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I Introduction
1.1 Project Scope Overview

The Clinical Trials Project is a web portal that helps ease the process of applying for a Clinical Trials
by the companies as it also facilitates tracking of application status without the need for
continuous phone calls and frequent follow-ups with the Clinical Trials team.

The system will also manage the task distribution and streamline the workflows, enhancing the
decision-making process and reducing unnecessary back-and-forth communication between
both parties.

Clinical Trials Project web portalincludes comprehensive functionalities that facilitate effective oversight,
management, and transparency of clinical trials within the authority’s jurisdiction. The portal centralizes
trialregistration and application management, secures essential trialdocumentation, and fosters
communication among sponsors, investigators, ethics committees, and regulators. It offers real-time
monitoring of trial progress, safety, and compliance, supports role-based access controls, integrates

with international registries, and automates key regulatory workflows to ensure adherence to Good Clinical
Practice and applicable laws, ultimately enhancing regulatory efficiency, data integrity, participant safety,
and public transparency.

1.2 Intended Audience and Reading Suggestions

This document is intended for companies involved in clinical trials, such as sponsors and contract
research organizations (CROs) that are going to be a user of this system, as well as users within the
Egyptian Drug Authority (EDA) who manage, review, or oversee clinical trials through the system. It is
recommended that all users read this manual before logging into the Clinical Trials Portal to ensure a
smooth and efficient user experience.

1.3 Main Objectives of the Clinical Trials Project
The objectives of the Regulatory Authority’s Clinical Trials Project web portal are to:

o Provide a centralized platform for the submission, management, and tracking of clinical trial
applications and related regulatory documents.

L Facilitate efficient review and approval processes by regulatory staff, ensuring compliance with
Good Clinical Practice (GCP) and applicable laws.

L Enhance transparency and accessibility to clinical trial data for stakeholders, while safeguarding
participant confidentiality and data integrity.

o Support ongoing monitoring, safety reporting, and inspection activities through real-time data

access and communication tools
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. Enable collaboration and information exchange among sponsors, investigators, ethics committees,
and regulatory bodies.
L Streamline regulatory oversight activities including protocol assessments, amendments, and site
inspections.
. Ensure standardized, harmonized workflows aligned with relevant clinical trials laws and
international regulatory requirements.
. Foster innovation and ethical conductin clinical research by providing up-to-date guidance,
notifications, and decision support within the portal environment.
J Promote public trust by making clinical trial information accessible through a secure, searchable
interface.

These objectives collectively aim to strengthen regulatory oversight, safeguard participant well-being, and
improve the quality and efficiency of the clinical trial regulatory lifecycle

2 Company Interface

2.1 FirstView + New Request
The main goal of this projectis to enhance coordination between the clinical trials Team at EDA
and the companies by improving workflow interactions and ensuring efficient and structured data
exchange between both parties.

2.1.1 Login Page

L EDA Login s j

Clinical [ ES——— j
- ompany Login >
Trials

Figure 2.1: First Login page
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This is the first page the user encounters once he opens the portal, all the applicants should
choose to login as a company which will then direct them to the company login page

Company Login

Username

————

Figure 2.2: Second Login page

Companies can only login to the Portal from the Company Login page, Login will be through
company account created in The Egyptian Drug Authority (EDA) company profile. The Egyptian Drug
Authority (EDA) is responsible to provide each company a user name and a password for login.
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2.1.2 Work-list
Normal Worklist o
Navigation
Home
[ N-Werkis { |
FRNOR feriiivektivg Trial ID Unique Identifier Trial Name Date Type

No results

everestmindscom

Figure 2.3: Work list
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Once the user logs in he will land on this page “Work list” which is the main page for managing
his work, user can find 3 different tabs to do so:

* My Assigned Applications: This tab contains all the submissions or tasks that the user
must take an action upon.

* Ongoing Applications: This tab contains all the submissions or tasks the user has already
worked on to be able to track the progress of his work and at this point the user can’t take
any actions
on the submission but just view them.

* Completed Applications: This tab shows only the finished submissions either the
approved submissions orthe rejected.

Additionally, a Follow-Up Worklist has been implemented on the side navigation bar on the left to
improve tracking of all follow-up activities. This worklist contains two dedicated tabs:

* Available for follow-up tasks: displays allitems available and pending follow-up tasks.

* Inprogress follow-up tasks: shows items currently in progress.

This structure ensures clearer visibility, better task organization, and more efficient
monitoring of follow-up actions throughout the workflow.
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Figure 2.4: Follow-Up Worklis
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2.1.3 Notifications

Figure 2.5: Notifications

From the side navigation bar you can access the notifications that are sentto you
whenever an action regarding your application occurs or they can be accessed from the
top right notification icon.

Notice to Applicant title: Companies User Manual for
Clinical Trials Digital Platform
Code: EDREX: NP. BIOINN. 018
Version/year: 1/2026

juedidde 031



Central Administration of Biological, Innovative products and Clinical Studies
General Administration of Clinical Trails

2.1.4 NewRequest

-, user-500

[}

Navigation

Home

Please select the request type

everastmindscom

Figure 2.6: Selecting the request type
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The company can start a new request from the New Request Tab in the side navigation bar,
then they will be able to choose which type of request from the following;:

CT submission

CT submission as an appeal

Renewal
Progressfollow-up
Amendment
Adverse event

11 Full title of the trial*

1.2 Sponsor's protocol code number® 1.3 Sponsor's protoco| version®

1.4 Sponsor's protocol date*

Figure 2.7: CT application form
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To ensure data consistency and integrity, please note that certain fields within this section are
automatically populated with information from EDA’s central database.

These system-managed fields are displayed for your reference but are not editable directly within
this form. Any updates to this underlying data must be performed through the appropriate
administrative channels or system processes.

Summary of Field Types:
¢ Editable Fields: Clearly marked input areas where you can enter or modify information.
¢ System-Managed (Non-Editable) Fields: Clearly labeled fields whose values are
sourced directly from the database and cannot be changed here.

This approach guarantees that you are always viewing the most accurate and up-to-date core
information while preventing unintended changes to critical system data.

Notice to Applicant title: Companies User Manual for
Clinical Trials Digital Platform
Code: EDREX: NP. BIOINN. 018
Version/year: 1/2026



Central Administration of Biological, Innovative products and Clinical Studies
General Administration of Clinical Trails

© 0 0 06 606000FOC

Auto Save

10.3 Cover letter directed to the Ceneral Manager of the General Administration of
Clinical Trials"

10.4 The Applicant Request to the Egyptian Drug Authority for Clinical Trial of the

Fownioad Signatim.

1013 Signed, stamped and dated official delegation ietter *
1014 Detailed clinical trial protocol signed by the sponsor and prepared according to the ICH guideline for Good Clinical Practice (GCP). *
10,15 Updated version of the Investigator's Brochure *

1036 Case Report Form *

Figure 2.8: CT Checklist

After filling all the data in all 9 sections and pressing next the user will be asked to upload a list
of files some of them are mandatory and some are optional as shown.

Notice to Applicant title: Companies User Manual for
Clinical Trials Digital Platform

Code: EDREX: NP. BIOINN. 018

Version/year: 1/2026

1uedidde 03



Central Administration of Biological, Innovative products and Clinical Studies
General Administration of Clinical Trails

The company should only upload PDF files, other types of files will be rejected by the portal and

this message should appear "please check files extensions". Also, encrypted PDF files won’t be
accepted.

The company can use the multiple uploads feature. This means the company can upload
more than one file under each attachment request. There is a difference between the multiple
upload feature and the single upload feature. Multiple uploads feature does not have a load
bar, while the single upload feature has a load bar. Moreover, the button for multiple upload
feature says "Upload Files", while the single upload feature says "Upload".

Please note that the red asterisk means that this file is mandatory which means that you could
not submit unless you upload all the mandatory files.

The checklist changes according to the type chosen while filling the application information
data

~

~

Your application has been sent
successfully!

Figure 2.9: Successful submission

Notice to Applicant title: Companies User Manual for
Clinical Trials Digital Platform
Code: EDREX: NP. BIOINN. 018
Version/year: 1/2026

jueoyd



Central Administration of Biological, Innovative products and Clinical Studies
General Administration of Clinical Trails

juedidde 031

Once the application is filled successfully and all the mandatory fields are filled the user can then
submit his application and he will then get the following message notifying him that the application
is now submitted as shown.

The application features an intelligent Auto-Save function designed to safeguard your work
continuously. This system automatically captures and securely stores all data entered into the form
fields at regular intervals and upon any detected change. You can proceed with confidence, knowing
thatyour progress is preserved in real-time, effectively eliminating the risk of data loss due to
unexpected interruptions such as browser closures, power outages, or connectivity issues. Your
information will be promptly restored upon your return, allowing you to resume your work
seamlessly from the last saved stat

2.1.5 Draft

11 Type of the fallow-up”

ressfollow up () DSUR () SUSAR

1.3 Details of Study

131 The full title of the study”
1.3.5 Trial Id*

137 Protocol Code number®

1.4 Recruitment Information

1.4.1 Principal investigator(s) for the trial (enumerate each Principal Investigator for each study site)

1.4.1.1 Principal investigator for the trial 1

14110 Name

Figure 2.10: Draft
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Are you sure you want to save the
application as a draft?

SEnce!

Figure 2.11: Draft 1

While filling the application the user will have the ability to save the application as a draft from the
button at the top right corner “Save As Draft”, the user will then be asked to confirm his choice

and press save as shown.

Notice to Applicant title: Companies User Manual for
Clinical Trials Digital Platform
Code: EDREX: NP. BIOINN. 018
Version/year: 1/2026



Central Administration of Biological, Innovative products and Clinical Studies
General Administration of Clinical Trails

(] < o-o > L] Number Of Rows = 0

Figure 2.12: Draft 2

The user will then be able to find all his drafted applications on the tab named “Draft” in the side
navigation bar, he will also be able to find his drafts as shown.
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2.1.6 Submission Details page

Navigation

Home

Follow up-Worklist

Notifications

Requests

New Request

Drafts

Normal Worklist

Trial ID
PCT-13 Esso osse nisi ost 2
PCT4% Esse esse nisiestd
IMP-1 Sed justo nulla ve

esse Nis|

| @5t

Ut consequatur Ejus

1P Excepturi ea quodsa
IMP-5 Quis in malestiae qu
MP-6 Liberoaliguip animi
MP-§ Rerum eos numauam i
AF-3

Figure 2.13:

Unique Identifier Trial Name

Ad aliquid non sunt
Ad aliquid non sunt
Sint provident culp
8i0-2-7-2025 Ad aliquid non sunt
Mollitia ullam elige
Eu vel omnis ad eaqu
Et Iabore desarunt

Ut consectetur quas

acilis molestias u

Submission details page

Date

Jul 27, 2025, 32249 AM

Jui 27, 2025, 32416 AM

Jul 28, 2025, 12:38:34 AM

1ul 30, 2025, 203:59 M

Jul 30, 2025, 3:68.07 PM

Once the user submits his application, he can then find itinside the ongoing tab, and he can
press on itto open the submission details page.
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The submission details page will contain more than one tab each containing different types of
data regarding the application. These tabs are as follows:

¢ Clinical Trials Application form

Trialidentification

- Sponsorldentification

- IMP (Investigational medicinal product)

- General Information on the trial
- General Information on the trial
- CTsites

- Facilities

- Information on of Institutional Review Board Ethics Committee

- National security decision in case of jointly conducted international trials, and for
approval of human samples exportation

- Checklist
¢ Labs[Quality Labs] (Concerned Labs)
¢ CompanyAttachments

¢ GeneratedFiles
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1 Submission Details

The Submission Details page contains all the submission details

user-1305

o Request Details

Navigation

1uedidde 03

Home pCTs sunday, July 27, 2025 Pending cT screaning 62 Wos [ Upledfian |

N-Worklist

Foliow up-Worklist

1Trial identification
New Request Sponsor identification
Drafts
IMP {Investicational medicing fdsliguid st
produr
Esse essenisiest 2

Cenetrzl Information on the trial
Nam dolorum racusand

Population of trial subjects
Jun2,2025

Cilinical 1rial sites/inve:
Duis odio laberiosam

Egypt concerned by ¢
Facilities

a ANTIGUA AND BARBUDA

Infeemation on of Institutiona

Review Board Ethics Committee

Figure 2.14: Submission details page
21 . . . .
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2 Screening Checklist

Screening Checklist contains the documents uploaded by the company

Request Details | @

Navigation

Pt sunday, July 27,2025 Pending 1 screening -62wos [ wonos S ploadtiec |

Follow up-Worklist

Trial \dentification

10 Screening Checklist

New Request Sponsor Identificaton
ERase 10.1 If yes, indicate the resubmission letter [ Break Lines.pdf ] (July 27,2025 at 322 AM )
IMP {investigational medicnal i Uple b y 0O
product "
Population of trial subjects 10.3 Cover letter directed to the General Manager of the General Administration of Clinical Trials [ Break Lines.pdf

1(July 27,2025 at 322 AM )

Uplaaded by or- 1305

10.4 The Applicant Request to the Egyptian Drug Authority for Clinical Trial Authorization (signature of the
nformation on of Instisutional applicant) [ Break Lines.pdf | (July 27, 2025 at 3:22 AM )

Review Board Ethics Cornmittes N

Clinical trial sites/invest S
Egyet concerned by this request

Faciivies

Figure 2.15: Screening checklist
22 . . . .
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3 Company attachments

The Company Attachments section serves as a centralized and easily accessible repository
for all PDF documents uploaded by the company to the portal.

Itisimportantto understand the difference between the documents here and those in the main
Checklist:

¢ Checklist Attachments: These are mandatory documents required to fulfill specific
application. They are directly tied to the checklist and are critical for the evaluation
process.

¢ Company Attachments (This Section): This area contains voluntary, supplementary
documents provided by the company. These are extra materials not linked to a specific
checklist item but are made available to offer additional context, support, or
information to authorized users.

This dedicated section ensures that all supplementary documents uploaded by the company
are readily available in a single location. By consolidating these materials, the feature
streamlines access to critical information, eliminating the need to search through disparate
emails orannouncements and ensuring you are always referencing the most current versions
of company-provided documents.
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Request Details

ral identification

Navigation

Home 11 Company Attachments

Sponsor Ident!fication

N-Worklist

Follow up-Worklist IMP |Investigational medicinal 1.3 Extra Attachments | Break Lines - Copy (2).pdf | { November 6, 2025 at 12:01 PM )
product) f )

Notifications

Requests General Information on the trial m

New Request

Population of trial subjects 1.3 Extra Attachments 1 [ Break Lines - Copy (3).pdf | { November 6, 2025 at 12201 PM )
Drafts Uk o z e
ol al trial sites/investigators in
Facilities

n of Institutional

thics Committes

saMpies exportation

Screening Checklst

Figure 2.16: Company attachments
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4 Upload Attachments Feature

The portal provides a persistent Upload Attachments feature, granting your company
unrestricted accessto submit necessary documents at any time. This always-available
functionality ensures you can promptly add new files directly without delay to your profile other

than the main screening checklist. The feature supports the submission of PDF types only as
mentioned earlier.

Do you Want to Upload Attachments ?

1L) Extra Attachments *
|

UPLOADED FILES

{7 Youhaue uploadod 2 fics

= @ X

Figure 2.17: Upload Attachments Feature
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5 Generated Files Section

The Generated Files section serves as a dedicated repository for all documents automatically
produced by the system. This centralized location contains essential files generated from the
EDA process, including reports, Letters of Requirements, and official approval or rejection
letters. Alldocuments are systematically organized within this section, providing a complete and
easily accessible audit trail of all system-generated communications and outputs. This ensures
that users have immediate access to critical information for review, download, and record-
keeping purposes.

user- 1305
o Request Details

Navigation

12 Generated Files

123 Lotter of requirements Screening [ Novemnbaer 6, 2025 at10:57 AM )

Figure 2.18: Generated Files Section

2 : . . :
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6 Export Submission Feature

The portalincludes an Export Submission feature, enabling you to generate a comprehensive
and consolidated record of your entire application. With a single click, this function produces a
single PDF document that captures all data, entered information, and details from the current
submission page. This provides a complete and portable snapshot of your submission for

offline archiving, internal record-keeping, or official review processes, ensuring you have a
formaland permanentrecord readily available.

?

Do you Want to Export Submission

Figure 2.19: Export Submission Feature
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2.1.7 Comments section

In this section the company can find all the back-and-forth communication between them and
the Egyptian Drug Authority (EDA).

user-132

] Request Details

Navigation

Home PCT-72 Sunday, May 11, 2025 nding CT Official -M3WDs m

Notifications

Sihests Comments

New Request
Drafts

Step: Company fulfilling screening missing requirements

May 15,2025

Figure 2.20: Comments sections

The company can find the comments sent to them in the comments section showing the date of
the
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2.2 Re-uploading rejected files

At any time during the process the submission can be sent back to the company to re-upload the
unaccepteddocuments

Choose your next action

Approval [Proceed 10 the official |

suhmi

111 Rejection Type

@® reject file | Q) Modify application form () Both

Write Your Comment

8! L 4 s =.BFEC AN

b8 * - m o @

Figure 2.21: Re-uploading rejected file
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The company will be able to open the submission from their work list “My Assigned Applications
Tab” or from the notification they received to open the submission details page from which they
will be able to access all their submission details and re-upload the required documents.

The company will then have to re-upload the required documents by opening the Checklist Tab on
the left navigation bar inside the details page and start re uploading all the documents.

Please note: Any previously uploaded documents will be automatically archived as a historical
record. These old documents will not be visible for the re-upload process but can still be viewed
by EDA users fortracking and compliance purposes.

Request Details

Navigation

f " L
PCTI01 Thursday, November 6, 2025 Penmng CT Screening 4 WDs23 H m

10 Screening Checklist

westigationsl medicina 10.3 Cover letter directed to the General Manager of the General Administration of Clinical Trials [ Break Lines - Copy (4).pdf ] (

product) November 6, 2025 at 10:48 AM )
noral infor A ont
[ v ¥
. ¢ it
3 ned b ot
104 The Applicant Request to the Egyptian Drug Authority for Clinical Trial Authorization [signature of the applicant) | Break

Lines - Copy (4).0df | { November 6, 2025 a1 10:48 AM )

10.13 Signed, stamped and dated official detegation letter [ Break Lines - Copy [3).pdf] | Novambor 6, 2025 at 10:48 AM )

Figure 2.22: Take action
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After re-uploading all the documents, the user should make sure to press on the save button on
the top right to confirm his new uploads.

Your application has been saved
successfully!

oK

Figure 2.23: Save
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The take action button on the top corner inside the details page will now be enabled.

The company is now able to press on the “Take Action Button” to Re-forward their submission again
to the Egyptian Drug Authority (EDA); they will also be given an option to send a comment if needed.

By pressing submit the application will be sent once again to the Egyptian Drug Authority (EDA) to
continue assessment.

Choose your next action

Write Your Comment

B! U & & =

] o

Figure 2.24: Save

W
\S]
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2.3 Modify application form

We’ve mentioned the scenario where a file can be rejected by the Egyptian Drug Authority (EDA)
and accordingly the submission is sent back to the company in order to re-upload the rejected
file. Moreover, the application form can be the only rejected section. This will lead us to the

"Edit" scenario. The EDA can either reject afile or reject the application form or reject the whole
submission

Choose your next action

111 Rejection Type

Q) BejctFia | @ Modity

Write Your Comment

B 1l U & # m.-BEB- A

bav@ * -8 0 @

Figure 2.25: Modify application form

Therefore, the submission will be sentto the company in order to edit the submission application
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Request Details

Navigation

Home PCT101 Thursday, November 6, 2025 Pending CT Screening % WDs23H n

Requests

1 Trial identification

New Request

T — 11 Ful Duis et efit ut dol
Provident magnam ad
Saepe eos deserunt
Nov 6,2025

Egypt concerned by this request g ‘ Ut voluptatem est do

Routine

Figure 2.26: Edit

The company is now able to press on the “Edit” button to modify and change any necessary data
regarding their submission again and sent it again to the Egyptian Drug Authority (EDA)

By pressing "Submit" the application will be sent once again to the Egyptian Drug Authority (EDA)
to continue assessment.
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o Autn Save

1.1 Full title of the trial*

2
Worklist Duis et efit ut dol
=
3
1.2 Sponsor's protocol code number* 1.3 Sponsor's protocol version®

New Request 4 Provident magnam ad Saepe £0s deserunt
Drafts

o 1.4 Sponsor's protocol date”

6 Thu, Nov 6

November 2025
7
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Figure 2.27: Modify application form
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2.4 Both

The platform facilitates a structured resubmission process in the event that the Egyptian Drug
Authority (EDA) requires changes to a submission. The EDA may reject a specific file, the
application form itself, or the entire submission. In all cases, the submissionis returned to the
company for corrective action. To manage this efficiently, the system provides a guided workflow.
Forinstances involving both rejected files and a rejected application form, the company must first
address all file-related rejections by re-uploading the corrected documents. Once this mandatory
step is complete, the "Edit" button forthe application form becomes enabled, allowing the
necessary modifications to the protocol details and other data. After all required corrections are
made, clicking "Submit" sends the revised and complete application back to the EDA for
reassessment, ensuring a clear and sequential path to compliance.

Request Details | @

Navigation

PCT-101 Thursday, November 6, 2025 wncing CT Screening 14 WDs 23 H

10 Screening Checklist

vedicinal 10.3 Cover letter directed to the General Manager of the General Administration of Clinical Trials | Break Lines -
Copy (2).pdf | | November 6, 2025 at 10:48 AM )

10.4 The Applicant Request to the Egyptian Drug Authority for Clinical Trial Authorization ({signature of the
applicant) [ Break Lines - Copy (4).pdf ] { November 6, 2025 at 10:48 AM )

Figure 2.28: Both
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2.5 Proof of payment

To complete the proof of payment process, the company must follow a specific sequence of
actions to ensure accurate and valid payment registration. First, a PDF copy of the official
payment receipt must be uploaded to the platform. Following a successful upload, the
company is then required to manually enter the corresponding unique receipt number and the
specific receipt number for the service into the designated data fields. Itis critical to note that
the platform’s validation system does not permit duplicate entries; each payment receipt
number can be associated with only a single transaction and must be unique across the entire

system. This ensures the integrity of all financial records and prevents any potential processing
errors.

Choose your next action

1.1 Upload proof of Payment

111 Proof Of Payment”

Write Your Comment

B I 8§ & & -8 A

sed T -~®0 s

Figure 2.29: Proof of payment
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