asked Questions (FAQs) webpage. 
 
 
 
 

The reports that follow represent a cross section of device related events sent by MedSun 
Representatives during the prior month. The reports are presented as submitted by MedSun 
Representatives and in some instances have been summarized and edited for clarity.  
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/happiest-baby-inc-718306-06152026
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/Medsun/searchReportText.cfm
https://www.fda.gov/medical-devices/science-and-research-medical-devices/cdrh-and-real-world-evidence
https://www.fda.gov/medical-devices/home-health-care-hub/readi-home-innovation-challenge-frequently-asked-questions
https://www.fda.gov/medical-devices/products-and-medical-procedures/pediatric-medical-devices


Type: Pump, infusion 
Manufacturer: Fresenius Kabi | Brand: Ivenix Infusion System | Model/Cat: LVP-0004 
Event: An Ivenix pump was set up for propofol infusion. This pump has no hold function when the 
pump is on. The device representative recommended turning the pump completely off and back on 
to bring up the menu that shows existing programming. When this was done, the pump gave a 
cartridge error requiring the cartridge to be reset. Removing the cartridge to reset it wipes the drug 
programming and requires the operator to completely reprogram the pump. In the case of a critical 
infusion such as a vasopressor, the time to reprogram in a critical situation increases the likelihood 
of a reprogramming error and a delay of the infusion starting. 
 
Type: Defibrillator, automatic implantable cardioverter, with cardiac resynchronization 
Manufacturer: Medtronic | Brand: Cobalt XT HF Quad CRT-D MRI Surescan | Model: DTPA2QQ 
Event: The vendor representative enrolled the patient into another organization’s Carelink at 
implant. This is a PHI (Protected Health Information) issue as well as a manufacturer implant issue. 
Failure to register a patient into remote monitoring eliminates the provider's ability to monitor the 
patient's heart condition for which the device was implanted. Reliance on this manual process poses 
a patient risk. We are asking whether this information should be scanned instead of manually 
entered or if an electronic solution could be implemented. 
 
Type: Pump, infusion 
Manufacturer: ICU Medical | Brand: Plum Duo/Solo Pumps 
Event: It was the first day of the Duo/Solo pump go-live. A patient presented to the outpatient 
infusion unit for a first-time paclitaxel (Taxol) infusion. Per institutional guidelines, a fast prime of 19 
mL was initiated at 10:57 AM. The purpose of the fast prime is to bring the hazardous drug, which 
carries a high risk for hypersensitivity reaction, to the distal end of the tubing. This process allows 
the oncology nurse to clearly identify the true start of the infusion and closely monitor the patient for 
early signs of reaction. This process requires the presence of two chemo certified nurses which in 
this case happened appropriately. During this time, the primary nurse, the antineoplastic double 
check nurse, and the unit-based super-user for the new pump identified the following concerns: 
1. The volume to be infused was initially not counting down, despite visible dripping of medication in 
the Taxol drip chamber. 
2. The nurse opened the R2 (right channel secondary) program and saw the volume to be infused 
(remaining, not already delivered) was 18 mL. This was concerning, as all three nurses had 
observed active dripping in the chamber for about two minutes, so there should not have been 
another 18 mL left to prime in the line. 
3. The duration of the fast prime appeared longer than expected compared to prior pump practice 
scenarios. 
4. When the pump read 3 mL remaining during priming, the nurses noted the patient appeared 
flushed and immediately assessed the patient. The patient initially reported feeling well but then 
became glazed and lost consciousness. The infusion was stopped immediately, and a rapid 
response was called. The patient quickly deteriorated, progressing to a code in which the Code team 
was called. All supplies were sequestered, and the pump was collected by Biomed for further 
investigation. Notably, the pump was never programmed to run Taxol, as the severe event occurred 
during the fast prime, before the infusion could be initiated. 
 
Device 1: Type: Plastic surgery and accessories kit 
Manufacturer: Medline Industries | Brand: Medline | Model: DYNJT6861 | Lot: 25LBB945 
Device 2: Type: Electrosurgical, cutting & coagulation & accessories 
Manufacturer: Medtronic | Brand: Valleylab | Model: VSMP10 
Event: This facility submitted multiple reports for these devices. 
Event 1: During a surgical case in Labor & Birth, the electrosurgical unit was observed to be 
sparking while in use. The device was immediately removed from the sterile field and taken out of 
service. A replacement electrosurgical unit was obtained and used to complete the procedure 
without further incident. The procedure was completed safely with no additional concerns or 
complications. 
Event 2: There was an unanticipated flame related to equipment use in the operating room. A 
resident reported that mid-case, the suction on the surgical pencil was turned off and she noticed 



that a blue flame came off the surgical pencil tip while it was in use. While using the Bovie, a blue 
flame became visible, and the equipment was immediately discontinued. However, the individual did 
not alert others in the OR about the presence of the flame. No issues with the equipment were 
discovered upon inspection, and there was no harm to the patient. Staff attended Fire In The OR 
Grand Rounds training and a debrief. 
 
Type: Alfapump system 
Manufacturer: Sequana Medical NV | Brand: Alfapump 
Event: The Alfapump is an implanted device for the removal of refractory ascites. There are reports 
of multiple shocks to the patient. The patient had shocking sensations, feeling like involuntary 
spasms in addition to progressively increasing erythema at the abdominal wall site with marked 
pruritus and hypersensitivity to touch. The patient described the discomfort as significant enough 
that sometimes the patient sits with a shirt off and is unable to sleep on the right side. The patient 
reports bladder shocks associated with heart fluttering, bladder spasming (worse when reclining or 
lying flat), shocks occurring while the pump is on and when the patient is in certain positions. The 
patient reports two shocks that nearly jolted the patient out of an exam chair and describes them as 
"incredibly painful episodes." The patient had intermittent shocking allegedly from the pump from 
post-op day 1 to post-op day 47 when the pump was turned off due to the shocking. On post-op day 
58, the pump was removed due to no more ascites. 
 
Type: Instrument, biopsy 
Manufacturer: Hologic, Inc. | Brand: Eviva_0913-20 | UDI-DI: 15420045504974  
Model/Cat: EVIVA_0913-20 | Lot: E26806RW 
Event: The patient was set up to have a stereotactic biopsy of the breast. During the biopsy, the 
biopsy needle and biopsy machine would not function correctly. The biopsy setting appeared to be 
working but there were no specimens being collected. Staff attempted troubleshooting including 
checking suction function, replacing the suction canister, and squeezing the saline bag to try and 
move possible specimen pieces through the tubing. The machine was turned off and back on and all 
parts were checked again while the needle was inside the patient's breast. After that, saline still was 
not traveling through the tubing. The radiologist ended the procedure at this point and attempted to 
remove specimens from the needles to send to the lab. 
 
Type: Leadless Cardiac Resynchronization Therapy (CRT) 
Manufacturer: EBR Systems Inc. 
Brand: Wise (Wireless Stimulation of the Endocardium Technology) CRT System  
Model: M1000 
Event: Two patients experienced serious complications related to the recently adopted WiSE-CRT 
cardiac implant device. Both patients underwent staged device implantation and appeared stable 
post-procedure. However, during routine post-implant echocardiograms in the inpatient 
medical/surgical area, each patient separately developed ventricular fibrillation. Patient A required a 
defibrillation shock from the implanted cardioverter-defibrillator and was resuscitated. Patient B 
suffered cardiac arrest and could not be resuscitated, resulting in death. Both events occurred when 
an ultrasound probe was placed near the implanted device, raising concerns about possible 
interactions between the WiSE system and echocardiogram equipment. All further WiSE-CRT 
device implant procedures have been paused at the facility. These events represent a significant 
patient safety issue potentially associated with the interaction of an implanted cardiac device and 
routine post-operative imaging.  
 
 
 
 
 
 

• Database of Registered Medical Devices and Manufacturers  
• Access Global Unique Device Identification Database (GUDID) 
• Medical Device Safety 
• MedSun: Medical Product Safety Network 
• Medical Device Recalls 

Links to FDA CDRH Databases and Other Information Sources 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://accessgudid.nlm.nih.gov/
https://www.fda.gov/medical-devices/medical-device-safety
https://www.fda.gov/medical-devices/medical-device-safety/medsun-medical-product-safety-network
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm


 

For questions about this newsletter or to request a copy of a previous edition, please email us. 
 

Email: MedSun@fda.hhs.gov          U.S. Food and Drug Administration 
Telephone: 800-859-9821    10903 New Hampshire Ave., Silver Spring, MD 20993 

Contact Us 
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