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October 04, 2018

Dear Valued Customer:

BD is committed to providing patients with safe and effective products, and we stand by the performance
and integrity of every product we manufacture, including all pen needles and safety pen needles, which
have a long history of customer satisfaction.

Therefore, we are taking prompt action due to the Safety Communication entitled “Caution When Using
Pen Needles to Inject Medicines: FDA Safety Communication” released by the United States Food and
Drug Administration on September 27, 2018.

The FDA Safety Communication provides: “The FDA has received reports of patients using standard pen
needles to inject insulin without removing the inner needle cover. In these cases, the inner cover stopped
the needle from entering the skin and the patients did not get the insulin. Some patients developed high
blood sugar (hyperglycemia) because the inner needle cover stopped them from getting insulin. One
patient was hospitalized and died because of having blood sugar that was too high for too long.”

Before issuance of this Safety Communication, BD Diabetes Care had updated its label and instructions
for use (IFU) of certain BD pen needles to include clear graphics describing how to remove both the
outer cover and inner needle shield before use. All BD standard pen needle products have an opaque
colored inner needle shield, which must be removed prior to injecting insulin. Enclosed, please find a
sample IFU for review.

While BD Diabetes Care has not been made aware of any concerns with BD product specifically, BD will
continue to evaluate this Safety Communication, engage with FDA on next steps and will take any action
as appropriate.

Ensuring the safety and quality of our products is our top priority at BD, and we are dedicated to
maintaining a robust quality system to fulfill this commitment.

If you have concerns regarding this matter please contact our customer service center on: +1-888-232-
2737, or email: diabetes@bd.com

Sincerely,

Michele Wootten
WW Vice President Quality Management, BD Diabetes Care
BD

Page | 1



Page | 2

How to inject with a Pen Needle
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