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Release Notes June 2026

Global Submissions

TOPLINE: BUILD EU CTAS, AND OTHER GLOBAL SUBMISSIONS, IN WEAVE

Use the same data in Weave to build submissions across the world.

Programs can now cover multiple submissions across multiple jurisdictions - each program can have multiple
dossiers. All dossiers use the same source data in the program data room. Start from the same data, and build
whatever submissions you need as your program evolves.

e @ Giobal Submissions Demo

WEAVE PLATFORM

Global Submissions Demo

A Manage organization 2 members - 5 programs

Programs  Templates q
L
Durafl.sxin 2 Noctapril 3 Thrombexal 3
W mirens SRR TR i 1)1 T (|

Velorazine 2 Zephycort 1

Dossier creation includes jurisdiction and application type metadata, clearly assigning which dossier is for what
purpose and recommending the right starting templates. Keep track of your work globally, and adapt templates to
your best practices.

New dossier

Create a new dossier for Duraflexin.

Each dossier is a distinct set of documents with its own lifecycle. Only
create a new dossier when needed.
Jurisdiction *

EU

Application Type *

Clinical Trial Application (CTA)

Template *

Weave Baseline CTA Templates

Dossier Name *

CTA-Ph2

Cancel Create dossier

success@weave.bio V\' weave Page 3 of 11



Release Notes June 2026

Weave now provides baseline templates for Clinical Trial Applications in the EU through CTIS, including Forms, Part 1,
and Part 2. You can author EU submissions with Al, starting from Weave-provided templates.

.
Weave Baseline CTA Templates

Hama £ Updated :

> [JFORM Jun3, 2026

v B3 PARTI Jun3, 2026
Protocol Jun3, 2026
Protocol synopsis Jun3, 2026
Investigator Brochure Jun3, 2026
[ IMPD — Quality - Substance Jun3, 2026
IMPD — Quality - Product Jun 3, 2026
IMPD — Quality - Appendix & Regional Jun3, 2026
IMPD — Safety & Efficacy - Nonclinical Jun3, 2026
5 IMPD — Safety & Efficacy - Clinical Jun3, 2026
IMPD — Safety & Efficacy - Benefits & Risks Jun 3, 2026
Ausiliary Medicinal Product Dossier Jun3, 2026
Summary of Product Characteristics (SmPC) Jun3, 2026

Organization-level templates now use the same dossier interface as submissions - see how your templates are
structured and customize them by renaming, adding, moving, and deleting items.

Rename Folder

Prefix (I

act b ekervefy this ok 1t ot

Ththa *

[ PART Il - Germany
——
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Release Notes

HAQ Manager

RESPONSE GUIDANCE ADDED TO RESPONSE TEMPLATES

Each response template now has Response Guidance bullet points! Besides stating the question verbatim,
additional instructions have been added to tailor the response. Response Guidance is highly encouraged to be

adjusted based on the strategy and intention of the response by the authorf(s).

Question #12

It appears that you have included Subject 10941002 in the efficacy analysis for first COVID-19 occurrence from 7 days after dose 2 over blinded placebo-
controlled follow-up period in subjects without evidence of infection prior to 7 days after dose 2 (e.g. Table 16 of C459100 l-interim-6-Month Report Body).
However, this subject reported "covid-19 antibody test positive" in medical history, and the baseline COVID status was categorized as positive, as indicated in the
ADSL data set. Please confirm whether this subject is included in the VE analysis in subjects without evidence of infection prior to 7 days after dose 2, and if yes,
please provide a rationale for including this subject in the analysis.

Response:

It appears that you have included Subject 10941002 in the efficacy analysis for first COVID-19 occurrence from 7 days after dose 2 over blinded placebo-
controlled follow-up period in subjects without evidence of infection prior to 7 days after dose 2 (e.g. Table 16 of C4591001-interim-6-Month Report Body)
However, this subject reported "covid-19 antibody test positive” in medical history, and the baseline COVID status was categorized as positive, as indicated in the
ADSL data set. Please confirm whether this subject is included in the VE analysis in subjects without evidence of infection prior to 7 days after dose 2, and if yes,
pleaseprovide a rationale forincluding this subject in the analysis.
RESPONSE GUIDANCE:

» Begin with a direct confirmation of whether Subject 10941002 was included in the vaccine efficacy (VE) analysis population defined as subjects without

evidence of infectionprior to 7 days after dose2.

« Ifthe subject was included, provide a clear rationale for their inclusion, sp the apparent y between the medical history

(antibody test positive) and the baseline COVID status categorization in the ADSL dataset

+ Ifthe subject was not included, explicitly state this and clarify how the subject was handled in the analysis population selection process

+ Reference the relevant data sources (e.g., Table 16 of the interim report, ADSL dataset) to support the response and clarify any differences in definitions or
datahandlingbetweenthese sources.

+ Ifthe rationale for inclusion or exclusion is not documented in the source materials, state this explicitly and indicate which aspect of the subject's data

(medicalhistory, baselinestatus, or other) led to the final decision

If there are broader implications for the analysis population definition or for other subjects with similar data discrepancies, briefly note whether this was a

orpart of a

" IULIE TEST CATA ROOM  HAG MANAGER EUETA  EBITOR () @ Weave Platform, Inc.
»  Response to Response Guidance Test 4 Editing v
Sources
Content Editdocument instructions [ ]

Refinement

Comments

Suggestions

Auto
Update

DATA ROOM FOLDER SELECTION ON UPLOAD

June 2026

Optionally select a folder in the Data Room where the question file should be uploaded for better organization. Note
that the home directory will be selected by default.

UPLOAD QUESTION FILE

Select a question file to get started.

i)

Drag file tothis areato upload

Select file

Supported file types: PDF, DOCX

Remmmended page limit: 2500 pages

Only me file can be uploaded at a time

Data room folder

- test
= Test nested folders
= Levell
= Level2
= Level3
Level 4

Level 3-2
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SELECT MULTIPLE JURISDICTIONS

Select all applicable jurisdictions that may apply to a question file, especially in the ACCESS Consortium case. Note
that only one jurisdiction will be auto-populated by Weave Al.

Jurisdiction <> File Name
[ ACCESS Consortium % Canada - HC x | ]pd
ACCESS Consortium 4
Australia - TGA
) (1).
Brazil - ANVISA
Canada - HC v B
China - CDE d_re
China - NIFDC _Fil
European Union - CHMP
1stig
European Union - COMP
Linited States - ENA DANI-A \Aeave Trainina Quescti

success@weave.bio V\' weave Page 6 of 11



Release Notes June 2026

Enterprise Admin

MANAGE ORGANIZATION

For customers with program-based licenses, Admin users can now directly manage all user invites and roles via the
Organization Settings page. All user accounts can be seen in the Users tab table, along with their emails, program
access, and if their invite is pending.

w"e @ HAQ Test Org
€ Back
Organization Settings
Uiers  oles  Inesrations 4 memters + SProgrms
HNamrs ‘Enail Programs
Caroline Ford caroline@weave.bio No Programs
dani@weave.bio dani@weave.bio WEA-123
julie+hagtestorg@weave.bio Pending julie+hagtestorg@weave.bio WEA-TRS
julie+prodtest3@weave.bio Pending julie+prodtest3@weave.bio WEA-000  WEA-456
Julie Lastname julie+prodtest4@weave.bio WEA-TBY
julie+prodtests@weave.bio Pending julie+prodtests@weave.bio WEA-ODO  WER:-LI3  WEA-ABE . WEA-TES
julie+prodtest6@weave.bio Pending julie+prodtest6@weave.bio No Programs
Julie Test julie+prodtest@weave.bio WEA-DIQ
julie+randomtest@weave.bio Pending julie+randomtest@weave.bio WEA-000  WEA-123
Page Siz: 30 v hia Mol W Page 10f1

INVITE NEW USERS TO WEAVE

Enter new user emails to send them invitations to the organization. Note that all new users will only be given Base
Access to the organization by default so they can login, but otherwise have no other access to programs.

ORG SETTINGS

Invite users to HAQ Test Org

Emsll

.bio x  newuser
newuser3@weave.bio x

Role Information
+ Users willbe given access to the og arization only

+ In order to access Rrograms, you must edita user'sroles and assign
them rolesto a Program

+ See Roles tab for addif onaldetails on eachrole

Cance)
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VIEW ROLES FOR EACH USER

June 2026

Click on each user’s name to view a summary of their roles at the organization and program levels, as well as which

programs they cannot access.

€ Back

Caroline Ford

dani@weave.bio

julie+hagtestorg@weave.bio

juliesprodtest3@weave.bio

Julie Lastname

julie+prodtests@weave.bio

julie+prodtest6@weave.bio

Julie Test

julie+randomtest@weave.bio

Users Roles Integrations

Organization Settings

Pending

Pending

Pending

Pending

Pending

Emall

caroline@weave.bio

dani@weave.bio

julie+hagtestorg@w

julie+prodtest3@we

julie+prodtesta@we

julie+prodtests@we

julie+prodtesté@we

julie+prodtest@wea

julie+randomtest@w

Julie Test julie+prodtest@weave.bio

Roles summary ~ Edit roles

ORGANIZATION ROLES

Fve Alcasn

This user's organization role does not grant access to any Programs or Dossiers
Use the Edit roles tab to grant access to specific Programs and Dossiers.

PROGHAM ACCESS

WEA-000
No Dossier overrides

EUCTA

WEA-000

HO ACCESS

Julie Test does not have access to the following Programs.

WEA-123

WEA-456

WEA-789

WEA-888

WEA-999

Sibmission Contrbutar

EDIT ROLES FOR EACH USER

Update a user’s roles in the “Edit roles” tab. First set roles at the organization level - the default is Base Access. Any
roles set at the organization level will apply to all programs. Note that Admin users should have an “Admin” role at

this level.

€ Back

Caroline Ford

dani@weave.bio

julie+hagtestorg@weave.bio

julie+prodtest3@weave.bio

Julie Lastname

julie+prodtests@weave.bio

julie+prodtest6@weave.bio

Julie Test

julie+randomtest@weave.bio

Users  Roles Integrations

Organization Settings

Pending

Pending

Pending

Pending

Pending

Email

caroline@weave.bio

dani@weave.bio

julie+hagtestorg@w

julie+prodtest3@we

julie+prodtestd@we

julie+prodtests@we

julie+prodtesté@we

julie+prodtest@wea

julie+randomtest@w

Julie Test julie+prodtest@weave.bio

Roles summary Edit roles

1 Organization roles

Select the organization-level role for this user. Note: the selected role does not grant
access to Programs or Dossiers. Use steps 2 and 3 below to grant access to specific

Programs and Dossiers,

Base Access x

2 Program access (optic

3 Dossier acce

4 Review & save

success@weave.bio
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Next set one or more roles at the individual program level to only give a user access to one or more specific

programs.

€ Back

Users Roles Integrations

P

Caroline Ford

dani@weave.bio

julie+hagtestorg@weave bio

julie+prodtest3@weave.bio

Julie Lastname

julie+prodtests@weave bio

julie+prodtesté@weave.bio

Julie Test

julie+randomtest@weave.bio

Organization Settings

Pending

Pending

Pending

Pending

Pending

Emai.

caroline@weave.bio

dani@weave bio

julie+hagtestorg@w

julie+prodtest3@we

julie+prodtestd@we

julie+prodtests@we

julie+prodtesté@we

julie+prodtest@wea

julie+randomtest@w

Roles summary

Edit roles

@ organization roles Base Access

2 Program access (optional)

acc

WEA-000

WEA-123

WEA-456

WEA-789

WEA-888

WEA-999

4 Review & save

Submission Contributor *

Dossier access (¢

Edit

Manage access for specific Programs. By default, users with this role have no Program

Optional to set more granular dossier-level roles within a program.

< Back

Users  Roles  Integrations

Harme

Caroline Ford

dani@weave.bio

julie+hagtestorg@weave bio

julie+prodtest3@weave bio

Julie Lastname

julie+prodtest5@weave.bio

julie+prodtesté@weave.bio

Julie Test

julie+randomtest@weave.bio

Organization Settings

Pending

Pending

Pending

Pending

Pending

Ervosil

caroline@weave.bio

dani@weave.bio

julie+haqtestorg@w

julie+prodtest3@we

julie+prodtesta@we

julie+prodtests@we

julie+prodtesté@we

julie+prodtest@wea’

julietrandomtest@w

Julie Test julie+prodtest@weave.bio

Roles summary

Edit roles

@ orgenization roles Base Access

@ FProgram access (optional) 1Program

3 Dossier access (optional)

Edit

Edit

Manage access for specific Dossiers. By default, users with this role have no Dossier

WEA:000

EUCTA

WEA-000

WEA-123

WEA-123

WEA-456

WEA-456

June 2026
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Lastly, review the roles selected before saving and applying changes.

€ Back

Users Roles Integrations

Caroline Ford

dani@weave.bio

julie+hagtestorg@weave.bio

julie+prodtest3@weave bio

Julie Lastname

julie+prodtests@weave bio

julie+prodtesté@weave.bio

Julie Test

julie+randomtest@weave.bio

Organization Settings

Pending

Pending

Pending

Pending

Pending

Email

caroline@weave.bio

dani@weave.bio

julie+hagtestorg@w

julie+prodtest3@we

julietprodtest4@we

julie+prodtests@we

julie+prodtesté@we

julie+prodtest@wea

julie+randomtest@w

Julie

Test julietprodtest@weave bio

Roles summary  Edit roles
@ organization roles Base Access Edit
@ Program access (optional) 1Program Edit
@ Dossier access (optional) No overrides Edit
4 Review & save

Organization roles
Julie Test will have Base Access (organization management only). This role does
not grant access to Programs or Dossiers.

Program and Dossier access
« WEA-000: Submission Contributor

All other programs (5) will have no access

June 2026
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New and Improved Functionality

NEW

Global Submissions
e Multiple dossiers for each program (same data room)
e Jurisdiction and Application Type metadata for dossiers and templates
e EU CTA Baseline Templates

HAQ Manager
e New Response Guidance in the response templates
e Newly added ability to multi-select Jurisdictions
e Newly added ability to select a folder in the Data Room for the uploaded question file

Enterprise Admin
e Admin user management for program-based licenses
e New Users tab to all users and their program access
e View role summary for each user
e Edit roles for each user by organization, program or dossier

IMPROVED

Global Submissions
e Template structure management - same as flexible dossier

HAQ Manager
e Improved HAQ Manager grid date displays
e Added new Jurisdiction options
e Added new Disciplines options
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