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Transition and Data Migration Project

VALGENESIS = VLMS1 / KNEAT = VLMS2

Valgenesis® is a registered trademark of Valgenesis Inc. All other trademarks are the property of their respective owners.



For every new software 
implementation, there is an 
equal and opposite force 
exerted by the user.
An English Programmer:
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Transition and Data Migration Project

PROJECT PLAN

Validation 
Records

Validation 
Reviews

Folder
Structure

VLMS1 1. Application Implementation
• Configuration, User Acceptance 

Testing and release of the 
application.

2. Transition Process
• Transition of the validation program 

between VLMSs.
3. Data Migration

• Transfer validation data (record, 
periodic reviews, and folder 
structure) from VLMS1 to VLSM2)

4. VLMS1 Retirement

Implementation Plan



Transition and Data Migration Project

IMPLEMENTATION

1. Application Implementation
• Configuration 
• User acceptance Testing 
• Release of the application

Step Activity/Deliverables

1 Basic users and master users training

2 Template creation

3 System demonstration

4 PMD (Process Mapping Document)

5 RCS (Report Configuration Specification)

6 WPIV (Work Process Item Verification)

7
WPIV Report (Work Process Item Verification 
Report)

8 PHA (Project Handover Acceptance) 



Transition and Data Migration Project

TRANSITION

1. Transition Process
• Transition of the 

validation program 
between VLMSs.

Acti
on

Reacti
on



Transition and Data Migration Project

TRANSITION
Step Activities on VLMS 2 Activities on VLMS 1

1 • Completion of PHA and WPIV Report
General notification - Transition between VLMSs has started. 
Notification to the vendor of the VLMS1 about the transition plan- 
discuss the data migration strategy. 
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• General user training deployment
• Creation of the training material
• Creation of the list of trainees 
• Scheduling of training sections 

No new users should be added to the VLMS1 from this point on.
Establishment of restriction on creating new users in the VLMS1.
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• Establishment of a Go-Live date
• Communicate Alcon resources about 

the Go-Live strategy

Establishment of a cut-off date for the use of the VLMS1.
Determine the minimum operational licenses to maintaining the 
system after the implementation of the VLMS1.
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• Go-Live Date. The VLMS 2 will be used 
as the official validation system. 

• All new projects will be generated 
within the system. 

• Creation of additional templates
• Ongoing training for new users

No new projects should be generated in the VLMS1. 
Ongoing projects should be completed within the system 
Establishment of a date to remove users from the system
Establishment of a date for the system complete decommissioning



Transition and Data Migration Project

MIGRATION

2019-2024
VLMS1 3000 +

TWO MAJOR ISSUES

Communication

Records



Transition and Data Migration Project

MIGRATION

Communication

1. Stablishing the basic requirement (data and folder format) for the VLMS2 to be 
able to migrate the data

2. Held meetings with each Tech Team independently
• Alignment with the strategy
• Discuss the migration plan technical details

3. Held meetings with VLMS1 and VLMS2 Tech Team together
• Fine tune the strategy
• Discuss specific technical aspect of the project 
• One Team (Synergy)

4. Generate a Migration Protocol
• Written strategy 
• Pre-determined check-points
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MIGRATION

3000 +
VLMS1VLMS2

Transitory 
Controlled Folder
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MIGRATION 3000 +

VLMS1

1. Data Freeze
• Communicated to the site 6 months in advance
• Consolidation of documents in VLMS1
• Tracking “in execution” documents
• Communicate that draft documents will require re-initiation in VLMS2

2. Request the use of “Off the Shelf” script to transfer the Data from VLMS1 to 
Alcon Transitory Controlled Folder

3. Stablishing a sampling plan to verify data accuracy



Transition and Data Migration Project

MIGRATION 3000 +

VLMS1

3. Stablishing a sampling plan to verify data accuracy. 

1. The sample size was selected using, as a reference, the Product Quality Attributes for one of the 
site production platforms
• The severity level for VLMS2 was stablished
• Then we used our Process Validation program to determine the Minimum Reliability and 

Process Performance Index requirements, based on PQA/CTQ severity levels, for key 
process outputs 

• With the stablished severity level, the Lower Confidence Limit of the Reliability was 
determined to be X%

• With a Lower Confidence Limit of the Reliability = X%, the minimum sample size was found to 
be N = 30, with zero defects

2. Then we selected 30 samples to monitor the migration from VLMS1 to Transitory Controlled 
Folder, and then from the Folder to VLMS2 



Transition and Data Migration Project

MIGRATION

3000 +VLMS1

3. Stablishing a sampling plan to verify data accuracy. 

30

Compliance with Efficiency: Reduction of Project Time and 
the use Resources. 
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MIGRATION

VLMS1VLMS2

Transitory 
Controlled Folder

30
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MIGRATION

Transitory 
Controlled Folder

30

1. Execute Phase 1 of the Migration Plan: VLMS1 to Transitory Controlled Folder
• Document the VLMS1 Data Freeze
• Request from the VLMS1 Customer Technical Services team to run the migration script in 

the P Environment 
• Compare the sample data between VLMS1 and the folder

2. Release for Phase 2
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MIGRATION

VLMS1VLMS2

Transitory 
Controlled Folder

30



Transition and Data Migration Project

MIGRATION

VLMS2

30

1. Execute Phase 2 of the Migration Plan: From the Transitory Controlled Folder to VLMS2.
2. 3 Steps

• 1 DEV Environment 
• 2 VAL Environment
• 3 PROD Environment



Transition and Data Migration Project

MIGRATION

VLMS2

30

1 DEV Environment 

Data Mapping File Importing 
Used for extracting 
folders, pdfs, and 
zipping mapped 
folders

Used for importing 
the File entities

1. Migration of a selection of 500 records
2. A sample of 30 random records were verified: Origen 

Vs Destination. 
3. Both records were retrievable, record are readable, 

complete, have the same #, same number of pages.
4. Acceptance Criteria: 0% Discrepancy. 

Two Applications
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MIGRATION

VLMS2

30
2 VAL Environment 

1. Migration of all Record using the DATA MAPPING and 
FILE IMPORT APPS.

2. A sample of 30 random records were verified: Origen 
Vs Destination. 

3. Both records were retrievable, readable, complete, 
have the same #, same number of pages, and same 
information.

4. Acceptance Criteria: 0% Discrepancy. 

Data Mapping File Importing 
Used for extracting 
folders, pdfs, and 
zipping mapped 
folders

Used for importing 
the File entities

Two Applications
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MIGRATION

VLMS2

30
3 PROD 
Environment 

1. Migration of all Record using the DATA MAPPING and 
FILE IMPORT APPS.

2. A sample of 30 random records were verified: Origen 
Vs Destination. 

3. Both records were retrievable, readable, complete, 
have the same #, same number of pages, and same 
information.

4. Acceptance Criteria: 0% Discrepancy. 

Data Mapping File Importing 
Used for extracting 
folders, pdfs, and 
zipping mapped 
folders

Used for importing 
the File entities

Two Applications



POST- MIGRATION / IMPLEMENTATION

Notified the site about the new Archive Folder

Provided 3 general training sections 

Provided teams specific training sections 

Created short instructional videos



César B. Tavárez / Yamil Casanova-Mangual
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Optimization

Google Drive + Paper Certificate

Legacy manual reporting and physical storage process.

arr
ow
_d
ow
nw
ard

KNEAT e-certificate + electronic 
approvals

Streamlined digital workflow with automated data population 
and validation.





Automated Data Population
Ensuring data integrity and traceability through validated entities

All data from Calibrated Equipment Entity is inserted into the Table

ve
rifi
ed



Execution Record Entity

Efficiency & Consistency

Protocols for repeated equipment 
calibration can easily and efficiently 

be reused for confident and consistent 
execution

Pre-Approved Workflow

Execution records are pre-approved, 
cutting out the first approval routing 

step and saving time
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Pfizer 2026 | Confidential and Proprietary

Kneat Global 
Deployment 
Transformation 
at Pfizer

Pfizer Innovation Award Submission

Carly Cox, Senior Manager, Manufacturing Intelligence and 
Technology Transformation (MITT) Value Delivery, Process 
Modeling and Informatics (VDPMI)



Pfizer 2026 | Confidential and Proprietary

Pfizer Kneat Deployments 
2022-2024

• Site based workspaces with site specific 
deployments and templates

• Minimal alignment across sites

• Only ~30% of manufacturing sites live with 
average of 2 disciplines per site

• Each new site deployment takes up to 20 weeks 
per discipline

• No external vendor access

• No direct sharing across sites

45



Pfizer 2026 | Confidential and Proprietary

Pfizer Kneat Deployments 
2025-2026

• Site based workspaces with deployment waves 
and global templates

• Full alignment across sites

• >90% sites live with 6 global disciplines to be fully 
deployed by end 2026

• 95% reduction in deployment time

• External vendor access possible without 
impacting internal access

• New global workspace enables sharing across 
sites

46



Pfizer 2026 | Confidential and Proprietary

Pfizer Kneat Global 
Deployment Model

• Validation business processes harmonized across 
all manufacturing sites

• Global document templates designed and 
optimized to leverage Kneat features

• User groups harmonized across all Kneat 
disciplines

• Pilot sites complete testing of document and 
object templates

• Remaining sites only confirm that approval 
templates and folder structure within their site 
workspace align with the global configuration 
specification

• Deployments done in multi-site waves to 
maximize core team efficiency

47



Pfizer 2026 | Confidential and Proprietary

Pfizer Use of Kneat 
Custom Groups

The Problem:

• Needed to restrict access for external vendors 
and audit support users to specific folders while 
still allowing regular internal users full access

The Solution:

• Created a custom group for each workspace to 
grant internal users folder access control 
permissions to ensure all documents accessible

• Created separate user group for external 
vendor users without this permission

• Use auditor view only and collection groups to 
only grant access to specific folders or 
documents

48



Pfizer 2026 | Confidential and Proprietary

Pfizer Global Workspace for 
Test Methods

The Problem:

• Test Methods are shared across multiple 
Pfizer sites and validation related documents 
must be accessible for both viewing and 
execution by users at all relevant sites

The Solution:

• Created a global Test Method workspace for 
use by all sites

• Sites can adopt use of the new workspace 
without a formal deployment

• All users can access all documents within the 
workspace

49



Pfizer 2026 | Confidential and Proprietary

Pfizer Kneat Innovation 
Summary

• Moved to global deployment waves of global 
templates

• 95% reduction in deployment time

• 9x deployments in Y4-5 vs Y1-3

• Harmonized across sites

• Enabled external vendor access

• Global Test Method workspace allows document 
sharing across sites

• Continuing to improve deployment model for 
additional savings (e.g. consolidating disciplines)
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