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Fingerstick Devices to Obtain Blood Specimens: Initial Communication - Risk of
Transmitting Bloodborne Pathogens

Reusable fingerstick (blood lancing) devices and point of care (POC) blood testing devices (e.g., blood
glucose meters, PT/INR anticoagulation meters, cholesterol testing devices)

AUDIENCE: Primary Care, Nursing, Laboratory

ISSUE: FDA and CDC have noted a progressive increase in the reports of bloodborne
infection transmission over the past 10 to 15 years (primarily hepatitis B virus), resulting
from the shared use of fingerstick and point-of-care [POC] blood testing devices.

Fingerstick and POC blood testing devices used on more than one patient may not be
safe for several reasons. Improper use or device malfunction can lead to the use of the
contaminated lancet blade on more than one patient. It is difficult for healthcare staff to
ensure that all blood has been removed from POC blood testing devices and the
reusable portions of the fingerstick device. If POC blood testing devices are used on
multiple patients and are not cleaned and disinfected correctly and thoroughly between
each patient, contaminated blood left on them could result in bloodborne pathogen
transmission among patients.

BACKGROUND: Fingerstick devices are instruments equipped with a lancet. These
devices are used for making skin punctures to obtain small blood specimens which are
tested for blood glucose, hemoglobin, and other blood components. Some fingerstick
devices are packaged with POC blood testing devices, such as blood glucose meters
and PT/INR anticoagulation meters, while other fingerstick devices and lancet blades
are sold separately.

RECOMMENDATION: Fingerstick devices should never be used for more than one
person. Whenever possible, POC blood testing devices, such as blood glucose meters
and PT/INR anticoagulation meters, should be used only on one patient and not shared.
If dedicating POC blood testing devices to a single patient is not possible, the devices
should be properly cleaned and disinfected after every use as described in the device
labeling.

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:



e Complete and submit the report Online: www.fda.gov/MedWatch/report.htm
e Download form 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.

Read the MedWatch safety alert, including links to the FDA Initial Communication and
CDC web pages regarding use of fingerstick devices, at:

http://www.fda.gov/Safety/MedW atch/Safetylnformation/SafetyAlertsforHumanMedicalP
roducts/ucm?224135.htm

You are encouraged to report all serious adverse events and product quality problems to FDA MedWatch at
www.fda.gov/medwatch/report.htm

Update your subscriptions, modify your e-mail address, or stop subscriptions at any time on your Subscriber
Preferences Page. You will need to use your e-mail address to log in. If you have questions or problems with the
subscription service, please contact support@govdelivery.com.

This service is provided to you at no charge by U.S. Food & Drug Administration (FDA).
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