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Item 8.01. Other Events.

On June 8, 2015, Insulet Corporation (the Company) received a warning letter from the U.S. Food and Drug
Administration (FDA) relating to observations noted during its March 2015 inspection of the Company’s facility
located in Billerica, MA. The issue noted in the warning letter relates to the Company’s release of certain lots of EROS
OmniPods that did not conform to final acceptance criteria. The lots identified in the warning letter were
manufactured in mid-2013 and the first half of 2014.

On April 16, 2015, the Company submitted a response letter to a Form FDA 483, List of Inspectional Observations,
received on March 27, 2015. In the June 2015 warning letter, the FDA stated that the corrective action plans
implemented by the Company as referenced in its April response letter should address this issue. The FDA requests a
description of the corrective actions and verification when complete, as well as information to demonstrate that the
corrective actions have been effective. Insulet is required to respond within 15 days.

The Company takes these matters seriously and is committed to complying with all applicable laws, regulations and
rules in connection with the manufacturing, sale and marketing of its products. The Company intends to respond to the
issue raised in the FDA’s letter within 15 days and is committed to resolving this issue with the FDA.

The Company believes this matter will not have an adverse impact on its ongoing business and operations.   

Item 9.01. Financial Statement and Exhibits.

(d)Exhibits.

Exhibit
No. Description

99.1 FDA Warning Letter dated June 5, 2015, received by the Company on June 8, 2015
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SIGNATURES
Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, the registrant has duly caused this
Current Report on Form 8-K to be signed on its behalf by the undersigned thereunto duly authorized.

INSULET CORPORATION

June 10, 2015 By: /s/ Michael L. Levitz
Chief Financial Officer

Edgar Filing: INSULET CORP - Form 8-K

3


