STATE OF CONNECTICUT

DEPARTMENT OF PUBLIC HEALTH

BLAST FAX 14-

TO: Hospital Administrators/Nursing Home Administrators/Nursing Home Medical
Directors/Infection Control Practitioners/Home Health Agency
Administrators/Assisted Living Services Agencies/Residential Care Homes

FROM:  DBarbara Cass, RN, Section Chief ~ ¢50 &~
Facility Licensing and Investigations Section
410 Capitol Avenue
Hartford, Connecticut, 06134

DATE: May 16, 2014

SUBJECT:  Use of Insulin Pens in Healthcare Facilities

On May 18, 2012, Survey and Certification (S+C) Letter 12-30 was released by the Centers for
Medicare and Medicaid Services reinforcing that Insulin Pens are indicated for single patient
use only. It has recently been reported to the Department that single patient insulin pens had
been used for administration of insulin at a Connecticut healthcare facility inconsistent with the
manufacturer’s intent.

Please see the attached S+C Letter for further guidance and direction. Additionally, the CDC
Clinical reminder for the use of Insulin pens is also attached.

Should you have any questions, please contact myself or Donna Ortelle, R.N., M.S.N., Public
Health Services Manager at 860-509-7407.
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DATE: May 18, 2012
TO: State Survey Agency Directors

FROM: Director
Survey and Certification Group

SUBJECT: Use of Insulin Pens in Health Care Facilities

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.

s 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.

e 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.cde.gov/injectionsafety and issued a

clinical reminder accessible a http://www.cde.gov/injectionsafety/clinical-reminders/insulin-
pens.html
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Questions may be sent to Karen Hoffimann at Kargn.Hoffmann(@cms.hhs.gov or phone (919)-
622-4811.

s/
Thomas E. Hamilton

cc: Survey and Certification Regional Office Management



Insulin Pens
ust Never Be Used for More than One Person

Summary

The Cenfers for Disease Control and Prevention (CDC) has become increasingly aware of
reports of improper use of insulin pens, which places individuals at risk of infection with
pathogens including hepatitis viruses and human immunodeficiency virus (HIV). This notice
serves as a reminder that insulin pens must never be used on more than one person.
Background

tnsulin 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, for a
single person, using a new needle for each injection. Insulin pens must never be used for more than one person.
Regurgitation of blood into the insulin cartridge can occur after injection [1] creating a risk of bloodbome pathogen
transmission if the pen is used for more than one person, even when the needle is changed.

In 2009, in response to reporis of improper use of insulin pens in hospitals, the Food and Drug Administration (FDA) issuad
an alert for heafthcare professionals reminding them that insulin pens are meant for use on a single patient only and are not
to be shared between patients [2]. In spite of this alert, there have been continuing reports of patients placed at risk through
inappropriate reuse and sharing of insulin pens, including an incident in 2017 that required notification of more than 2,000
potentially exposed patients [3]. These events indicate that some healthcare personnel do not adhere to safe practices and
may be unaware of the risks these unsafe practices pose to patients.

Recommendations
Anyone using insulin pens should review the following recommendations to ensure that they are not placing persons in their
care at risk for infection,
+ Insulin pens containing multiple doses of insulin are meant for use on a single person only, and should never be
used for morse than one person, even when the needle is changed.
¢ Insulin pens should be clearly labeled with the person’s name or other identifying information to ensure that the
correct pen is used only on the correct individual.
s Hospitals and other facilities should review their policies and educate their staff regarding safe use of insulin pens
and similar devices.
* Ifreuseis identified, exposed persons should be promptly notified and offered appropriate follow-up including
bloodbome pathogen testing.
These recommendations apply to any setting where insulin pens are used, including assisted living or residential care
facilities, skilled nursing facilities, clinics, health fairs, shelters, detention facilities, senior centers, schools, and camps as well
as licensed healthcare facilities. Protection from infections, including bloodborne pathogens, is a baslc expectation anywherea
healthcare is provided. Use of insulin pens for more than one person, like other forms of syringe reuse [4], imposes
unacceptable risks and should be considered a 'never event'.

See additional information on agsuring safe care during blood glucose monitoring and insulin administration.
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