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TRAINING SESSION:
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Other PRISM 
Submissions

• Serious breaches

• Urgent safety measures

• Trial status report

• Final study report

PRISM Functions

• Track @ PRISM

• Enquire @ PRISM

OUTLINE
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REGULATORY SUBMISSIONS 
DURING TRIAL CONDUCT

4 Other submissions include changes to Clinical Research Material Notification, changes to information in the 

Clinical Trials Register or changes to the regulatory status of trial in other countries.
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SERIOUS BREACHES & 

URGENT SAFETY MEASURES
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SERIOUS  BREACHES

• A serious breach is a deviation which is likely to affect to a 

significant degree:

a) The safety or physical or mental integrity of any 

subjects in a clinical trial; or

b) The scientific value of the clinical trial.

• Any serious breach of the principles of GCP, trial protocol or 

clinical trials regulations should be notified to HSA.

• Sponsor to notify HSA in writing as soon as possible and in 

any event not later than 7 days after becoming aware of the 

breach
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From 1st Nov 
2016 onwards,

Submission via 
PRISM

SERIOUS  BREACHES
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SERIOUS  BREACHES
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URGENT SAFETY MEASURES

• In order to protect any subject against any immediate 

hazard to the health or safety of the subject, the sponsor 

and any investigator of the clinical trial may take appropriate 

urgent safety measures.

• Sponsor to notify HSA in writing as soon as possible and in 

any event not later than 7 days after the date measure is 

taken
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TRIAL STATUS REPORT
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TRIAL STATUS REPORT

During Trial Conduct

• Sponsor to submit trial status report to HSA every 6 

months starting from CTA authorisation, CTN 

acceptance or CTC issuance, until trial conclusion or 

termination.

• Immediately or within such other time as required by 

HSA. 

Reminder email:

Every 6 months from the CTA/CTN/CTC approval/ 

acceptance date.
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TRIAL STATUS REPORT

Trial Suspension or Termination

• Sponsor to notify HSA (via trial status report) within 15 

days after date of suspension or termination.

Trial Conclusion

• Sponsor to notify HSA (via trial status report) within 30 

days of trial conclusion.
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TRIAL STATUS REPORT
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TRIAL STATUS (LOCAL)

Field Definition

Not yet recruiting The local trial site(s) has/have not commenced recruiting subjects into the

clinical trial.

Ongoing, recruiting The local trial site(s) has/have commenced recruiting subjects into the clinical

trial.

Ongoing, recruitment 

suspended

The recruitment has been suspended. However, the enrolled subjects are still

continuing with the study procedures.

Ongoing, recruitment 

closed

The recruitment has been closed. However, the enrolled subjects are still

continuing with the study procedures.

Premature Closure The local trial site(s) was/were closed prematurely as no subjects were

screened into the clinical trial.

Suspended The clinical trial has been suspended. All screening and enrollment activities

should be suspended. Please notify the IRB and HSA if existing subjects are to

continue with the study procedures.

Terminated The clinical trial has been terminated. All screening and enrollment activities

should be terminated; and existing subjects should not continue with the study

procedures.

Completed Study completion is defined as ‘Last Patient Last Visit (LPLV)’ for the clinical trial.

For clinical trials where subjects are followed up remotely after LPLV (e.g.

survival follow-up via telephone calls or safety follow-up etc.), study completion

is defined as the end of remote follow-up.

Ref: Guidance on Regulatory Requirements for New Applications and Subsequent Submissions
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TRIAL STATUS REPORT
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TRIAL STATUS REPORT
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Ref: Guidance on Regulatory Requirements for New Applications and Subsequent 

Submissions

TRIAL STATUS REPORT
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FINAL  TRIAL REPORT
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TRIAL COMPLETION

• Upon trial completion, 

• Sponsor to notify HSA (via trial status report) 

within 30 days of trial conclusion.

• In addition, sponsor to submit final report of 

trial within 1 year after date of trial conclusion, 

or such longer period as the Authority may 

allow in any particular case.



19

Copyright © HSA, All rights reserved

TRIAL COMPLETION

During the submission of trial status report, the following will be 

displayed if the trial status is “Premature closure”, “Terminated” 

or “Completed” :

Section appears if 

trial status is 

“Premature closure”, 

“Terminated” or 

“Completed”.
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FINAL TRIAL REPORT
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Other PRISM 
Submissions

• Serious breaches

• Urgent safety measures

• Trial status report

• Final study report

PRISM Functions

• Track @ PRISM

• Enquire @ PRISM

OUTLINE
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PRISM FUNCTIONS

• Search your application
• Check status of your application

• Check endorsement by various parties for 
your draft application 

Track @ PRISM

• Search your licence (i.e. CTA/ CTN/ CTC)

• Search your CRM Notification

Enquire @  PRISM
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TRACK @ PRISM
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Mandatory Fields 
(for  search without 

transaction no or application/ 

submission no.)

TRACK @ PRISM

• Search your new application – enter “New Application/ Submission”

• Search amendment application  - enter “Amendment”
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ENQUIRE @ PRISM
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ENQUIRE @ PRISM

• Search your licence (i.e. CTA/ CTN/ CTC)

Mandatory Fields
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ENQUIRE @ PRISM

CTA (Sample)

Trial Information

Licensing Conditions (if any)

Authorisation Date

Site/ PI Information



28

Copyright © HSA, All rights reserved

ENQUIRE @ PRISM

CTN (Sample)

Trial Information

Site/ PI Information

Licensing Conditions (if any)

Acceptance Date
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ENQUIRE @ PRISM

CTC (Sample)

Trial Information

Site/  PI Information

Licensing Conditions (if any)

Approved Date
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Mandatory Fields

ENQUIRE @ PRISM

• Search your CRM Notification
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CRM

Notification

(Sample) Importer/ Manufacturer Details

Site/  PI Information

CRM Information

Validity Period*
Note for standalone CRM, 

it is valid for 1 year

Trial Information
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THANK YOU!

We welcome your queries!

HSA_CT@hsa.gov.sg


