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The Case 

• For a development programme 
Ferring was requested to produce 
narratives for all subjects with a 
positive outcome related to the 
primary endpoint

Request

• Include clinical data, like 
medical history, adverse 
events etc.

• Include treatment information 
and actual exposure data

• Submission ready

Requirements

• 2-3 hours per narrative

• 3-4 narratives per day

• approx 800 narratives needed

• 1 years work (at least)

Estimates
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The Concern
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DBL Package
ready

Short time

Multiple 
Medical 
Writers

Consistency

Critical path
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• Consistency

Concern

• Analyze trial data
• Identify Scenarios

Evaluation

• Develop and use templates 

Solution

Fully Autogenerated Narratives
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The Complexity

Autogenerate
figuresMS Word like

interface

Multiple
templates

Independent
updates

Track
changes

Manual 
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The Complexity

Autogenerate
figures

MS Word like
interface
Multiple

templates
Independent

updates

Track
changes

Manual 
text

Controlled
dataflow

Autogenerate
text

Autogenerate
tables

Autogenerated text

Autogenerated tables for instance showing medical 
history

Autogenerated plots showing for instance an 
overview of adverse events relative to IMP exposure

It should be possible to enter manual text to further 
describe a case for a subject if needed

The interface for entering manual text should be 
very close to MS Word

It should be possible to work with different templates 
depending on the type of narrative needed

It should be possible to update the manual part and 
the auto-generated part independently

The data flow both with respect to the clinical data 
and the manual input should be tightly controlled

Following a refresh of the clinical data, it should be 
possible to track if a narrative has changed

Search for a tool
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TCS ADD Platforms I A Credible Partner

6
Core Modules

200
Experienced Consultants 

200+
Trials Executed

15+
Sponsors Audit

17
Global Customers

SaaS

BPaaS Cloud

• Global Cloud Hosting
• GxP and 21 CFR Compliant

• Deep Domain Expertise
• Cross Functional Teams

Metadata Registry and 
Transformation 

Clinical Data Management
And Medical Writing

Patient Safety Clin-Ops and Insights

• Futuristic & Agile
• Sponsor Collaboration

6 Core Modules of ADD Platform – our suite of validated platforms offered to customers

Automation in Clinical 
Research

Standards driven clinical 
data flow

Analytics Driven Implementation
Data driven feasibility, study 

performance analytics, regulatory 
insights

Next-Gen AI / Cognitive 
Engine

Disrupting clinical research 
space

TCS Confidential

Patient Centricity
Patient-centric, digital clinical 
trials, leveraging digital end 

points and connected devices

Integrated ADD Platform Solution applies Machine First Delivery ModelTM

A delivery model that optimizes human-machine collaboration to drive Business 4.0

Connected Clinical Trials

Patient Safety Regulatory Insights
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TCS ADD ANW – Solution Architecture

Raw data

Data Verification & Study Configurations

PDF

Automatic transfer Manual transfer

Source 
Systems

CIOMS

Template Mapping

Review Workflow

Clinical 
Datasets

CIOMS
NLP Engine for Data 

Processing EDC 
Systems

Audit Trail

Dashboards

Patient 
Narratives

Patient Profiles

TA Based Global library

Patient 
Profiles 

(pdf/excel/
rtf)

Patient 
Listings

Study Database
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ADD ANW : Key Features

01

03

06

04

0205

Track Changes
• Track the changes made by Authors and Reviewers 

till finalization.

• Accept / Reject options available at finalization

• Keep changes during data reloads

Dashboards and Reports

• Project status dashboard available 
real time for management review

• Project activity status for narrative 
team

Regulatory Compliance
• Editable narratives are saved at each step

• Audit trail of changes and version control

Easy Data Integration

• Narrative data picked directly from clinical datasets 
(and not manually from patient profiles)

• Automated Integration with External EDC

• Minimal QC review needed for data accuracy

Template based Design

• Customize narrative template as per study 
requirement

• Template can be reused for narratives for 
the same compound/ similar study

• Multiple Templates based on TAs in Single 
Study

One Click Narrative Generation
• Generate narratives in consistent format and language
• Source documents uploaded directly in the platform  
• Inbuilt review workflow
• Editing features similar to MS Word
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Implementation for Ferring

Study setup in 
Platform

Configure the 
template, upload and 

map data

4

Provide Narrative 
Templates

1
Provide Study data 
and data mapping 

3

Fe
rr

in
g

TC
S

2

Address comments

6

Review 
template 

configuration

5

Generate and 
Extract Narratives

10

Ferring MW

TCS Platform

TCS / Ferring Prog

TCS Platform

TCS Platform

Ferring MW

TCS Platform

Post DBL, Provide 
final study data 

9

TCS / Ferring Prog

Validate narrative 
and publish

7

TCS Platform

Add MW 
comment and 

finalize narrative

8

Ferring MW

Compile and 
Deliver

11

TCS / 
Ferring Prog
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TCS ANW Platform | Mapping to Ferring Requirements

Ferring’s Requirement Available Implementation in TCS ANW platform
Auto-generated text Built in feature

Auto-generated tables for instance showing medical 
history

Built in feature

Auto-generated plots showing for instance an overview 
of adverse events relative to IMP exposure

Built in feature

It should be possible to enter manual text to further 
describe a case for a subject if needed

Built in feature, CIOMS data can be preloaded in the manual text 
field

The interface for entering manual text should be very 
close to MS Word

Built in feature

It should be possible to work with different templates 
depending on the type of narrative needed

Built in feature, configurable based on the study context

It should be possible to update the manual part and the 
auto-generated part independently

Built in feature

The data flow both with respect to the clinical data and 
the manual input should be tightly controlled

Data flow from clinical data to TCS ANW Platform is controlled 
via a process where FTP server was used to share the data. 
Manually added data was tracked and reviewed via the platform 
itself

Following a refresh of the clinical data, it should be 
possible to track if a narrative has changed

Each data load was shared by the Ferring statistical programmer 
so changes in clinical data was tracked during the data 
exchange process
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TCS ANW – Select Screens
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Semi-autogenerated Narrative 

Number of narratives Manual (estimate) Automated (actual) Time saved at medical 
writing

1.075 Narratives for 
subjects with positive 
outcome

~ 2-3 hours per QC’ed
narrative

~ 2.600 MW hours

~ 10 mins per QC’ed
narrative

~ 200 MW hours
~ 2.400 hours

442 SAE Narratives ~ 4-6 hours per QC’ed
narrative

~ 2.250 MW hours

~ 0.25 hour per QC’ed
narrative

~ 110 MW hours
~ 2.000 hours

1.159 AE Narratives ~ 2-3 hours per QC’ed
narrative

~ 2.900 MW hours

Random QC spot check
< 100 MW hours ~ 2.800 hours

Examples
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Semi-Autogenerated Narratives

The Case The Concern The Complexity

Narrative writing Short time
Critical path
Consistency
Resource heavy

Include manual text
Independent updates
User friendly interface
Track changes

Conclusion

The Complete Solution

Fast
Controlled
Consistent
Efficient
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