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{Substance Name}
{Applicant or organisation}, {Date of lodgement of application}
[bookmark: _Toc283023152][bookmark: _Toc366768182][bookmark: _Toc420405038]Guidance Notes
This application form is to be used for applications regarding scheduling, rescheduling or other proposals to amend the current Poisons Standard[footnoteRef:1] (currently the Standard for Uniform Scheduling of Medicines and Poisons, the SUSMP), under section 52EAA of the Therapeutic Goods Act 1989 (the TG Act). [1:  See Section 52A of the Therapeutic Goods Act 1989] 

The applications must be submitted electronically to the Medicines Scheduling Secretariat or the Chemicals Scheduling Secretariat (see relevant contact details at Part 5).  The Scheduling Secretariats will acknowledge receipt of the electronically-submitted application form to the email address provided by the applicant.
Please note that any proposal to amend the Poisons Standard in respect of the requirements for agricultural or veterinary chemical uses, including those affecting labelling or packaging must be made through the APVMA (via the Office of Chemical Safety Assessment)(http://www.apvma.gov.au).


This application form is not intended to be used for general communications with the Scheduling Secretariats, submission of pre-meeting comments to the expert advisory committees or public submissions following the publication of an interim decision.
Use of this application form will ensure that your application is in an acceptable format and therefore avoid possible delays in consideration of your application.  Applicants are asked to please familiarise themselves with these Guidance Notes before completing the form.
[bookmark: _Toc366768183][bookmark: _Toc420405039]Size and fonts
Prepare text and tables using margins that allow for printing on A4 paper.  Times New Roman, 12-point font, numbered paragraph style is recommended for narrative text.  Ten-point font is recommended for footnotes.  These are recommendations only, however, and do not restrict the applicant when selecting the format most appropriate to their submission.  Please ensure that information provided is directly relevant to the application’s consideration.
[bookmark: _Toc366768184][bookmark: _Toc420405040]Language
Information supporting an application must be in English.  Where material is not originally in English, a copy in the original language and a full translation (certified as a true copy) should be submitted.  Applications submitted containing any part of the application written in a language other than English without the necessary accompanying translation may not be accepted.
[bookmark: _Toc366768185][bookmark: _Toc420405041]Confidentiality
Please indicate if your application:
|_|	contains no material claimed to be commercial-in-confidence; or
|_|	contains material claimed to be commercial-in-confidence for scheduling purposes.
(Applications, or parts thereof including applicant or company name which may be disclosed in a public notice, that are claimed to be confidential should be clearly marked as such and justifications provided. Applicants should be aware that applications may still be subject to access in certain circumstances including where required or authorised by law, e.g. under freedom of information law).
The Secretary (or delegate) will consider claims that material is commercial-in-confidence based on Chapter 6 of the SPF. For further information on Confidentiality, see Chapter 6 of the SPF: GUIDELINES FOR USE OF CONFIDENTIAL INFORMATION.
[bookmark: _Toc366768186][bookmark: _Toc420405042]Privacy
Your personal information is protected by law, including the Privacy Act 1988. Further information about how your personal information will be handled is set out in the Department of Health Australian Privacy Principle Policy: (http://www.health.gov.au/internet/main/publishing.nsf/Content/privacy-policy).
[bookmark: _Toc420405043]General
This application form includes text in { }.  Such text is for guidance only and should be deleted when preparing a submission, as can these Guidance Notes.
CONTENTS
{This table of contents should also include a complete list of all your documents provided in the application.}
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[bookmark: _Toc278896526][bookmark: _Toc283023153][bookmark: _Toc420405044]
MEDICINE DETAILS
{This section is only relevant to medicines sponsors who wish to change the current Poisons Standard at the same time as lodging a submission for the registration of a medicine with the TGA.  All other applicants can delete this section}
	1
	Name of medicine requiring scheduling
	

	2
	Active ingredient name(s)
	{use Australian Approved Name (AAN) format}

	3
	Dosage form
	

	4
	Container type
	

	5
	Indications of medicine
	

	6
	Current poisons schedule (if applicable)
	{e.g. Schedule X of SUSMP or not previously scheduled}

	7
	Proposed poisons schedule
	


[bookmark: _Toc420405045]APPLICANT’S DETAILS
{Contact details must be for a person resident in Australia, who can legally act on behalf of the applicant.}
	1
	Applicant’s [Sponsor’s]  name
	

	2
	Applicant’s [Sponsor’s] Business Address
	

	3
	Business name (if applicable)
	

	4
	Date of submission
	

	5
	Contact person 
	

	6
	E-mail Address of contact person
	

	7
	Postal address of contact person
	

	8
	Phone Number of contact person
	

	9
	Fax Number of contact person
	


[bookmark: _Toc283023155][bookmark: _Toc420405046]
DECLARATION
I {insert name}, {on behalf of applicant [Sponsor]}: 
· declare that the information provided in this application is true and current;
· undertake not to publicly disclose the notices of interim decision or final decision in respect of this application, until (if relevant i.e. following referral to an expert advisory committee) these documents are published pursuant to subsections 42ZCZP and 42ZCZS of the Therapeutic Goods Regulations 1990, respectively.
{electronic signature or scanned copy of signed page}
Name:
Date:
[bookmark: _Toc283023156][bookmark: _Toc420405047]PART 1 – SUMMARY OF THE APPLICATION
[bookmark: _Toc283023157][bookmark: _Toc420405048]PROPOSED SCHEDULING / RESCHEDULING OR OTHER CHANGE TO THE POISONS STANDARD
1. {e.g. Company Y requests a rescheduling of substance Z from Schedule M to Schedule N}.
[bookmark: _Toc283023158][bookmark: _Toc420405049]SUGGESTED SCHEDULING OR OTHER WORDING
{Note that more than one scheduling proposal for a substance may be included in this application.  This may include a cascading series of entries based on concentration or other relevant parameter and may include complete exemption from the Schedules where justified.}
[bookmark: _Toc366768193][bookmark: _Toc420405050]Schedule N – Proposed New Entry/Amendment
{e.g. SUBSTANCE Z for human therapeutic or cosmetic use, except:
(a)	in preparations for topical use containing 1 per cent or less of substance Z; or
(b)	in other preparations for internal use labelled:
(i)	with a recommended daily amount of 5 000 IU or less of substance Z; and
(ii)	where the preparation is labelled for adult use, in bold face letters not less than 1.5 mm high:
(A)	The recommended adult daily amount of substance Z from all sources is 2 500 IU.}
[bookmark: _Toc366768194][bookmark: _Toc420405051]SUBSTANCE SUMMARY
{A summary of substance chemistry, chemical structure, toxicity, pharmacology, the range of uses of the substance, CAS number if known}
[bookmark: _Toc283023159][bookmark: _Toc420405052]OVERVIEW
1. {A summary of both the essential aspects of the proposal and public health impact of the change is to be provided.  The overview should contain a concise, clear statement of the major points in the argument and an overall conclusion from the data presented (it is suggested that a high-level discussion be provided, containing details of how any applicable scheduling factors or other requirements from the Scheduling Policy Framework (SPF) “fit” with the proposed schedule).  It is not necessary to use this section to address the background to the application comprehensively as this will be covered in Part 2 of the application form.  Normally, this summary will not extend beyond a few pages.}
[bookmark: _Toc283023160][bookmark: _Toc420405053]PART 2 – BODY OF THE APPLICATION
[bookmark: _Toc283023161][bookmark: _Toc420405054]BACKGROUND
2. {General background should be presented in this section e.g. current scheduling status (where applicable), historical context, and basic chemistry facts.  The background section is not intended to be used for presenting arguments regarding the application (which should instead be detailed in the claims against scheduling criteria section below, and briefly summarised in the overview section under Part 1)}
[bookmark: _Toc283023163][bookmark: _Toc420405055]DETAILED CLAIMS AGAINST THE REQUIREMENTS OF THE SCHEDULING POLICY FRAMEWORK
[bookmark: _Toc420405056]PART 2.1	CRITERIA WHICH MUST BE ADDRESSED – PROPOSALS TO CHANGE PART 4 OF THE POISONS STANDARD – SCHEDULING OR RESCHEDULING OF SUBSTANCES
{In considering the application, the decision maker will expect that the following matters be addressed as fully as available data allows (as appropriate to the schedule proposed).  Do not delete or leave any of these matters blank - if the matter is not relevant to your application include a statement to this effect, along with a justification.  If there is no data available please indicate this with words to the effect of “no information” along with any justification as to why this should not hinder the scheduling consideration.  Applicants should review Chapters 2 and 3 of the SPF before completing this section of the application.
Please note that where an argument applies under more than one matter it is acceptable to reference (e.g. see Matter (X) above/below) rather than duplicate the argument.
The applicant, in addressing these matters, should do so with input from the SPF as to what specific data should be included and how it applies to this proposal.  Attention is particularly drawn to the SPF Chapter 3 “CLASSIFICATION OF MEDICINES AND CHEMICALS INTO THE SCHEDULES” in this respect.
The decision-maker is required to consider these criteria as they are set out under Section 52E of the TG Act which stipulates the matters which the decision-maker must take into account for a scheduling/rescheduling consideration.  In addition, the decision-maker must take into account the factors set out in Chapter 3 of the SPF.  Their ability to reach a decision regarding your application will therefore be greatly assisted by your response to each of the criteria and fully addressing the scheduling factors for the proposed schedule.
The criteria below are set and lettered in the same order as in the TG Act. This in no way implies, however, any particular priority, weight or precedence is to be given to particular criteria. The decision maker must take all of these matters into account in coming to their decision. }
[bookmark: _Toc283023164][bookmark: _Toc420405057](A)  Risks and Benefits Associated with the Use of a Substance
3. {Identify and address major risk factors and benefits of the substance. Refer to section 2.1 of the SPF for a discussion of risk benefit analysis and scheduling}
[bookmark: _Toc283023165][bookmark: _Toc420405058](B)  the purposes for which a substance is to be used and the extent of use of that substance
4. {Include current patterns of use locally and overseas if applicable}
[bookmark: _Toc283023166][bookmark: _Toc420405059](C)  Toxicity and Safety of the Substance
5. {Refer to the assessment factors for each schedule set out in Chapter 3 of the SPF “CLASSIFICATION OF MEDICINES AND CHEMICALS INTO THE SCHEDULES”.  Discussion of the toxicity should address the factors set out in Chapter 3 of the SPF for the schedule(s) proposed in this application.
6. Submissions are encouraged to be concise and to include supporting information under Part 3 – “Supporting Data”.
[bookmark: _Toc283023167][bookmark: _Toc420405060](D)  Dosage, Formulation, labelling, packaging and presentation of a Substance
7. {As the presentation of the substance may have important safety implications the application should include the proposed form, strength and amount in a pack, where applicable.  Specific packaging proposals e.g. child resistant closures should also be discussed here.}
[bookmark: _Toc283023168][bookmark: _Toc420405061](E)  Potential for Misuse/Abuse of the Substance
8. {E.g. Reports of overdose, misuse or abuse whether deliberate or accidental, should be provided and discussed.  The potential for conversion into a Schedule 8 or prohibited substance.}
[bookmark: _Toc283023169][bookmark: _Toc420405062](F)  Any Other Matter that May be Relevant to the Scheduling of a Substance
9. {Provide details that you believe are relevant to the decision, about any other matters not covered in sections A-E above.}
[bookmark: _Toc420405063]PART 2.2	CRITERIA WHICH MUST BE ADDRESSED – PROPOSALS TO CHANGE PARTS 1-3 OR PART 5 OF THE POISONS STANDARD
10. {These proposals must address the section 52E criteria where relevant and, in addition, provide discussion and supporting information.  Refer to the appropriate sections in Chapter 2 of the SPF “GUIDELINES FOR AMENDING PARTS 1-3” or “GUIDELINES FOR AMENDING THE APPENDICES – PART 5”}.
[bookmark: _Toc283023171][bookmark: _Toc420405064]CONCLUSION
11. {A summary of the justification for the proposal.}
[bookmark: _Toc420405065]
PART 3 – SUPPORTING DATA
[bookmark: _Toc420405066]SUPPORTING DATA SUMMARY
12. {An overview summary of the type and details of supporting data included with your application.  This is separate from the full bibliography below.}
[bookmark: _Toc420405067]SUPPORTING DATA DETAILS
13. {If not contained in the bulk of the documentation, any additional data should be included as addenda to the relevant part, together with additional expert comment that may be provided as a supplement to, or incorporated into, the overall summary}.
14. {Where a clinical expert report is submitted, the expert is expected to make an objective and impartial assessment of the application in the light of current scientific knowledge.  The expert is required to sign a declaration indicating any competing interests or conflict of interests in providing this report.  This declaration is also to include a statement regarding the relationship of the expert to the applicant.}
[bookmark: _Toc420405068]COPIES OF PAPERS REFERENCED
15. {Where a paper or article is cited in your submission an electronic copy should be included.  It is noted that such references are often in PDF format and can comprise a large section of an application.  Sponsors can provide references as separate attachments (e.g. on a CD) where it is difficult to embed them into the application.}
16. {Where an applicant copies and submits a reference, for the purposes of making a scheduling/rescheduling application, and in doing so performs an action which may relate to the copyright of the work as listed under the Copyright Act 1968 (Copyright Act), those acts are taken to be authorised by the Commonwealth under section 183 of the Copyright Act.}
[bookmark: _Toc420405069]PART 4 – BIBLIOGRAPHY
17. {Include a bibliography of all studies provided and any reference material.  It is recommended that applicants use either the Harvard or Vancouver system of referencing as outlined in the Style Manual for Authors, Editors and Printers (Australian Government Publishing Service).}
[bookmark: _Toc420405070]PART 5 – SUBMITTING THIS APPLICATION
18. All applications to amend the Poisons Standard for medicine-related substances should be emailed to the Medicines Scheduling Secretariat:
Medicines.Scheduling@tga.gov.au.
19. All applications to amend the Poisons Standard for chemical-related substances (non-medicines) should be emailed to the Chemicals Scheduling Secretariat:
Chemicals.Scheduling@health.gov.au.
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{Substance Name}
{Applicant or organisation}, {Date of lodgement of application}
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