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The Weave

Platform

There’s only one thing keeping regulatory experts from delivering life-
saving therapies faster: their workflows. Weave is the only Al-native
platform that’s designed to handle the complexity of dossiers from
preclinical to postmarket. We're trusted by biotechs, pharmaceutical
companies, and CROs—from early-stage startups to global enterprises.
Whatever the challenge, Weave gets you there.

References available on request.

Product Al DRAFTING
Capabﬂities e Auto-draft and Al refine e Dynamically fill in variables
- All of Module 1(incl. IB) e Manually edit and format all content
- All of Module 2 e Auto-extract and insert figures
- All of Module 3 e Automatically create Table of Contents,
— All of Module 5 List of Tables, and List of Figures

e Create complex tables from pasted
example structures

General-purpose briefing documents
e Insert and manage always-current links ) ) .
e View version history and restore
- Intra-document )
e AutoUpdate dossier content
e Export to Word (DOCX)

e Exportto Veeva

- Inter-document
- Literature citations

e Customize Al templates

DOSSIER MANAGEMENT

e Dossier section status tracking e Dossier content expansion (clinical
o Built-in eCTD study or additional drug substance

or drug product)
e General-purpose documents

(outside the eCTD)
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Product
capabilities

(Continued)

Al DATA ROOM

File types supported: PDF, RTF,
DOCX, XLSX

Custom tabulation of data automatically
extracted from source files

Instant Q&A of files in data room

Simple search by keyword or deep
search by description

Sync with Veeva

Automatic tagging/classification
of source files

Automatic summarization of source files
Preview source files

Uploaded folders and maintenance
of folder structure

REVIEW & DATA VERIFICATION

Sentence-level source tracing

Data verification mode

Auto data verification

In-platform review and commenting
AutoReview of content (beta)
Organization management

Parent and child organizations

Configurable dossier visibility
Controlled user roles and permissions

“Suggesting” mode to suggest and track
changes in redline format

Accept or reject individual suggestions or
all suggestions

View previously resolved suggestions

HAQ MANAGER

Automatic extraction of questions from
health authority requests

Automatic categorization of metadata
such as jurisdiction, received date, etc.

Automatic identification of relevant
related questions previously asked

Automatic identification of relevant source
files for response

Compare extracted questions and related
information to original question file

Ready to transform your regulatory workflow?

Let’s talk: info@weave.bio
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Assign multiple users as authors,
reviewers, and approvers

Manually override or assign field values;
manually add missing questions

View questions assigned only to the user
Export HAQ Manager table to Excel

Track status of HAQ response drafting and
submission




