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National Drugs and Poisons Schedule Committee 
Ratified Minutes of Meeting 48 - October 2006 46 
 
 

COMMERCIAL-IN-CONFIDENCE 
 

The Committee considered TTHWP recommendations for harmonisation. 

BACKGROUND 
 
The June 2006 TTHWP Meeting noted the completion of the processing of all records in 
the AusNZ Scheduling Database for medicines listed in Schedule 2, Schedule 3, Schedule 
4 and Schedule 8 and equivalent New Zealand classifications, where available.  The 
TTHWP considered each remaining unharmonised substance and agreed that the 
TTHWP’s recommendations be included on the agenda of the June 2006 NDPSC 
Meeting.   

The June 2006 NDPSC Meeting endorsed the recommendations from the June 2006 
TTHWP Meeting (Table 1) and foreshadowed consideration of the remaining 
unharmonised medicines at the October 2006 NDPSC Meeting to allow appropriate 
public consultation.  Similarly, the Committee agreed that the recommendations to NZ 
(Table 2) to harmonise the scheduling of certain medicines should be referred to the 
MCC for consideration.  The Committee further agreed that consideration of some 
substances would need to be deferred (Table 3) to a future meeting to allow a more 
thorough risk and regulatory impact assessment and that other substances in Table 4 
would remain unharmonised at this time.  Members noted the request from industry to 
consider harmonisation of the scheduling of aspirin, paracetamol and salicylamide with 
New Zealand at the February 2007 NDPSC Meeting. 

DISCUSSION 
 
The Chair of the TTHWP updated the Committee on the progress of the Working Party to 
date.  It was advised that: 

• The TTHWP had agreed to recommend to the NDPSC the approach of transferring 
medicines currently included in Schedule 5 and Schedule 6 to the medicine Schedules 
while maintaining the intent to supply these medicines to the public outside the 
pharmacy setting provided they complied with the appropriate signal heading and 
precautionary warning statement requirements.  To achieve this, the TTHWP 
proposed that primary entries for medicines currently included in non-medicine 
Schedules be created in the appropriate medicine Schedule and exempt these 
medicines from the Schedules through ‘reverse scheduling’ provisions.  Members 
were advised that to expedite consideration of this matter by the NDPSC, the TTHWP 
agreed to seek in-principle approval from the NCCTG for this policy approach to 
allow consideration at the February 2007 NDPSC Meeting. 

• The TTHWP advised that it planned to hold its last meeting in February 2007.  At this 
meeting, the TTHWP would review the status of all medicines included in Table 4 
(Minutes of the June 2006 NDPSC Meeting) which listed medicines which were to 
remain unharmonised at this time and re-confirm or amend their status as appropriate.  
The outcome of this meeting would be tabled at the February 2007 NDPSC Meeting. 
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1.8.1.2 UNHARMONISED MEDICINES IN THE AUSNZ
SCHEDULING DATABASE

PURPOSE

1. The Committee considered the recommendations of the June 2006 TTHWP
meeting.

BACKGROUND

2. The Secretariat advised that processing of medicine records for substances listed
in S2, S3, S4 and S8 and equivalent New Zealand classifications including General
Sale classification had been completed.  Substances identified as Not Harmonised,
Partially Harmonised or Essentially Harmonised (which required minor change to the
nomenclature, i.e. to INN) had been pre-sorted according to substances with
potentially less complex harmonisation issues and substances with potentially more
complex harmonisation issues.

3. The June 2006 TTHWP considered each substance listed in the table and made
recommendations to harmonise the substances for endorsement by the NDPSC at its
June 2006 meeting.

DISCUSSION

4. The June 2006 TTHWP meeting has recommended that unharmonised substances
listed in Table 1 and 2 be considered for scheduling harmonisation, where
appropriate, at the October 2006 NDPSC meeting.    

5. First paragraph

OUTCOME

6.

ACTION

Action 1

 

1
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