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What is KASA?

Knowledge-Aided Assessment and Structured Application (KASA) is 
a data-based platform for structured quality assessments and 
applications that supports knowledge management

• Captures and manages knowledge during lifecycle 
• Establishes rules and algorithms for risk assessment, control and 

communication for product, manufacturing, and facilities
• Performs computer-aided analyses 
• Provides framework for a structured quality assessment 

FDA Digital Transformation Symposium



5 FDA Digital Transformation Symposium

Knowledge Aided And Structured Assessment (KASA) Journey

300+
A C T I V E  U S E R S

Y E A R S
of Continuous 

Operation

1000+
ANDA Reviews completed across 

drug product, drug substance, 
manufacturing, and facilities, and 

biopharmaceutics

F U T U R E

• Expansion across more quality 
review assessment types

• Increased automation to 
reduce administrative burden

• Robust repository of historical 
assessment outcomes

• Full drug lifecycle auditability
• Expanded data availability
• Advanced search capabilities
• Advanced reporting
• Adjustable risk calculations 

using AI to re-baseline initial 
risk based on historical 
assessment outcomes

• Paper based assessments

• Narrative format

• Assessment history not linked

• No Data Analytics

• No Knowledge Management

• No automated risk

• Manual comparisons

PA S T

C U R R E N T
• Drug quality review disciplines 

across three applications 
types for Solid Oral dosages

• Modern analytics & search 
capabilities

• Pre-defined risk algorithms
• Data integrations where 

available
• Optimal security controls 

within the end-to-end 
workflow

Innovative Accelerators

Reusable 
Components

Cloud App and 
Data Migration 

Framework

Common Identity 
/ Security 

Framework
Analytics

Structured 
Review 

Framework

Enterprise 
Collaboration 

Framework

UI/UX - Human 
Centered Design 

(HCD)

Agile 
Development 
Framework 
(Agile4Gov)

Automation 
Framework

(RPA/AI/ML)

2+
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Phased Implementation Approach For Better User Adaption

Senior 
Leadership

Business 
Process SME

PMO

Offices and 
User 

Community

Implementation 
Teams

Capability 
Teams

OIMT

Phase 3

• Implement proactive 
Communication plans

• Develop User Manuals and 
guides, videos, and update 
FAQ

• Conduct User Training
• Set up Hypercare
• Manage O&M/backlog

Phase 2

• Conduct 
Performance 
testing

• Conduct User 
Acceptance testing

• Conduct End-to-
End testing

• Draft 
communication 
plan

CIPT/Support 
Teams

Phase 1
• Identify the Integrated Project Team (IPT) 
members

•Conduct business process mapping and 
discovery

•Conduct Process Gap analysis
•Work with Product Owner & IPT to define 
‘Product Vision’

•Develop Implementation Roadmap
•Build Integrated Project Schedule and Plan

Te
ch

ni
ca

l D
el

iv
er

y 
(A

gi
le

)
Initiation Planning Implementation Testing & Change 

Management Operations & Maintenance

Legend

Phase 1

Phase 2

Phase 3

Bu
si

ne
ss

 E
xe

cu
tio

n

Gather & Analyze Design & Develop Implementation Support Testing and Change 
Management Support Operations & Maintenance

Phase 2

•Review business flow/workflow & 
assessment modules for use cases

•Validate the workflow/modules
•Conduct Proof of Concept (POC) 
demos or SME testing 

•Conduct review based on criteria
•Coordinate with capability to fix 
bugs/issues or changes

Phase 3

• Solution 
Deployment & 
Support

• Hypercare 
Support

• Operations 
Support

Phase 2

• Support End-to-End and 
Performance Testing

• Support User Acceptance Testing
• Support Change Management
• Authority to Operate (ATO) 

Support

Phase 2
•Develop Mockups/Prototypes to validate understanding and User Experience
•Collaborate with product manager & IPT to finalize requirements
•Develop Sprint plan and confirm Sprint team
•Develop Integration with other Capabilities (Applications)
•Develop Capability (System) Enhancements
•Develop Technical Tools (Plugins)
•Design and Develop Reports and Analytics
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Structured Review Framework for KASA

Foundational 
Entities

Association 
Entities Process Initiation

Application-level 
Data

Iterations

Revisions

Submission 
Level Data

Data Admin / 
KASA Administration

Analytics

Reviewers Evaluation

Reviewers Collaboration / 
Assessor Comments

Deficiencies

Review Sections Data 
to / from Entities

Module – 1

Module – 2

Module – n

Reusable - Components, Application Functions, and Integrations 

Dynamic Sections and 
Numbering

Algorithmic Rules

Grid Layout and 
Operations Components

eCTD Document Linking Co
m

po
ne

nt
s

Ap
pl

ic
at

io
n 

Fu
nc

tio
ns

In
te

gr
at

io
ns

Print (Dynamic XML 
Templates)

Workflow / Revision 
Iteration

Module Validations

Standardized App 
Navigation Components

Audit ( Side-by-Side)

Event Alerts and 
Notifications

GSRS

Print Plugin

Visual Indicator 
Functions

1 2 3

4

5

6
CDER Analytics Platform

Review Templates

FDA Digital Transformation Symposium

Integrity



KASA Assessment Dashboard 
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Please Note: Data listed here is dummy
 and presentation purpose only

 

 

 



 Ability to select application 
type

 Search criteria will display 
the current assessment 
status for the selection

 The ATL Executive 
Summary provides a roll-
up of key information 
across the assessments

 The Drug Product 
Assessment

 The Manufacturing 
Integrated Assessment

 The Biopharmaceutics 
Assessment

 The Drug Substance 
Assessment

1

2

3

4

5

6
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KASA Audit (Side by Side)

FDA Digital Transformation Symposium

Please Note: Data listed here is dummy
 and presentation purpose only

 Indicates the prior and 
current revision data that 
is being displayed

 Red, underlined text 
indicates that the content 
from the previous 
revision has been 
removed in the current 
revision

 Blue, italicized text 
indicates that where 
there was no data in the 
previous revision has 
now been updated in the 
current revision

 Green, bold text 
indicates new content in 
the current revision that 
was not in the previous 
revision

1

2

3

4

1 1

2
3
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KASA Analytics - Drug Product Manufacturing Facility

 
 

 

 


 


 

 

 

 

Please Note: Data listed here is dummy
and presentation purpose only
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KASA Drug Substance Synthetic Pathway - Machine Readable 
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KASA System Architecture
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Aspirational Roadmap for KASA Production
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Release 3.0 
(2021-2022)

Release 4.0 
(2022-2023)

Release 6.0

(2024-2025)

Solid dosage 
forms ANDAs

(including 
Manufacturing) 

Drug Substance 
(Generics/News Drugs)  

Application CMC 
Executive Summary

DS Analytics &
IND for NDA 

Release 7.0, 
8.0, 9.0

(2025-2027)
NDAs; 
BLAs &

Post-approval 
changes

Release 5.0

(2024)

ANDAs liquid, semi-
solid, and drug-device 

dosage forms

FDA Digital Transformation Symposium
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Questions?

FDA Digital Transformation Symposium

For additional information, you may email KASA 
Program KASAProgram@fda.hhs.gov

Thank you!
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