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Memorandum Summary

Insulin Pen devices: The Centers for Medicare & Medicaid Services (CMS) has recently
received reports of use of insulin pens for more than one patient, with at least one 2011 episode
resulting in the need for post-exposure patient notification. These reports indicate that some
healthcare personnel do not adhere to safe practices and may be unaware of the risks these
unsafe practices pose to patients. Insulin pens are meant for use by a single patient only.
Each patient/resident must have his/her own. Sharing of insulin pens is essentially the same as
sharing needles or syringes, and must be cited, consistent with the applicable provider/supplier
specific survey guidance, in the same manner as re-use of needles or syringes.
Background
Insulin pens are pen-shaped injector devices that contain a reservoir for insulin or an insulin
cartridge. These devices are designed to permit self-injection and are intended for single-person
use. In healthcare settings, these devices are often used by healthcare personnel to administer
insulin to patients. Insulin pens are designed to be used multiple times by a single
patient/resident, using a new needle for each injection. Insulin pens must never be used for more
than one patient/resident. Regurgitation of blood into the insulin cartridge after injection will
create a risk of bloodborne pathogen transmission if the pen is used for more than one
patient/resident, even when the needle is changed [1]. A previous memo (10-28-NH), dated
August 27, 2010, similarly identified that point of care testing devices must not be shared
between residents because of the risk of bloodborne pathogen transmission.
In 2009, in response to reports of improper use of insulin pens in hospitals, the Food and Drug
Administration (FDA) issued an alert for healthcare professionals reminding them that insulin
pens are meant for use by a single patient only and are not to be shared between patients [2].
Despite this alert, patients continue to be placed at risk of bloodborne pathogen exposure through
inappropriate use of insulin pens for more than one patient, including an incident in 2011 that
required notification of more than 2,000 patients [3]. These events indicate that some healthcare
personnel may be unaware of the risk this unsafe practice poses to patients/residents.
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Discussion
Any provider or supplier using insulin pens should review the following recommendations of the
FDA to prevent transmission of bloodborne infections in the patients/residents under their care.
•
•
•

Insulin pens containing multiple doses of insulin are meant for single patient/resident use
only, and must never be used for more than one person, even when the needle is changed.
Insulin pens must be clearly labeled with patient/resident’s name or other identifiers to
verify that the correct pen is used on the correct patient/resident.
Healthcare facilities should review their policies and procedures and educate their staff
regarding safe use of insulin pens.

Reuse of insulin pens is similar to reusing needles or syringes for more than one patient/resident
and must direct the surveyor to focus on the overall infection control practices in the facility.
The facility plan of correction should include notification of the local health department or state
epidemiologist for determination of the need for post-exposure follow-up of patients and
residents.
Effective Date: Immediately. Please ensure that state and RO surveyors are incorporating this
information into their survey practices.
Training: The information must be shared with all survey and certification staff, surveyors,
managers, and the State and CMS Regional Office training coordinators.
Additional Resource Material
The CDC has updated their website reference material www.cdc.gov/injectionsafety and issued a
clinical reminder accessible a http://www.cdc.gov/injectionsafety/clinical-reminders/insulinpens.html
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Questions may be sent to Karen Hoffmann at Karen.Hoffmann@cms.hhs.gov or phone (919)622-4811.

/s/
Thomas E. Hamilton

cc: Survey and Certification Regional Office Management

