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The Therapeutic Goods (Medical Devices) 
Regulations 2002 have been amended to 
include definitions of hip, knee and shoulder 
joint replacement medical devices and 
related ancillary devices.1,2 The addition of 
these definitions was considered necessary 
to provide greater clarity on which medical 
devices are joint replacements and therefore 
classified as Class III medical devices under the  
Australian regulations, and which devices act 
as ancillary devices to the joint replacement 
and are Class IIb medical devices.

More detailed guidance on these regulatory 
amendments has been developed for affected  
manufacturers and sponsors.3 The guidance 

explains how the various parts of the 
definitions operate in practice, including 
examples of how kinds of devices are classified.

The introduction of these clarifying 
definitions may mean that some devices 
already included as Class III devices on the 
Australian Register of Therapeutic Goods 
should be included as Class IIb medical 
devices. In this situation, application fees 
and annual charges will be refunded by the 
Therapeutic Goods Administration.2

Definitions of hip, 
knee and shoulder 
joint replacement 
devices and related 
ancillary devices 
added to Australian 
legislation

References
1. http://www.tga.gov.au/joint-replacement-definition-regulatory-amendment.
2. http://www.comlaw.gov.au/Details/F2015L00574/Html/Text#_Toc414878700.
3. http://www.tga.gov.au/publication/defining-joint-replacement-medical-devices-and-ancillary-medical-devices.
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India’s Central Drugs 
Standard Control 
Organization (CDSCO) has 
proposed the introduction 
of a formal system for 
pre-submission meetings 
(PSMs) between CDSCO 
staff, subject experts 
and applicants seeking 
approval for a medical 
device, drug or clinical 
trial.1 It is hoped that the 
voluntary system will 
improve the transparency, 
accountability, 
predictability and speed of 
the application process. 

INDIA PROPOSES FORMAL SYSTEM 
FOR PRE-SUBMISSION MEETINGS 
FOR MEDICAL DEVICE APPLICATIONS

The proposed steps a PSM would follow are:

1. The applicant submits a request for a PSM to the 
CDSCO with respect to the approval of a specific new 
medical device, drug or clinical trial.

2. The applicant submits, on request, the details of their 
proposal, fees for the meeting (details to be decided) 
and regulatory pathways proposed to be followed 
(with justification).

3. The CDSCO examines the PSM application and then 
informs the applicant of the date and time for the 
meeting.

4. During the PSM, the applicant presents their 
proposed regulatory pathway to the CDSCO officials 
and subject experts.

5. All parties, including the applicant, deliberate the 
proposal, taking into account the regulatory and 
scientific aspects relevant to the proposal.

6. Agreement is reached on the appropriate regulatory 
pathway based on the presentation/information 
provided by the applicant.

7. Proceedings of the PSM are recorded and minutes 
are prepared and duly signed by the CDSCO officials, 
subject experts and the applicant.

8. One copy of the minutes is issued to the applicant for 
submission with their formal registration application.
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1. http://cdsco.nic.in/writereaddata/NOTICE15.pdf.
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MEDICAL DEVICE REGISTRATION IN MALAYSIA 
BECOMES MANDATORY ON 1 JULY 2015
The two-year transition period for medical device registration in Malaysia in accordance 
with the Medical Device Act 2012 (Act 737) and Medical Device Regulations 2012 ends 
on 30 June 2015.1 Applications submitted before 30 June 2015 (via MeDC@St and 
accompanied by the relevant fee) will benefit from the transition provisions stipulated in 
Section 80(3) of Act 737. From 1 July 2015, medical device registration in Malaysia will be  
compulsory and any devices that have not been registered will be removed from the market.
Reference
1. http://www.globalregulatorypress.com/subscriber_area/back%20issues/JMDRAug2013.pdf (page 64).

PAKISTAN INTRODUCES NEW RULES FOR 
MEDICAL DEVICES AND IN VITRO DIAGNOSTICS
The Medical Devices Rules, 2015 have been published by the Drug Regulatory Authority of 
Pakistan to formalise the rules concerning the classification, conformity assessment and 
registration of medical devices and in vitro diagnostics (IVDs) in the country.1 These Rules 
take elements from a number of international regulatory systems (e.g. the European Union, 
the Association of Southeast Asian Nations and the International Medical Device Regulators 
Forum) to create a unique yet still somewhat familiar regulatory system in Pakistan.
Reference
1. http://www.dra.gov.pk/gop/index.

PERU RELEASES DRAFT STANDARD FOR CLINICAL 
ELECTRICAL THERMOMETERS WITH A MAXIMUM 
DEVICE
A consultation period has been held on the draft Peruvian Metrology Standard (PNMP) No 
020 2014, Clinical electrical thermometers with a maximum device.1 This draft standard 
adopts International Recommendation OIML R 115, 1995 Edition, Clinical electrical 
thermometers with maximum device, with a few Spanish-specific terminology changes.

The draft Peruvian standard specifies the metrological and technical requirements for 
clinical electrical thermometers with a maximum device. Such instruments are designed 
to measure human or animal body temperature; they indicate a maximum temperature 
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measurement after a steady state 
has been reached or predicted after 
a time specific to the design of the 
instrument. Until the maximum 
temperature has been indicated, actual 
temperatures may be indicated by the 
thermometer. The measuring range 
of clinical temperature covered must 
be at least 35.5°C to 42.0°C, which is 
consistent with the range specified 
by International Recommendation 
OIML R 7, Clinical thermometers, 
mercury-in-glass with maximum 
device. Two accuracy classes – class I 
and class II – are covered by this draft 
standard. The draft standard applies 
to battery-powered instruments 
that provide a digital indication of 
temperature.

The establishment of the requirements 
and verification method for clinical 
electrical thermometers with a 
maximum device will enable these 
measuring instruments, which are 
widely used by Peruvian families, to 
be subject to metrological controls, 
with a view to protecting the health of 
Peruvian consumers.
Reference
1. https://members.wto.org/crnattachments/2015/TBT/

PER/15_0139_00_s.pdf (in Spanish).
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