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GemStar Power Supply. 3VDC for GemStar Infusion Pumps
4,49 (Hospira Inc.) 4s,é 7 o
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Desktop GemStar Power Supply List Number: 13072-05:

1) US Distribution Lot Numbers: 10115G1, 11121G1, 11122G1, 1123G1, 11124G1, 12143G1,
12144G1, 12178G1, 15185G1, 12195G1, 17214G1, 18217G1, 18219G1, 19225G1, 20233G1,
21242G1, 22251G1, 23259G1, 24271G1, 25280G1, 26289G1, 26290G1, 27283G1, 27297G1,
27300G1;

2) Foreign Distribution Lot Numbers: 11128G1, 12140G1, 12142G1, 12148G1, 14176G1,
15187G1, 15196G1, 16207G1, 16208G1. 18218G1, 19226G1, 19229G1, 20234GH1, 21241G1,
22255G1, 23262G1, 24270G1, 25276G1, 26285G1, 27299G1, 27301G1
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http: //www.fda.gov/Safety/MedWatch/Safetylnformation,/SafetyAIertsforHumanMedicaIPro

ducts/ucm421951 .htm
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U.S. Food and Drug Administration
Protecting and Promoting Your Health

GemStar Power Supply, 3VDC for
GemStar Infusion Pumps by
Hospira: Class | Recall - Power
Supply May Not Deliver Enough
Electricity

[Posted 11/05/2014]
AUDIENCE: Risk Manager, Nursing

ISSUE: The power supply may not properly deliver electric power to the GemStar Infusion Pump. If
the power supply fails, planned infusion therapy may be delayed if a backup power supply is not
used.

Hospira received a total of 20 reported incidents including one report of smoke and found that the
GemStar Infusion Pump was operating on battery power while connected to the 3VDC power
supply. There were no reports of injuries or death.

The firm noted that all 13,002 units distributed worldwide, with 5,687 of those units distributed in
the U.S., may fail. The use of the recalled devices may cause serious health risks, including delay
in therapy, delivery of too much fluid, too high or too low blood pressure, slow or fast heart
rhythm/beat, shock, trauma, 1st or 2nd degree burns, smoke inhalation, problems breathing,
stroke, and death. In oxygen-rich environments, an electric shock or spark from a malfunctioning
pump could cause a fire.

BACKGROUND: The GemStar Supply is an accessory that provides power to the GemStar
Infusion Pump. The power supply converts alternating current (AC) voltage of 120 or 240V to
Direct Current (DC) voltage of 3.3 Volts. Hospira GemStar Infusion Pumps are used to deliver
controlled amounts of fluids including medicines, blood, blood products, nutritional foods, and other
mixtures, into a patient’s body in controlled amounts. Hospira Gemstar Infusion Pumps are used in
hospitals, for outpatient care, and for home care.

RECOMMENDATION: Remove the power supply from service. If you (or a potential user) believe
that the power supply is damaged for any reason. Contact Hospira Global Complaints at 1-800-
441-4100 to report the concern.

Hospira sent an “Urgent Medical Device Correction” letter dated February 3, 2014 to all direct
customers. The letter outlined the problem and the steps to be taken.

http://www fda. gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedical... 11/10/2014
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Healthcare professionals and patients are encouraged to report adverse events or side effects
related to the use of these products to the FDA's MedWatch Safety Information and Adverse Event
Reporting Program:

* Complete and submit the report Online: www.fda.gov/MedWatchIregort.htm

{http:/lwww.fda.gov/MedWatch/report.htm)

* Download form (/Safety/MedWatch/HowToRe ort/DownloadForms/default.htm) or call
1-800-332-1088 to request a reporting form, then complete and return to the address on the
pre-addressed form, or submit by fax to 1-800-FDA-0178

[11/05/2014 - Recall Notice (/MedicalDevices/Safe IListofRecalls/ucm421946.htm) - FDA]
[11/05/2014 - Recall List of Affected Lot Numbers (h ://lwww.accessda-
ta.fda.goviscripts/cdrh/cfdocs/cfres/ rescollection 2.cfm?id=126858&create dt=2014-10-24) -
FDA]

http://www.fda. gov/Safety/Med Watch/SafetyInformation/ Safety AlertsforHumanMedical... 11/10/2014



