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Flowchart for Identification of Expected Supplier Data for Submitted SNCs
Send all SNCs and related information to: SNC@Baxter.com

There is a proposed change to the product, 
process, company name, logistics, or raw 

material suppliers 

Component or Raw 
Ingredient Change 

(includes changes to 2nd or 
3rd level supply chain 

changes

Manufacturing Site Location 
Change?

Are there any changes to the 
manufacturing process or 

product?

Will the raw ingredient 
supplier or location of raw 

ingredients change? 

Are there any changes to the 
testing process/release 

process?

Product Change - A known 
change to a products 
performance, quality, 

functionality or physical 
characteristics

No

Yes

Are there any changes to 
labeling or product 

identification?  This included 
Trade Names or Branding  

Changes

Changes to packaging or 
shipping distribution?

No

No

Yes

Yes

No

No

Process Change - Product 
Remains the same

Test Removed

No

No

No

Expected Supplier Information:
1)  Documentation to support equivalency of the modified method and rationale for why this 
change is needed.
2)  Will the testing be done in house or with a contract lab?  If the testing is done outside is this 
a new lab or existing.  Have you done supplier audit to ensure compliance with your Quality 
System?
3)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart to assess appropriate rationale needed by Baxter.
4)  Verification that no change to Reg Filing or Licensing
5)  Timing of change and estimated time for first shipment to arrive at Baxter facilities.

Additional Tests performed

Test procedure 
modified/changed

Describe changes and 
provide design and/or 
process validation to 

demonstrate equivalency

Is the change a product 
material change?

Is there a change in the 
process order or flow?

Expected Supplier Information:
1)  Documentation explaining why supplier determined it is OK to remove the test and rationale 
for why this change is needed?
2)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart to assess appropriate rationale needed by Baxter.
3)  Verification that no change to Reg Filing or Licensing
4)  Timing of change and estimated time for first shipment to arrive at Baxter facilities

Is there a 
change in 

equipment?

No

No

Yes

Expected Supplier Information:
1)  New Company Name
2)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart to assess appropriate rationale needed by Baxter.
3)  Verification that no change to Reg Filing or Licensing
4)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities

Product Description change

Product Code or Number 
Change

Yes

Yes

Is the change a packaging 
change?

Yes Is the change to the Primary, 
Secondary, or Tertiary 

packaging?

Does the change impact the 
products Bioburden level?

Does the change impact the 
self life/expiration date of 

the product?

Primary - This is defined 
as packaging directly in 

contact with the 
product/raw ingredient.

Secondary- This is 
packaging that  does not 
come in contact with the 
product  but is in contact 
with primary packaging

Tertiary or greater - This is 
defined as shipping 

containers often used for 
bulk shipping configurations 
like corrugated boxes that 

have multiple boxes of 
materials within them.  This 
is packaging that does not 

have contact with the 
product and does not serve 

as  a sterile barrier.

Does the change impact 
impact the products 

stability/performance/
function?

No

No

No

New Equipment but same 

Replacement of 
"like for like"

Mold ReplacementNo
No

No

Is there a change in the 
location of the process?

Company Name Change

Yes

Yes

Yes

No

No

Yes

Distribution Site Change

No

Yes

Yes

Yes

Expected Supplier Information:
Is packaging defined in specification, level of detail will dictate amount of data required from 
supplier - demonstrate of sterility
1)  Will the product continue to be shipped sterile or non-sterile?
2)  Provide rationale and validation to support sterility, product integrity(Chemical and/or 
Physical Characteristics), stability (including self-life)
3)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart  to assess appropriate rationale needed by Baxter.
4)  Verification that no change to Reg Filing or Licensing
5)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities

Expected Supplier Information:
1)  Description of New Packaging Configuration
2)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart to assess appropriate rationale needed by Baxter.
3)  Verification that no change to Reg Filing or Licensing
4)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities

Expected Supplier Information:
1)  New Site Address
2)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart to assess appropriate rationale needed by Baxter.
3)  Verification that no change to Reg Filing or Licensing
4)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities
5)  Change in storage conditions – temperature, humidity, etc
6)  Same legal entity operating new site?

Expected Supplier Information:
1)  Description of new method and rationale for why this is needed
2)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart to assess appropriate rationale needed by Baxter.
3)  Verification that no change to Reg Filing or Licensing
4)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities.

Expected Supplier Information:
If dating is being increased-show data, if dating is being shortened then review 
business/regulatory impact
1)  Provide new expected self life and expiration dating and rationale for the why the change is 
needed.
2)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart to assess appropriate rationale needed by Baxter.
3)  Verification that no change to Reg Filing or Licensing
4)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities

Label appearance only? (i.e. 
color change, font, location 

on packaging or product)

Modification to language 
including the addition or 

removal of different 
languages

No

No

Expected Supplier Information:
1)  Rationale for the change.  
2)  What will the new product code and/or directions be and how many other codes are 
potentially going to change as well.  Will bar coding be affected?
3)  Copy of new code/labeling/direction insert if possible.
4)  Verification that no changes to the product or process  If other changes are associated follow 
the above matrix to assess appropriate rationale needed by Baxter.
5)  Verification that no change to Reg Filing or Licensing status
6)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities

Yes

Yes

Yes Yes

Yes

No

Expected Supplier Information:
1)  Provide example of new label and rationale for change.
2)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated follow the flow chart to assess appropriate rationale needed by Baxter.
3)  Verification that no change to Reg Filing or Licensing
4)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities

Go to Site 
Location 
Change

Yes
No

Yes

Yes

Expected Supplier Information:
1)  Provide validation data and change control rationale to support "like for like" change.  
2)  Verification that no changes to the product, process and/or labeling occurred.  If other 
changes are associated, follow the flow chart to assess appropriate rationale needed by Baxter.
3)  Verification that no change to Reg Filing or Licensing
4)  Timing of Change and estimated time for first shipment to arrive at Baxter facilities

Yes

Is there a change in the 
sterilization of the 

process?

No

Yes

Review with Management

No

Review with Management

No

Review with 
Management

No

Review with Management

No

Yes

Yes

Yes

Review with 
Management

Yes

No

Primary

2nd

Tertiary
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