@ C, Therapeutics

January 19, 2017
URGENT RECALL - C2 CryoBalloon Controller Cap
Dear Valued Customer,

C2 Therapeutics has recently become aware of a potential product issue with the C2
CryoBalloon Ablation System that may occur during use. At this time, C2 Therapeutics is
collecting information and plans to perform a recall of the affected product. C2 Therapeutics
recommends that affected product should not be used. Additional information for this
product issue, occurrence and safety, product affected, recommended actions and product
disposition, and company contact information are detailed below.

Product Issue

The Controller Cap may crack as the Controller Cap is tightened onto the Controller, which
could compromise the integrity of the Controller Cap and result in damage to the Controller
Cap. This could result in fragmentation of the top of the Controller Cap and could potentially
injure the device user.

Occurrence and Safety

There has been one occurrence of this product issue to date that was reported to C2
Therapeutics on December 20, 2016. There have been no prior injuries or adverse events
associated with this product issue to date.

Identification of Affected Product

C2 Therapeutics has identified the source of this product issue as the Controller Cap. C2
Therapeutics has two versions of the Controller Cap, and the issue occurs with only one of the
Controller Cap versions. The Controller Caps that may be affected by this product issue are
easily visually identifiable prior to use (the Controller Caps have a small hole in the center of
the top of the Controller Cap). At this time, all C2 CryoBalloon Controller product lot numbers
that were distributed between June 23, 2016 and December 20, 2016 may have Controller Caps
that are affected by this product issue.

Product Disposition and Response Form

C2 Therapeutics recommends that products with affected Controller Caps should not be
used. If you do not feel you can identify the affected Controller Cap, C2 Therapeutics
recommends that you do not use any product unless a C2 Therapeutics representative is present.

C2 Therapeutics is taking immediate action to correct this issue. Over the next three weeks, C2
Therapeutics will be mailing replacement Controller Caps for all Controllers in your inventory.
C2 Therapeutics will include a labeled shipping envelope for you to return the original
Controller Caps as verification that the Caps have been replaced. This action will not require
you to identify affected Controller Caps or to contact us for a RMA. Please complete and
return the recall response form included with the replacement Controller Caps. In the
event, we have not provided a sufficient number of replacement Controller Caps, you may
request additional Controller Caps.
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If preferred, C2 Therapeutics can correct this issue with either of the methods described below.
Please contact us immediately if you would rather replace the Controller Caps with either of
these alternative methods. If we do not hear from you, we will be sending replacement
Controller Caps as soon as receive them from our supplier.

e OPTION 1
Company representatives are trained to identify the affected Controller Caps based on an
external feature. The company representative will inspect the product in your inventory
and replace the Controller Cap as necessary. Your sales representative will complete
and return the recall response form.

e OPTION 2
All Controllers in your inventory may be returned to C2 Therapeutics for replacement at
no charge. To return product, a returned Material Authorization (RMA) number may be
requested by email or telephone at the contact information below. To expedite return of
your corrected product, please write the RMA number in large letters on the return
packaging. Please complete and return the recall response form included with the
replacement Controller Caps.

Recall and RMA Contact Information

To request an RMA number or for questions or more information regarding this recall, please
use the contact information below. The replacement Controller Caps should be available to
replace all Controller Caps by the end of January.

1. To speak with someone, call Theresa Brandner at +1-650-521-5921 or your sales
representative. For communication in German, please contact Medical Device Safety
Service at vigilance@mdss.com or +49 511 6262 8630.

2. To request an RMA number, send an email to rma@c2therapeutics.com or call +1-650-
521-5921.

This field correction is being made with the knowledge of the relevant National Competent
Authorities in Europe and the U.S. Food and Drug Administration. Please forward this Field
Safety Notice to all those within the organization who need to be aware of this product issue
until April 30, 2017. If the product has been transferred to another organization, please provide
contact information for that organization to C2 Therapeutics, Inc.

C2 Therapeutics regrets any inconvenience that may result from this action and appreciates your
patience as we resolve this Controller Cap product issue. Please be assured that maintaining
patient safety and quality are our utmost priority.

C2 Therapeutics, Inc.
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FIELD CORRECTION RESPONSE FORM

Acknowledgement and Receipt Form
Response is Required

«CUSTOMER_NAME»

«STREET ADDRESS»

«CITY», «<STATE» «ZIP_CODE» « COUNTRY»
CUSTOMER NUMBER: «CUSTOMER NUMBERS»
REF.: MDD17-009

Replacement Controller Caps for C2 CryoBalloon Controllers
e [ have read and understand the instructions provided in the customer notification letter

e The affected Controller Caps have been replaced and are being returned to C2 Therapeutics
e Relevant instructions have been communicated/distributed to all required facility personnel

Contact Information

Name

Title

Hospital

Telephone

Fax Number

Email address

Signature of Receipt and Acknowledgement Date

Upon completion of and signing the form, please return the form by any of the following methods:

e Faxing this completed form to C2 Therapeutics Recall Coordinator at +1-650-556-1145 (alternate +1-650-521-5921)

e Sending a PDF copy of the completed form to rma@c2therapeutics.com

If you have any questions regarding this action, please feel free to contact your C2 Therapeutics Sales Representative or

Theresa Brandner-Allen at +1-650-521-5921 (8:30am — 5:00 pm PST, Monday through Friday).

For your reference below is a list of the affected products our records show your facility has purchased.

Model Number Quantity Model Number Quantity Model Number

Quantity
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Field Safety Corrective Action C2 Therapeultics, Inc.

Lot Number Exll))l;::wn Quantity | Lot Number Exll))l;::wn Quantity
06242016-01 1-Jan-2017 10 11282016-03 2-Jun-2017 10
06292016-02 6-Jan-2017 10 09202016-01 | 21-Mar-2017 5
07062016-01 8-Jan-2017 10 09222016-01 | 23-Mar-2017 1
07082016-02 | 13-Jan-2017 10 09232016-01 | 28-Mar-2017 10
07082016-03 14-Jan-2017 10 09232016-02 | 27-Mar-2017 8
07152016-01 | 21-Jan-2017 10 09292016-01 4-Apr-2017 10
07152016-02 | 20-Jan-2017 9 09302016-03 4-Apr-2017 2
07212016-01 | 25-Jan-2017 10 10052016-02 | 19-Apr-2017 6
07252016-01 | 28-Jan-2017 10 10142016-01 | 18-Apr-2017 2
07262016-01 9-Feb-2017 10 10192016-01 | 24-Apr-2017 10
07282016-02 2-Feb-2017 5 10212016-01 | 25-Apr-2017 10
08022016-01 | 17-Feb-2017 10 10242016-01 | 26-Apr-2017 10
08032016-02 5-Feb-2017 5 10262016-02 | 1-May-2017 10
08112016-01 | 16-Feb-2017 9 10282016-02 | 8-May-2017 10
08232016-01 | 26-Feb-2017 10 11022016-01 | 9-May-2017 10
08262016-01 2-Mar-2017 10 11042016-01 | 10-May-2017 10
09022016-01 8-Mar-2017 10 11092016-01 | 15-May-2017 10
09092016-01 | 14-Mar-2017 10 11142016-02 | 16-May-2017 6
09122016-02 | 15-Mar-2017 4 11152016-02 | 18-May-2017 10
09192016-01 | 19-Mar-2017 5 11162016-01 | 21-May-2017 8
09192016-02 | 21-Mar-2017 10 11282016-02 | 30-May-2017 7
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