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Introduction

In 2016, the Health Sciences Authority (HSA) introduced the Clinical Research Material (CRM) regulations, which
govern the import and supply of therapeutic or medicinal products and medical devices used on human subjects
in regulated clinical trials and unregulated clinical research. CRM Notification (CRM-N) is a process of notifying
HSA of the import or supply of CRM in situations of applicable exception to the requirement for the various
dealers’ licenses and product registration.

We have established a decision tool for the Principal Investigator(s) (Pls) involved in device development
projects, in the determination of lead party responsible for the proper filing of CRM-N to HSA prior to
commencement of clinical trial. The developed easy guide aims to empower PI(s) in the self-identification and
assessment of lead party responsible for CRM-N filing so as to comply with HSA Medical Device Regulations.
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Method [E_E] Following the EZ Guide: A CRM notification acknowledgement will be
4 simple steps generated and sent to sponsor, importer and
manufacturer. It remains valid for 1 year for
@ kbt del b unregulated clinical research, or throughout
= testondossnotnesd duration of clinical trial i.e. until “last-patient-
last-visit” LPLV for regulated clinical trials.

Determine if a
CRM-N is required

| am using Clinical Research Materials (CRM)* in my study or trial.

*CRM: any registered or unregistered therapeutic product, licensed or NP o
unlicensed medicinal product, or placebo, that is manufactured, imported or L 2 A CRM Not|f|cat|.on does
supplied for the purpose of being used in clinical research (by way of not need to be filed.
administration to a subject) in accordance with the research protocol, or any

registered or unregistered medical device whose planned use is for a clinical

purpose in any clinical research.
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A CRM Notification must be filed.
e e esu
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We used the developed self-assessment matrix
to evaluate the CRM-N needful on 3 internal
Determine who e o it v o st R projects prior to Institutional Review Board (IRB)

n behalf of the importer or local
anufacturer prior to import/supply.
t

should file CRM-N  FR iy e submission. The developed guide was able to
e R ==, e provide advice and support to PI(s) in the

identification of the lead party for CRM-N
compliance.

@ Who Must File the CRM-N for a Medical Device?
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Understand who

(]
Yes  you are the Lead Party
*Sponsor: an individual, company, institution, or organisation which takes m—) for the CRM-N filing. u l

t k t h I d t responsibility for the initiation, management, and/or financing of a clinical trial.
dKesS the 1ead to ,
file CRM-N

Y You are the Lead Party

= e The identification and assessment of CRM-N
leads in multi-parties device development
o m— and validation projects may indeed be

R odidE PN L s Bt e CO m p I eX . A Wel I- d e fl n e d’ a n d t ra n S pa re n t
tool would be useful in ensuring timely

What is the Next Step to File a CRM-N? application of CRM-N to HSA.

| am the Lead Party responsible to file Yes Contact your institutional clinical trials unit for help
a CRM-N for a regulated clinical trial. B to file the CRM-N as part of your CTA/CTN/CTC

application.

£

Understand what
to do next

| am the Lead Party responsible to file

a CRM-N for non-regulated clinical | Contact your institutional Research Office for help to

file a standalone CRM-N through HSA’s PRISM system.

My collaborator, vendor, importer or Contact the Lead Party to file a standalone CRM-N.

local manufacturer is the Lead Party Yes Sponsors of non-HSA-regulated clinical research may

responsible to file a CRM-N for non- be required to endorse the CRM-N that is to be

regulated clinical research. submitted by the importer or local manufacturer.
Contact your institutional RO for help.




