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SAINT-GOBAIN

MAY 23, 2022

Saint-Gobain Suwa Change Number: 2021-940-003
Saint-Gobain Global Change Number: 2021-530-00020

Change Type(s):
e Manufacturing Equipment Change (New equipment supplier in existing manufacturing facility)

Change Description:

Saint-Gobain Life Sciences, Suwa is pleased to announce a new extrusion line to be installed at the existing
Saint-Gobain Life Sciences manufacturing facility located at 10801-5 Haramura Suwa-gun, Nagano, Japan,
391-0106.

This Change Notice communicated by Saint-Gobain Life Sciences, Suwa is a part of the Global Change
Notice for C-Flex® Compounding and Extrusion communicated to Customers on January, 27, 2022. Refer
to Attachment A for Global Change Notice 2021-530-00020.

Change Rationale:

Current and forecasted global demand for C-Flex® products has necessitated the addition of more capacity
to manufacture these products. Saint-Gobain will meet this demand by adding manufacturing equipment at
existing facilities where C-flex is currently manufactured. In order to execute timely on the need for
additional extrusion equipment capacity, Saint-Gobain has selected new suppliers of equipment due to the
long lead time for equipment from our standard supplier. This will provide additional capacity at existing
facilities and also provide customers access to capacity at additional Saint-Gobain facilities for business
continuity planning.

Scope of Change (High Level):
The product scope of this change is limited to the below resins and extruded tubing manufactured using
these resins:

In Scope Resin Formulations
R70-374-000

Note: Saint-Gobain has previously communicated Global Change Notices to customers to provide
notification of global expansion projects.

Not in Scope of this Change:

e All remaining C-Flex® resin formulas not identified in Scope of Change are not impacted by these
changes.

There will be no changes to the raw materials or raw material suppliers.

There will be no changes to the current resin formulations.

There will be no change to the resin physical property specifications.

There will be no change to the extruded tubing specifications.

Change Impact / Risk Assessment:

In response to realized and future forecasted demand, capability is being added to existing facilities to
further reduce lead times by providing customers alternative locations to purchase for business continuity
planning.

Project Change Type Impact Analysis / Risk Assessment
Manufacturing Low Risk —The new extruders are designed to simulate the current Davis
Equipment Change Standard extruders. The output rate, screw RPM, and temperature from the

current extruders used will be adjusted to optimize the set points in the new
extruders. This is only a start point condition; material properties will be
evaluated to establish the final process conditions to validate. The final
validated process conditions will produce product meeting current product
specifications.
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SAINT-GOBAIN

New Supplier Low Risk — The supplier will be qualified through the Saint-Gobain supplier
qualification process.

Qualification Package

e Packaging:
There are no packaging component changes for these changes. Therefore, packaging validations and
transit trials are not required.

e Assessment of Product Claims:
Biocompatability per USP <87> and, as required USP <88> will be performed for Manufacturing
Equipment Change changes to substantiate existing biocompatibility claims. There is no other impact to
Product Claims.

e Assessment of Manufacturing Environment:
The manufacturing environment for Manufacturing Equipment and Manufacturing Location changes are
equivalent (ISO 14644 Class 7 Cleanroom) or improved to current environment (will meet ISO 14644
Class 7 Cleanroom requirements).

e Irradiation Compatibility Statement:
The OQ protocols for Manufacturing Equipment changes will include gamma irradiating samples to
verify that changes do not impact the ability to weld, seal, over-mold C-Flex® product.

e Form, Fit, Function Statement:
The validations outlined in the following table will evaluate the impact to form, fit and function. It is
expected that the validations will verify equivalence to the finished product.

Validation Test Plan

Requirements Manufacturing
Equipment Change

Building Qualification No
Utilities IQ/0OQ/PQ

Yes
Cleanroom Y
IQ/OQ/EMPQ es
Equipment IQ/0OQ/PQ Yes
Workmanship, Extruded Yes
Tubing
Over-Molded Tubing Y
Integrity Testing es
Mechanical Properties
Testing Yes
(Weld/Seal/Burst)
Extractables Testing*

Yes
Cleanliness Testing
USP <85> Yes
USP <788>
I1ISO 117371
Biocompatability Testing
USP <87> Yes
USP <88>**

* Extractable testing will be conducted as part of the qualification of this change, but Saint-Gobain will not
wait for these results to supply to the market. Since these extractable profiles carry no specification, the
full extractable profile will be supplied to market customers when the data becomes available.

** USP <88> NOT performed if product passes USP <87> testing.
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SAINT-GOBAIN

Communication Strategy:

e A Global Portal is being created to share key documents. The Portal is designed with a folder structure.
The Global Documents folder will contain Change Notice and Updates. The individual Site Location
folders will contain necessary documents related to that site for customer’s review and acceptance of
the change.

Customers will have the opportunity to register and request access to the Global Portal. Upon approval,
users can view the key documents to facilitate a desk audit and the customer’s review of Summary
reports as validations are completed. During registration, at the bottom of the registration form, there will
be a box that can be checked to automatically receive monthly notifications when new documents are
added to the Global Portal. The Global Portal address will be communicated to customers in a future
Change Notice update.

During the transition, the Saint-Gobain team will work diligently to minimize disruption and the impact to our
customers. We understand that our customers may have a need to audit or qualify the Saint-Gobain Suwa
facility. This can be set up through an appointment with the Saint-Gobain Suwa Quality Department and we
will accommodate as quickly as possible.

Implementation Date:

Facility Location Qualification Package Change
Documentation Implementation
Available Date
Suwa, Japan (existing location) November 1, 2022 December 1, 2022

Next Steps:

e Provide notice to customers that the Global Portal has been created and request for access performed.

e Provide notice to customers on or before Qualification Package Documentation Available that the
change control documentation package is available to allow processing of the change control within
their internal QMS.

e Provide notice to customers on or after Inplementation Dates that change has been completed and
product is available for commercial order fulfillment.

e Provide notice to customers when the full extractable profile data becomes available.

Please take this opportunity to contact the Customer Service Team or your Saint-Gobain Business
Development Manager should you have any questions / concerns.

Yutaka Misawa John Painter
Life Science Group Leader — Tech Transfer Quality Validation Lead
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