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Periodic Safety Update Report (PSUR) Module for Sugam Portal

A new module i.e. Periodic Safety Update Report has been incorporated in the SUGAM
portal.

In order to submit a PSUR report, the applicant needs to follow the below-mentioned steps:

1. Login with applicant credentials and click on “Submit Application”. The following
dashboard will appear as shown below in the figure.
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Figure 1: Applicant Dashboard
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2. Once the user clicks on “Submit Application” link, the following screen will appear as
shown below. The applicant needs to select the respective department of approved
file/license for which he/she wants to submit PSUR application for.
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1. Online Form Submission s divided into few simple steps like Subsequent New Drug
o Filling of Form
o Uploading Essential Documents in checklist
o Payment (if applicable) and
o Final Form Upload.

2 Useris tequired to download & pdf in Full Preview step. After downloading, perform the following steps:
o Signand Stamp the form
o Scan the Signed and Stamped Form
o Upload this form in the Upload Form step

3 Please ensure that you have all the required documents ready to upload them in checklist section Please view the checklist from here

Figure 2: Online Forms Submission

There are various departments from which the user can choose, however, the PSUR
Module is only available for the following departments:

Biologicals

Fixed Dose Combination
Subsequent New Drug
New Drug Division
Veterinary

Investigational New Drugs
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e Import and Registration of drugs

3. Once the user clicks on the desired department, he needs to select “PSUR” under the
Select Form section. Now, the Applicant can proceed by clicking on the Proceed
button present on the same page.
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PSUR(Periodic Safety Update Report) for Subsequent New Drug

Note:
1 Please select license number from the dropdown menu in order to proceed further.
2. List of Drugs/Vaccine will be available once license number is selected
3. You will be able to submit PSUR report for a Drug/Vaccine on or after due date

CDSCO File No.: = |

4 Save & Continue
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Figure 3: PSUR for Subsequent New Drug
4. On PSUR application, user can select desired application and then list of associated
drugs/vaccine will be available as shown below.

NOTE: You will be able to submit PSUR report for a Drug/Vaccine on or after due
date.

5. Select a drug and proceed further with the checklist. The following window will
open as shown in the figure below.
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Drug Name :

Note:
1. Below table displays list of all submitted PSUR for a Drug/Vaccine till date.
2_In case "Apply PSUR" button is disabled it means that new PSUR report is not due yet.
3. In order to view all PSUR due dates. Kinldy click on i.

License Approval Date : Jun-22-2018 First PSUR Due Date : Dec-22-2018 &
SNO. PSUR File No. Base Psur File No. Applied Date File Status
1 Feb-13-2024 Acknowledge by
CDSCO
2 Feb-13-2024 Submitted to CDSCO
3 Feb-13-2024 Submitted to CDSCO
4 Feb-13-2024 Submitted to CDSCO

«’r File PSUR Report

Figure 4: Drugs Checklist

The table shown in the image above displays list of all submitted PSUR for a
Drug/Vaccine till date.

In case "Apply PSUR" button is disabled it means that new PSUR report is not due
yet. Refer to the below figure for better understanding.

Drug Name

Note:
1. Below table displays list of all submitted PSUR for a Drug/Vaccine till date.
2. In case "Apply PSUR" button is disabled it means that new PSUR report is not due yet.
3. In order to view all PSUR due dates. Kinldy click on i.

License Approval Date : Jul-20-2023 First PSUR Due Date : Jan-20-2024 ©&
SNO. PSUR File No. Base Psur File No. Applied Date File Status
1 Feb-13-2024 Submitted to

CDSCO

> Fle PoUR Repor

Figure 5: File PSUR button disabled

In order to view all PSUR due dates, applicant can click on the “i” icon present on the
screen.

The “i” button will show all the dates which are due in the first, second, third, fourth,
fifth and sixth PSUR.

For better understanding, please refer to the below image.
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Drug Name

Note:
1. Below table displays list of all submitted PSUR for a Drug/Vaccine till date
2.In case "Apply PSUR" button is disabled it means that new PSUR report is not due yet.
3. In order to view all PSUR due dates. Kinldy click oni

| First PSUR Due Date: Jan-13-2023
Second PSUR Due Date: Jul-13-2023,

License Approval Date - Jul-13-2022 Third PSUR Due Date: Jan-13-2024,

Fourth PSUR Due Date: Jul-13-2024 i
] Fifth PSUR Dug Date: Jul-13-2025 i ]
S.NO. PSUR File No. RV i PSUR Due Date: Jul-13-2026 ied Date File Status
1 Feb-13-2024 Submitted to
CDSCO

Feb-20-2024 Saved as Draft

7 File PSUR Report

Figure 6: PSUR Due Dates

Once the user clicks on File PSUR Report, a confirmation window will open as
shown below.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Figure 7: Confirmation window

After clicking on OK, the checklist window will open, wherein the Applicant needs to
upload all the essential documents.

NOTE: All checklist items are mandatory. In case of unavailability of document
the Applicant needs to give proper justification regarding the unavailability of
document and also upload supporting document.
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Upload Essential Documents

Note:
1 Click on the checklist point to upload document against it. Only PDF documents with size not more than 50 MB are permitted.
2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload supporting
document.
Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard
_ Click here to view Guidelines for PDF documents

o

1. Covering Letter
2. Executive Summary
3. Marketing status of the proposed product in India

(® 4.Licence Information

41 CLAA Permission/ Approval letter
42 Amendments/Post Approval Change approvals (if any)
4.3 Product Labels/IFUs
4.4 Summary of Product Characteristics (SmPC)
® 5.Dossier
51CTD Module V
5.2 Phase IIl Clinical Trial Report/PMS Repert/Phase IV Report
5.3 Safety Summary Report
(% 6.PSURReport
6.1 Title Page
62 Introduction
6.3 Current worldwide marketing authorization status
6.4 Actions taken in reporting interval for safety reason
6.5 Changes 1o Teference safety information
6.6 Estimated patient exposure
6.6.1 (1) Cumulative and interval subject exposure in clinical trial
6.6.2 (ii) Cumulative and interval patient exposure from Marketing Experience from India
6.6.3 (iii) Cumulative and interval patient exposure from Marketing Experience from rest of the world
6.7 Presentation of individual case histories
6.7.1 (1) Reference prescribing information
6.7.2 (i) Individual cases received from India
6.7.3 (iii) Individual cases received from rest of the world
6.7.4 (iv) Cumulative and interval summary tabulations of serious adverse events from clinical investigations
6.7.5 (v) Cumulative and interval summary tabulations from post-marketing data sources
6.8 Studies
6.8.1 (1) Summaries of significant safety findings from clinical investigations during the reporting period
6.8.2 (i) Findings from non-interventional Studies
6.8.3 (i) Findings from non-Clinical Studies
6.8.4 (iv) Findings from literature
6.9 Other information
6.9.1 (a) Signal and risk evaluation
6.9.2 (b) Risk management plan
610 Overall Safety Evaluation
610.1 (1) Summary of safety concerns
6.10.2 (ii) Benefit evaluation
6.10.3 (iii) Benefit risk analysis evaluation
611 Conclusion
(% 7.Appendix
71 Approved Prescribing Information Leaflet
721CSRs
7:31CSRs Line listing in x1/E2B R2/R3 format
73.1 Listed ADRs/AEFIs
732 Non-Listed ADRs/AEFIs
74 SAE CIOMS
(% 8.Waming
81Drug Alert/Recalls if any
82 Contraindications

8.3 Drug Interactions

8.4 Box Warning

I 4 Submit I
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Figure 8: Checklist window
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6. After uploading all the essential documents, the Applicant needs to submit the
application by clicking on the Submit button present at the bottom of the page.

A file number will be created after the submission of the application for future

correspondence.

Your Application has been submitted successfully.
Kindly note your file no. for future correspondence.

Figure 9: Submission confirmation




	Directorate General of Health Services Ministry of Health &Family Welfare, Government of India

