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Future KASA System

www.fda.gov
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The Challenge
Currently Module 3 body of data 
submitted in PDF format with 
unstructured pharmaceutical quality 
data. Significantly hinders the 
efficiency of data exchange, quality 
assessment, and lifecycle knowledge 
management.  
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Our Vision with Structured Data

Currently the 
basis for 

regulatory PQ 
assessment
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Pharmaceutical Quality Chemistry 
Manufacturing & Controls (PQ/CMC)
• A cross-Center effort to establish content 

standards and electronic exchange standards for 
submitting PQ/CMC data, predicated on 
eSubmission requirements of FD&C Act 745A(a)  
(NDAs, ANDAs, BLAs, and certain INDs) 

• Focus on Module 3 (Body of Data) of the eCTD
• Participating Centers: CDER, CBER and CVM
• Led and sponsored by CDER/Office of Strategic 

Programs (OSP)  
• Initiated ~ 2014

https://www.fda.gov/industry/fda-data-standards-advisory-board/pharmaceutical-qualitychemistry-manufacturing-controls-pqcmc

https://www.fda.gov/industry/fda-data-standards-advisory-board/pharmaceutical-qualitychemistry-manufacturing-controls-pqcmc
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The Objectives

• FHIR® – Fast Healthcare Interoperability Resources – is a next generation standards 
framework created by Health Level Seven International (HL7).

• www.hl7.org

Objective 1: To develop structured 
and computable data standards for 
PQ/CMC 

Objective 2:  To design and develop 
data exchange standard for 
submission of PQ/CMC data
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Data Standards Development Strategy
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Data Element Categories

2014-2020

2021- now
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Phase 1: 2014-2020; ~ 33% of Module 3 
• 2017 PQ/CMC FRN
• 2018 Public Meeting
• 2022 PQ/CMC FRN 

– updated Phase 1 
data elements for 
comments

Section Coverage # of elements

1. Drug Substance Nomenclature, characterization, 
control of materials and impurities

40

2. Drug Product Component & composition, 
control of excipients and 
impurities

37

3. Batch Formula Properties of batch formula 11

4. Quality 
Specification

Properties of a quality 
specification

26

5. Batch Analysis Properties of a batch analysis 50

6. Stability data Properties of a stability study 21

7. Terminology Controlled terminology (31), CCS & component 
function (153), units of measure (70)
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Phase 2: 2021 – now; 
• Manufacturing:

 Solid oral drug products –
completed

 Drug substance – on-going
 Liquid-based drug products –

upcoming

 Manufacturer info
 Equipment
 Manufacturing process
 Unit operations
 Process parameters
 In-process controls/tests
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A Demonstrative Example
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A Demonstrative Example

Currently unstructured Specification Table
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A Demonstrative Example
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PQ/CMC effort: 
Transform into standardized and structured, discrete data elements

A Demonstrative Example

Reference: Federal Register Notice Draft PQ/CMC Data Elements and Terminologies; Request for Comments (07/11/2017)

https://www.federalregister.gov/documents/2017/07/11/2017-14456/draft-standardization-of-pharmaceutical-qualitychemistry-manufacturing-and-control-data-elements-and
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A Demonstrative Example
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Applicant:
Prepares e-submission using 1) standardized, structured, discrete 
data elements, and 2) data exchange standards

A Demonstrative Example
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A Demonstrative Example
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A Demonstrative Example

Inside FDA: 
• Submitted data is rendered into a report in a familiar 

format but with discrete data elements “behind the 
scene”, presented to reviewers during quality 
assessment.

• Needed data elements can be “pushed” into the KASA 
system for further assessment.
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Envisioned Benefits
• Ensures Industry and FDA are using the “same data” 
• Industry

 Could provide consistent formats for internal and external data management & storage (e.g. 
in LIMS), and data exchange with CMOs  (Contract Manufacturing Organizations)

• FDA
 Receives consistent high-quality data that can be consumed by computer systems without 

data entry and interpretations
 Operationalize submitted data to enhance the effectiveness of quality assessment – a 

significant enabler for KASA

• Facilitates the M4Q implementation and enhances global regulatory 
convergence

• Accelerates the digitization efforts in both Industry and FDA, eventually 
enhances lifecycle knowledge management (e.g., for crisis response)
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Future KASA System

www.fda.gov
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