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• Team Size: 2 dedicated members

• 6 utilities maintained

• 2 utilities in active development

• Full-Service Workflow:

1. Identify user needs

2. Deliver MVP (Minimum Viable Product)

3. Provide clear documentation

4. Launch utilities on the server

5. Offer ongoing user support

6. Implement regular updates

• Utility purpose:

1. Automating the creation of clinical documents and datasets

2. Enhancing efficiency and accuracy in regulatory reporting

• Innovation Focus: Investing in Machine Learning algorithms to reduce manual 
workload and streamline complex processes

Team
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What is Patient Narratives?

A concise summary of a patient’s experience during a clinical 
trial, focusing on serious or medically significant events.

 Includes:
•Demographics & medical history
•Treatment details
•Description of adverse events
•Actions taken & outcomes
•Investigator’s causality assessment

Part of the CSR (clinical study report) and Regulatory review

• Narratives are included in the Safety Section of the CSR
• Provide context for serious adverse events
• Help regulators understand individual patient cases
• Support safety evaluations and regulatory decisions

Patient Data → Narrative Creation → CSR Integration → Regulatory Review
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The business process to develop patient narratives is 

a cross-functional process incorporating

•  Medical Writers

•  Statistical Programmers

•  Biostatistics

• Narrative creators

The user activities to create patient narratives are as 

follows:

• Develop the patient narrative template for the study 

of interest (MW)

• Develop and validate SAS programs to generate 

datasets used for tag derivation (SP)

• Create patient narratives (Narrative creators) 

• Review Created patient narratives (MW,SP, 

BioStats and Narrative creators) 

Creating Narratives
COLLABORATION
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Patient Narrative sections lack  
consistentcy

Additional team required for creation

Updates are time consuming

Data validation is fully manual

Manually inserting tags
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• Flexible template design

• Dataset variable validation

• Predefined library tags

• Custom tags for statistical programmers

• Support for repeated data in templates

• User-friendly interface

• Generate a narrative in under 30 seconds

User requirements  
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• Tag list contains information about 

tag types

• All datasets must be provided in 

sas7bdat format

• Template is a docx document with 

‘tags’ to replace

Graphical User Interface
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Template and tags

Biostats, Medical Writers, Statistical Programmers, and 
Narrative Creators must approve: 

• Template structure

• Narrative text

• Library tags

• Tags provided by statistical programmers

Tag Conventions
• Library tags and Statistical Programmer tags are 

enclosed in:
<< tag_name >>

• Template system tags (e.g., <repeat>) are enclosed in:
< tag_name >
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Standard Patient Narrative template
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Tag library

CRITICAL START-UP SUCCESS FACTORS

Validation
All predefined tag logic is validated according 

to client security standards.

Various Examples
The Tag Library contains more than 100 

different tags for various purposes.

Dataset Validation
Built-in algorithm to review required 

variables in the dataset for each tag.

Different tag types
Tags are designed for different purposes:
Patient-level tags
Event-level tags
Embedded tags
Statistical Programming (SP) team tags

Dataset specifying
Different datasets can be specified for 

creating different tags.
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Number of Datasets

Variables Present

Variable Validation

Pre-run Validation

• Verify that all required datasets 
are present

• Review variable type, 
minimum/maximum values, 
length, missing values, and 
allowed values

• Ensure all required variables are 
included

• Validate datasets before final 
versions are delivered

Datasets Validation
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Repeated data in the Tables
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• Some tags must be replaced with values (Patient-level 
tags)

• Event-level tags require adding new elements to the 
template

• New paragraphs or rows can be added to the template to 
fit the data.

• An additional check ensures that provided tags can be 
inserted into the template.
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Repeated data in the Paragraphs
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Repeated paragraphs are enclosed 
between <repeat> and </repeat> 
tags.

Multiple repeat blocks can be 
included in the template.

Repeat blocks may be removed if 
there is no data to insert.
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FORTREA FSP

Patient Narrative Tool now

PNT has been used to create narratives for 6 
studies.

All future studies will use PNT to create 
narratives.
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PNT requires 3 to 15 minutes to create 
narratives.

The largest study required creating more than 
200 narratives; some were longer than 10 pages.

66% of dry runs were completed in less than 3 
days.
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Summary

• Easy-to-update template

• Utility may be run by any member of the team

• Dataset validation

• Tags may be derived by Python or SP team

• ‘Repeat elements’ inserting 
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(Ukraine)
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IBAN: UA383052990000026000011221644

Bank SWIFT Code: PBANUA2X

 Bank account (EUR):

IBAN: UA263052990000026002001214108

Bank SWIFT Code: PBANUA2X

 PayPal:frame.garage1@gmail.com
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