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Is this presentation for me?

Innovator / 

Sponsor

CMO

Generics/ 

Biosimilars
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Decoding regulatory data
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Structuring the unstructured

5

2. Data Normalization

& Enrichment
1. Data Acquisition  

4. Data Driven Workflows
3. Embed Intelligence

Doc Versioning Entity Extraction

Entity Linking Term Standardization 

Interactive Dashboards Faceted Search

Reports Benchmarking

Flexible schema development

Text Extraction Text Parsing

Text Translation

APIs / Data Contracts Semantic Search Risk scoring 
(red flags)

Lookup-based 
labeling

…100s of agencies

AL/ML -based labeling

Relevance scoring
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The key problem
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The same entity being described (very) differently 
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Solution = Redica ID
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2001: Form 483

----

Abbott Laboratories

----

1776 CENTENNIAL 

DR MCPHERSON, 

KS 67460-9301

----

FEI: 1925262

2020 Inspection

----

HOSPIRA 

INCORPORATION

----

1776 NORTH 

CENTENNIAL 

MCPHERSON 67460 

KANSAS USA

----

MHRA ID: 37128

2021: Inspection

----

Hospira Inc.

----

1776 NORTH 

CENTENNIAL DRIVE 

MCPHERSON KS 

67460-1247 UNITED 

STATES

----

HC Ref #: 501402

2022: Italy Inspection

----

HOSPIRA INC

----

1776 NORTH 

CENTENNIAL DRIVE 

MCPHERSON 

UNITED STATES

----

EMA ID: 11134766

2022: Medical Device 

Establishments

----

HOSPIRA, INC.

----

1776 NORTH 

CENTENNIAL DR., 

MCPHERSON, KS, 

US

----

DUNS: 030606222

2019: Inspection

----

Hospira Inc., A Pfizer 

Company

----

1776 N CENTENNIAL 

DR\r\n MCPHERSON, 

KS 67460-9301

----

FEI: 1925262

Foreign Firm GMP

----

HOSPIRA, INC.

----

1776 NORTH 

CENTENNIAL 

DRIVE, 

MCPHERSON, 

KANSAS - 67460

----

CNPJ: A000306

Display Name

Hospira, Inc. [Mcpherson / United 

States of America] 

(13 Aliases)

----

Display Address

1776 NORTH CENTENNIAL DRIVE, 

MCPHERSON, KANSAS (KS) 

67460, UNITED STATES (USA)

(52 Aliases)

----

Redica ID: 100027279

(8 Aliases)

• One unified record 

• Entity-centric learning is better than 

record matching - the system gets 

smarter over time
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Same problem exists for many entities
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Unifies data across different 
sources and data siloes

One clean aggregated master profile 
for each key entity (unique ID)

Advanced Entity resolution 
and lifecycle management 
(AI/ ML supported by HiL)

REDICA ID

Redica
Ontologies

Inspections
& Audits

Enforcement
Actions

Approval 
Events

Adverse 
Events

Recall 
Events

Sites

Medtech
Products

Drug 
Products

Organization

People

Chemical
Entities

Regulations



PROPRIETARY AND CONFIDENTIAL —  PLEASE DO NOT CIRCULATE 

Confidential

Knowledge Graph – connect events and entities
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Document processing - Behind the scenes
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Document processing - Behind the scenes
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Inspections and 
Enforcment
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FDA Inspections have NOT bounced back since COVID
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Human Drugs GMP Inspections – mostly India and China
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Primarily driven by FDA and EMA 

Asia Pacific South Korea

Q1 ‘22 Q2 ‘22 Q3 ‘22 Q ‘22 Q1 ‘23 Q2 ‘23 Q3 ‘23 Q4 ‘23 Q1 ‘24 Q2 ‘24 Q3 ‘24 Q1 ‘22 Q2 ‘22 Q3 ‘22 Q ‘22 Q1 ‘23 Q2 ‘23 Q3 ‘23 Q4 ‘23 Q1 ‘24 Q2 ‘24 Q3 ‘24
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Routine Inspections on the Rise by the FDA since COVID

Asia Pacific

Q1 ‘22 Q2 ‘22 Q3 ‘22 Q ‘22 Q1 ‘23 Q2 ‘23 Q3 ‘23 Q4 ‘23 Q1 ‘24 Q2 ‘24 Q3 ‘24 Q1 ‘22 Q2 ‘22 Q3 ‘22 Q ‘22 Q1 ‘23 Q2 ‘23 Q3 ‘23 Q4 ‘23 Q1 ‘24 Q2 ‘24 Q3 ‘24
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…Even more so in Korea

South Korea

Q1 ‘22 Q2 ‘22 Q3 ‘22 Q ‘22 Q1 ‘23 Q2 ‘23 Q3 ‘23 Q4 ‘23 Q1 ‘24 Q2 ‘24 Q3 ‘24 Q1 ‘22 Q2 ‘22 Q3 ‘22 Q ‘22 Q1 ‘23 Q2 ‘23 Q3 ‘23 Q4 ‘23 Q1 ‘24 Q2 ‘24 Q3 ‘24
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“Red” inspections dropping a little 

Asia Pacific

Q1 ‘22 Q2 ‘22 Q3 ‘22 Q ‘22 Q1 ‘23 Q2 ‘23 Q3 ‘23 Q4 ‘23 Q1 ‘24 Q2 ‘24 Q3 ‘24 Q1 ‘22 Q2 ‘22 Q3 ‘22 Q ‘22 Q1 ‘23 Q2 ‘23 Q3 ‘23 Q4 ‘23 Q1 ‘24 Q2 ‘24 Q3 ‘24
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Korea: Suprisingly high number of Import Alerts
Human Drug Import Alerts, 2022-Present, Asia Pacific

?
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Warning Letters
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Warning letter waterfall 2024

21

165

16

70

49

12
11

Human Drug 

Warning 

Letters

No Insp. OTC, 

Homeopathic, 

Supplements

GCP Compounding 

Phrm.

Packer/ 

Repacker

HCT/P Other GxP 

(GLP, GDP, 

Contract Lab)

Glycerin 

Cont.

3 2 1

GMP Rx

1
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GMP Rx Warning Letters by Country
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14

7 7 7 6
3

11

12

3
7

8

3

3

2019 2020 2021 2022 2023 2024

31

22

9

12

15
16

1
1

1

1
1

1

1
1

01

1
1

1
1

France

Mexico

Brazil

Australia

Turkey

South Korea

Puerto Rico

Japan

China

India

USA

Spain

44

42

7

2

1

1

2

1

1

1

1

Total

89%!

1
Hanlim Pharm. Co., Ltd. - 

Warning Letter, 2018-10-03
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GMP Rx Warning Letters by Facility Type
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26

17

8
5

10
13

4

4

6

3

2

2019 2020 2021 2022 2023 2024

1
31

1
22

1
9

1
12

1
1

15 1
16

Unknown

FDF

Both API and FDF

API

3

3

Total

20

79
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GMP Rx Warning Letters by License Type

24

31

21 9

12

9 10

6
6

2019 2020 2021 2022 2023 2024

1
22

15
16

92

13

Total

Generics

Non Generic

Spotlight on 

generics
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GMP Items Cited
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Asia GMP Citation Trends: Warning Letters
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Asia GMP Citation Trends: 483s
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Side by Side
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Double Click : Warning Letters

29

26

23

10

9

8

7

6

5

4

3

3

3

3

3

3

Production > Sterile Products > Microbiological Contamination > Procedures

Quality Unit > Reviews and Approvals > Deviation Investigations > Did Not Conduct

Production > Cleaning Validation or Verification > Carry-Over

Laboratory > Analytical Testing > Documentation

Facilities and Equipment > Equipment > Maintenance > Written Program

Quality Unit > Repeat Observation

Quality Unit > Inadequate > Quality System Oversight

Laboratory > System Controls

Laboratory > Analytical Testing > Routine Testing > OOS / OOT

Quality Unit > Inadequate > Responsibilities

Quality Unit > Corporate Processes > Complaint Management

Production > Sterile Products > Microbiological Contamination > Sterile Technique

Production > Sterile Environment > Environmental Monitoring

Production > Batch Records

Laboratory > Lab Controls > Scientifically Sound
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Double Click : 483s

30

279

224

190

185

184

129

95

72

60

59

58

56

52

49

49

Quality Unit > Inadequate > Responsibilities

Laboratory > System Controls

Facilities and Equipment > Equipment > Maintenance > Written Program

Production > Sterile Products > Microbiological Contamination > Procedures

Quality Unit > Reviews and Approvals > Deviation Investigations

Laboratory > Lab Controls

Production > Batch Records

Laboratory > Stability > Stability Program

Production > Process Control > Process Validation > Blending

Production > Sterile Environment > Environmental Monitoring

Facilities and Equipment > Facilities > Maintenance

Quality Unit > Qualified Personnel > Training

Quality Unit > Reviews and Approvals > Deviation Investigations > Inadequate

Laboratory > Lab Controls > Specifications

Facilities and Equipment > Facilities > Cleaning

#10

Warning 

Letter 

Rankings

8

5

1

24

-

14

-

-

13

-

-

18

33

-
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CMO Selection
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Connecting red flags to Sites

32
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All Human Drugs Sites

1,257 “Very 

Poor” Sites
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Double Click into individual Sites and Events
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All Sites in Asia

Site Names 

Redacted

359 of the “Very Poor” 

Sites are in Asia
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CMO Sites in Asia

Site Names 

Redacted
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Wrapping up

Innovator / 

Sponsor

CMO

Generics/ 

Biosimilars
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