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SAINT-GOBAIN

Date: August 25, 2017

Change Notification: CN073115-3

Subject: Raw Material Change / New Line Equipment (Supersedes 2" notice dated March 13, 2017)
Dear Valued Customer,

This letter provides a project timeline update for Saint-Gobain Tank Liner and Bioprocess Bag products
that will undergo product change.

Scope:
Saint-Gobain Standard and Custom Tank Liners and Bioprocess Bags

Change Description:

NOVA Chemicals is the supplier of SCLAIR® 19G HDPE to Saint Gobain’s film supplier. NOVA Chemicals
notified our supplier of their intent to discontinue SCLAIR 19G HDPE due to their product rationalization
strategy and has recommended a similar substitute material called SCLAIR 19C HDPE. SCLAIR 19G HDPE
is one of the materials in the formulation of our film’s LDPE fluid contact layer. In conjunction with this
raw material change, our film supplier will improve their operational efficiency by qualifying additional
production lines. This initiative will ensure Saint-Gobain even greater security of film supply.

Impact Assessment:

Saint Gobain will perform a comparative film evaluation based on the specified material and production
line combinations. Validation tests will include functional, biocompatibility, physicochemical, and
extractables to qualify final product equivalence.

Implementation Timing:
Due to project delays, the completion of both ‘Fitness for Use’ and ‘Process Validation’ testing has
changed from July 2017 to October 2017.

Upon completion of these tests and our confirmation of product equivalence, 50 ml (BP0150ML) and 2 L
(BP0O002L) Bags samples will be made available for your evaluation.

The transition to products made using the new film / new line equipment remains on target and is
expected to occur in Q1 2018.

Note, Saint-Gobain has a contractual agreement with our supplier that guarantees us continued supply
of the current film using SCLAIR 19G HDPE through August, 2018.

SCLAIR® is a registered trademark of NOVA Chemicals

Saint-Gobain, Plymouth
15301 Highway 55 ¢ Plymouth, MN 55447 ¢ USA
Tel: (763) 398-1560 Fax: (763) 398-1589
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Next Steps:

You will receive a follow up notice when our internal evaluation and qualification of the new film
material has been completed. Please take this opportunity to contact your Customer Service
Representative or your Saint-Gobain District Sales Manager with any additional information
requirements and sample requests at your earliest convenience. Samples will be delivered after Saint-
Gobain’s testing has completed.

Kind Regards,

Ross Hefferan Jim Sanford

Quality Engineer Marketing Manager, Single-Use Systems
Pharmaceutical Systems, Life Sciences Pharmaceutical Systems, Life Sciences
(763) 398-1576 (240) 751-5036
ross.hefferan@saint-gobain.com james.sanford@saint-gobain.com

Saint-Gobain, Plymouth
15301 Highway 55 ¢ Plymouth, MN 55447 ¢ USA
Tel: (763) 398-1560 Fax: (763) 398-1589
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SAINT-GOBAIN
August 25, 2017

Dear Valued Customer,

As per the Saint-Gobain Tank Liner and Bioprocess Bag New Film / New Line Equipment change
notification letter dated August 25, 2017 (attached), please acknowledge receipt of this request and your
anticipate sample requirements by completing and signing the acknowledgement section below.

Please e-mail back this signed acknowledgment to your Customer Service representative as soon as
possible:

Maureen Mitchell

E-mail: Maureen.Mitchell@saint-gobain.com
Phone: (763) 398-1593

Fax: (763) 398-1589

Change Notification Acknowledgement

The signature below states that you acknowledge receipt of the new film / new line equipment change
notification and have been provided the opportunity to request product samples for your evaluation following
the completion of our ‘Fit for Use’ and ‘Process Validation’ testing.

Sample(s) Request

] 50 ml Bioprocess Bag (BPO150ML) Qty:
[0 2 L Bioprocess Bag (BPOOO2L) Qty:
[ Other: Qty:

Anticipated transition to new film

] Pending completion of Product Equivalence testing and my sample evaluation, | plan to transition to new
filmin Q1 2018

[ Pending completion of Product Equivalence testing and my sample evaluation, | may not be ready to
transition to new film in Q1 2018. Please contact me to discuss.

Company:

Name (Printed):

Title:

Signature:

Date:

Saint-Gobain, Plymouth
15301 Highway 55 ¢ Plymouth, MN 55447 ¢ USA
Tel: (763) 398-1560 Fax: (763) 398-1589
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