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Import Dossier Documents

Import existing dossier documents into Weave to continue authoring. Bring in externally authored dossier
documents into the Weave Platform, preserving the authored content while enabling continuation of
drafting and reviewing in Weave.

Import a file into a dossier document

To copy the contents of an external file into Weave, select “Import” on a dossier document to upload a
.docx or .pdf file.

IMPORT CONTENT

Select a document to get started.

=)

Drag file to this area to upload

Select file

DOCX and PDF supported » Recommended page limit: 500 page

Data room folder

Cancel

While the import is processing, a progress card will appear on the bottom left of the screen to provide
additional transparency on importing steps, including file upload vs. document creation, as well as
completion. Imported text, tables, and figures have recall and precision of ~1.0.

2.4 NONCLINICAL OVERVIEW

2.4.1 Overview of the Nonclinical Testing Strategy

2.4.2 Pharmacology

2.4.2.1 Primary Pharmacodynamics

2.4.2.2 Secondary Pharmacodynamics

< Weave Al Cancel
mporting content:

Step1of 2

Uploading file
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» 2.4 NONCLINICAL OVERVIEW & Editing v - B
Sources
Template ® Generate all content ()]
<+
2.4 NONCLINICAL OVERVIEW Refinement
2.4.1 Overview of the Nonclinical Testing Strategy (©])
13F-SFA (3,3.4.4,5,5.,6,6,7,7,8,8 8-tridecafluorooctyl acrylate; CAS 17527-29-6) is a colorless, transparent liquid with a reported purity of 99.7%. The mechanism of action and Comments
intended clinical use of 13F-SFA are not specified in the provided source content.
(o]
A comprehensive nonclinical testing strategy was implemented to evaluate the safety profile of 13F-SFA and its monomer. The nonclinical program encompassed acute and <
repeated-dose toxicity studies, as well as genotoxicity assessments, in accordance with Good Laboratory Practice (GLP) and relevant OECD guidelines. Auto
Update

The acute oral toxicity of 13F-SFA-Monomer was assessed in female Sprague-Dawley CD (Crl: CDR (SD) IGS BR) rats using the fixed dose method. The objective was to

determine the single-dose toxicity and estimate the median lethal dose (LDsg). Endpoints included mortality, clinical signs of toxicity, body weight changes, and gross

pathological findings at necropsy.

Repeat-dose toxicity was evaluated in a 28-day oral gavage study in Crl:CD(SD) rats of both sexes. The objective was to characterize the toxicity profile following repeated
administration. Endpoints included clinical observations, body weight, food consumption, blood chemistry, and pathology (gross necropsy, organ weights, and histopathology of
liver and kidneys).

Genotoxicity was assessed using two in vitro assays. The bacterial reverse mutation (Ames) test utilized Salmonella typhimurium strains TA100, TA1535, TA98, TA1537, and

herichia coli strain WP2uvrA to evaluate mutagenic potential, both with and without metabolic activation. The in vitro chromosomal aberration test employed Chinese
hamster lung fibroblasts (CHL/IU cells) to assess the potential for induction of structural and numerical ions under both sh and

exposure conditions, with and without metabolic activation.

The nonclinical testing strategy is summarized in the following table.

Table 1: Summary of Nonclinical Testing Approaches for 13F-SFA

Study Type Objective Assay/Model Species/Cell Line Key Endpoints
ISP Evaluate single-dose Fixed Dose Method (OECD Female Sprague-Dawley Mortality, clinical signs,
(Y x toxicity and estimate LDso 420) CD rats body weight, necropsy
| repeaciose oy Assess toxicity profile after 28-Day Oral Gavage Crl:CD(SD) rats (male and Clinical signs, body weight,

Any comments in the imported .docx file will live in the Comments panel!

3.2.5.5 Reference standards or materials @ Editing v () Comments R
Sources
® Generate all content () © Show resolved
<+
storage, and protocols in with cGMP Julie Xu
Refinement
No interim standards are described or utilized within the provided documentation. The following sections [imported comment by Julie Xu, 2026-06-01] Double-check this
detail the characteristics, generation, qualification, and storage of both the Primary Reference Standard @
and the Secondary (Working) Reference Standard.
Comments
Primary Reference Standard (PRS)
The Primary Reference Standard (PRS) for Albiglutide Drug Substance is derived from a single, highly s}
purified cGMP batch selected for its representative quality profile. The PRS undergoes an exhaustive et
characterization program to confirm its identity, purity, potency, and structure. Analytical procedures Update

include amino acid analysis, peptide mapping, disulfide bridge analysis

far-UV circular dichroism (CD),

Matching template with reverse-engineered prompts

Besides copying in the content, Weave will also automatically create matching template prompts for the
imported content. This enables continued authoring in Weave, especially if the imported file is still a draft.

Content Edit document instructions @)

2.4.4 Toxicology

2.4.4.1 Brief Summary

Provide a comprehensive summary of the single-dose toxicity study in rats, organized into the following components:

Begin with a brief introductory paragraph identifying the test substance, species and strain, study design framework (OECD guideline, GLP compliance), and primary objective

Describe the experimental design: acclimatization period, animal characteristics (age range, sex, reproductive status), group size, dosing regimen (sighting test followed by main
study), dose level(s) tested, vehicle (if any), dose volume calculation, and absence of control group if applicable.

Summarize the endpoints and observation schedule: clinical observation body we

schedule, mortality monitoring frequency, and necropsy

procedures.

Present the quantitative and qualitative results: mortality, cli

cal signs, body weight changes (provide numeric ranges for weight g

in by week if available), and gross pathology
findings at necropsy.

Conclude with an integrative analysis: interpretation of findings, estimated LDsg value and classification under the Globally Harmonised System (GHS), statement regarding

NOAEL if applicable or explanation of why it was not determined, and overall acute toxicity profile.

2.4.4.2 Repeat-dose Toxicity

2.4.4.2.1 Studies in Rats

Provide a comprehensive summary of the repeat-dose toxicity study in rats, organized into the following components:

Roacin with an A dontify tha tact el ene nd ctrain_ctudy duratian and ranta nf ad, and nrimary ahiantiva Inaluda ratinnala fne

Reverse-engineered prompts are optimized for regeneration using the imported file as the source
(similarity of 0.99), but other source files can be used as well along with additional template
customizations.
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Continue using Editor workflows after import

After importing, continue drafting and collaborating using familiar workflows in Weave, as if the content
was originally created in Weave. Sources will indicate that content came from an imported document.

B s
4 Sources
2.4 NONCLINICAL OVERVIEW © Edting v @
c Sources
® Generate all content o
characterize the systemic toxicity profile of 13F-SFA and to establish a no-observed-adverse-effect level 2.4_document_2026-04-30_001911 (1).docx (Removed) +
(NOAEL) following repeated administration. Dose selection was informed by prior findings of kidney weight Refinement
increases and histopathological changes at 25 mg/kg and above, with a previously established NOAEL of 5 @ s wes an imported document.
mg/kg/day. The current study included dose groups at 0 (vehicle control), 30, and 120 mg/kg/day, with five [©]
males and five females per group, to confirm toxicity thresholds and assess reproducibility a Gonments
[Endpoints assessed encompassed clinical signs, body weight, food consumption, blood chemistry, and detailed “Endpoints assessed encompassed clinical signs, body weight, =
pathological evaluation, including gross necropsy, organ weights, and histopathology of liver and food consumption, blood chemistry, and detailed pathological
Kidneys. JAnimals were monitored for clinical signs twice daily, and body weights and food consumption were evalustion. incuding) 9ros3 (Racropsy.. orgen welghts, and Auto
~ histopathology” Update
recorded at multiple intervals. Blood chemistry was evaluated at study termination, and pathological
included both and of target organs.
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Flexible Dossier

Customize the dossier for your submission

The dossier is now customizable — you can add a document or folder anywhere to include content, split
out existing documents into multiple parts, or reorganize content like Module 3 Appendices.

You can add study reports to Module 4, customize document prefixes, split out a Module 3 document
into multiple documents, apply new ICH guidance, or just delete documents you don’t need.

Add a document or folder using the menu within the dossier:

W DEMO CMC  { DATA ROOM DOSSIER EDITOR HAQ MANAGER v, 4 Weave Demo
-=eoe
o184 2 .0 e0 o0
Dossier  DetalledStatus  AutoReview  Additional Documents  Export
23 Add folder ) Add document
Name I Updated P status Actions

> T3 Module 1 Administrative Information
> T2 Module 2 Summaries
~ & Module 3 Quaity
v & 32Body of data
> © 32 Regional information
v B 32.AAppendices
> © 32.A1Faciltes and Equipment 19 Dec 2025 ToDo
> D 3242 Adventitious agents safety evaluation
v & 32A3Excipients Add docuent
v e a o
> 325 Drug substance [Albiglutice, Alveron]
> © 32 Drug product [Albiglutide, Subcutaneous, Alveron)

> [ 33Literature references

Add Document
Adding a new document to All.
prefix @

* Title

Cancel
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Move content to a precise location by clicking “move into” then selecting a destination:

Move "3.2.S.5 Reference standards or materials
[Albiglutide, Alveron]”

v

3 1 Administrative Information
O 11Forms
[3 1.2 Cover letters
» [31.3 Administrative information
» [314 References
» [21.5 Application status
» [ 1.6 Meetings
» [317 Fast track
» [ 1.8 Special protocol assessment request
» [31.9 Pediatric administrative information

» [ 110 Dispute resolution

. M 111 lnbavmnnbinm anmandinnant: lafavmaabinm mad

Cancel

May 2026

Or simply grab the content and drag to the desired location with the new drag-and-drop functionality.

This can also be used to re-order content within the dossier.

3.2.P.7 Containeg

v B 3.2.P.8 Stability

1) 3.2.P.81Sta

1] 3.2.P.8.2Po

A 3.2.P.8.3 Sty
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Adapt Weave’s existing templates for new documents

Once a document is created, you can start from scratch by adding template blocks or import a template
from another document as a starting point to customize.

W DEMO CMC  § DATA ROOM DOSSIER EDITOR HAQ MANAGER vl %A Weave Demo
2.3 Quality Overall Summary & Editing v
Q Export template Sources
Gontent Edit document instructions
B Import template
3 Reset to Defaults
Refinement
23 QUALITY OVERALL SUMMARY
2.3.1 Introduction to Quality Overall Summary
Comments
Auto
Update
2.3.2 Drug Product [name, manufacturer]
2.3.2.1 Description and Composition of the Drug Product
Produce a 1-2 paragraph narrative description of the dosage form of the drug product. This text should include solution composition and delivery mechanism, if available.
nposition of the drug product, including excipients, with the following columns:
. e "
w bEMO CMC 3 DATA ROOM DoSSIER £0ITOR HAQ MANAGER J) % Weave Demo
Example Excipient [ Editing v
Q Export template Sources
Content Edit document instructions
6 Import template
3 Reset to Defaults.
Refinement
EXAMPLE EXCIPIENT
Comments
Auto
Update

Assign any document to a data room folder

Working on many CSRs, or a complex product with multiple drug substances or drug products? Now you
can constrain any individual document in the dossier to only use data from a specific data room folder in
initial generation.

3 Add folder 9 Add document
Actions
< Generate + ©
<> Generate 3 Edit Sources
0 Delete
<3 Move Into
< Generate
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HAQ Manager

Improved similar question identification

More similar questions will be returned than before, with the new relevance indicator showing
High or Medium or Low for each question.

Similar questions <~

Responses to these questions may be included in Response source files.
> File FDA-S18 Question1 High K¢
> File S74 Question1 High [4
> File FDA-S74 Question1 High Ke
> File BLA STN 125742/0 Question1  High 4
> File S13 Question1 Medium e
> File FDA-S18 Question 14  Medium K¢
> File FDA-S18 Question 12  Medium [4

Data Room folder paths for all files

Files shown under “Response sources files” and “Submitted response files” are now shown with
their Data Room folder path to provide additional context besides the file name itself, such as
jurisdiction, sequence number, and module.

Response source files <~

These files will be used as input to the generated response.

v 125742_S74_M1_response-20aug2021.pdf 4 X

Provides a summary table of numbers and percentages of BNT162b2 and placebo recipients
by age group and study period reporting unsolicited adverse events during blinded follow-
up in study C4591001

Data room location
us/0001/m1/us/125742_S74_M1_response-20aug2021.pdf

+ Add response source file
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Question file upload progress card

May 2026

After question file upload, a new progress card appears on the bottom left of the screen to provide
additional transparency on processing steps, including file upload vs. extracting metadata vs. finding
relevant source response files.

<+ Weave Al
Processing questions: Step 10of 3

_ Uploading file

<+ Weave Al
Processing questions: Step 3 of 3

@ Uploaded file
@ Extracted metadata

) Populating relevant files

@ Ingestion complete

@ Uploaded file
@ Extracted metadata

Populated relevant files
1files matched

View similar detail questions in a new tab

To look at the details of a similar question, click the box with arrow icon to open that question in its
expanded preview in a new tab.

Question

Similar questions <~

v

File DEMO Question1  High

v

File S74 Question1  High

v

File FDA-S74 Question1  High

File BLA STN 125742/0 Question 1

v

v

File $13 Question1  Medium

File DEMO Question 15 Medium

v

v

File DEMO Question 13 Medium

Page10of 3

Please complete the following table to summarize the numbers and percentages
of BNT162b2 and placebo recipients, by age group and study period, who
reported the indicated categories of unsolicited adverse events during blinded
follow-up in study C4591001. Please use denominators of the corresponding
population in each column and please do not report percentages in 100/PY.

Responses to these questions may be included in Response source files.

High

v,

“' HAQ C DATA ROOM DOSSIER EDITOR HAQ MANAGER
(<) File FDA-S18 Question 1 >
BNT162b2_FDA _info_req.pdf [%
Question details @ Verify

e’

g' DEPARTMENT OF HEALTH & HUMAN SERVICES
S

ELECTRONIC MAIL CORRESPONDENCE
INFORMATION REQUEST
INDs: BLA STN 125742/0
Drug: BNT162b2 (COMIRNATY)
Date: July 30, 2021
To: Kevin Smith, Senior Associate, Regulatory Affairs
Sponsor: Plizer
From: Ann Martins, PharmD, CGP, PMP, Regulatory Project Manager, DAVP

‘Subject: Request for Information

A+ Weave Demo Org

< > Qa4
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New and Improved Functionality

Submission Builder new:

e Import workflow for a dossier document

e Processing indicators and completion notifications during import

e Matching template prompts reverse-engineered for imported draft documents
e Comments in the imported file imported and shown in the Comments panel

e Ability to continue downstream Editor workflows on imported documents

e Sources indicator on an imported document

e Version History entry for import

e Add, move, delete, and rename documents

e Edit Sources for individual documents

Submission Builder improved:
e Simplified primary action buttons in dossier

e Click directly into a document via its title
e CSR now available in dossier by default

HAQ Manager new:

e Data Room folder paths to all files

e Progress card during question file upload

e Ability to open similar question to the expanded preview
e New Jurisdiction options

HAQ Manager improved:

e Similar questions identification and relevance indicator
e Updated description under Submitted response files
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