EXPLANATORY STATEMENT 

Subject:
THERAPEUTIC GOODS ORDER NO. 80 CHILD-RESISTANT PACKAGING REQUIREMENTS FOR MEDICINES
Therapeutic Goods Act 1989

Section 10
OUTLINE

Therapeutic Goods Order No. 80 Child-Resistant Packaging Requirements for Medicines (TGO 80, this Order) is an Order made by the delegate of the Minister for Health and Ageing under section 10 of the Therapeutic Goods Act 1989 (the Act).  
This Order supersedes an existing Therapeutic Goods Order [Therapeutic Goods Order No.65 Child-Resistant Packaging for Therapeutic Goods (TGO 65), gazetted on 11 August 2004]. It extends the range of medicines which require child-resistant packaging (CRP) and updates the performance requirements for CRP to reflect current international standards.

TGO 80 commences the day after it is registered on the Federal Register of Legislative Instruments (FRLI) but includes a transition period until 1 September 2010 for medicines to achieve compliance with the provisions of TGO 80 rather than those of TGO 65. 

BACKGROUND

Section 10 of the Act provides the Minister, or the Minister's delegate, with the power to determine standards for therapeutic goods, or to amend or revoke existing standards, after consultation with a committee established by the Therapeutic Goods Regulations 1990 (the Regulations) to advise the Minister on standards.  The Therapeutic Goods Committee (TGC) is the committee established by the Regulations for this purpose, and it is established by, and its functions and composition are set out in, regulation 34 of the Regulations.

Standards made under section 10 of the Act may relate (among other things) to any matter relevant to the quality of a therapeutic good and any such matters as the Minister thinks fit. Generally, a therapeutic good must not be imported, exported or supplied if it does not conform to an applicable standard. Paragraph (c) of subsection 10(2) of the Act states that an Order establishing a standard for therapeutic goods may require that therapeutic goods, or a class of therapeutic goods identified in the Order, be labelled or packaged in a manner, or kept in containers that comply with requirements, specified in the Order.

At its 31st meeting, held on 29 November 2007, the TGC advised by resolution that there was strong justification to progress a revision to TGO 65 and recommended that stakeholder consultation be undertaken on a proposed replacement Order (TGO 80).
Following consideration of stakeholder responses at its meeting on 29 April 2008 (the TGC’s 32nd meeting), the TGC advised by resolution that TGO 80, as amended by the committee at that meeting, should be adopted as a standard for medicines made under section 10 of the Act.

TGO 80 specifies requirements relating to the child-resistant packaging (CRP) of medicines that present a significant risk of toxicity to children if accidentally ingested. 
In particular, TGO 80 requires that medicines containing any of the ingredients specified in this Order have packaging that is child-resistant. TGO 80 also specifies the performance requirements that such CRP must meet. These performance requirements relate to the effectiveness of the packaging in delaying access by children, as well as the ability of older persons, or those who are less able, to readily access the medicines. The attachment to this Explanatory Statement outlines the content of the individual sections of this Order.
Compared to TGO 65, TGO 80:  
· identifies some additional medicines for which CRP is required;
· updates the performance requirements that reclosable forms of CRP must meet, by amending references to international and Australian Standards to refer to more recent editions of those Standards;

· no longer permits the use of reclosable packaging accepted previously on the basis of compliance with older editions of those Standards, or other considerations, unless that packaging is demonstrated to comply with the test requirements of the specified editions;
· clarifies that this Order applies to sponsors of medicines and does not impose CRP obligations on other persons; 

· clarifies the general exemptions from the requirement for compliance with this Order and extends these to include some additional product types or circumstances; and
· includes information on the principles governing the identification of medicines warranting CRP.
Under paragraph 6(d)(i) of the Legislative Instruments Act 2003 (LIA), an instrument is a legislative instrument if it is declared to be a disallowable instrument under legislation in force before the commencement of the LIA.  Section 12 of the Act provides that standards under section 10 and orders revoking, varying or modifying standards of that kind are disallowable instruments. This determination is a legislative instrument and it is subject to tabling and disallowance in the Parliament under sections 38 and 42 of the LIA.

CONSULTATION 

The development of TGO 80 followed from a review of the adequacy of existing CRP requirements for medicines undertaken by an expert subcommittee of the TGC in preparation for the proposed but now postponed joint Australia New Zealand therapeutic products regulatory scheme. The expert subcommittee included industry and consumer representatives and experts in the treatment of poisoning and injury prevention. Submissions from the therapeutic goods industry, health professions, injury prevention bodies and consumers were sought to inform the review and extensive stakeholder consultation was conducted subsequently on a draft Order developed by the subcommittee. 
Following postponement of the proposed joint regulatory scheme, the TGC recommended that the draft joint agency Order be converted to a form suitable for adoption under existing Australian legislation and undergo further stakeholder consultation.
Comprehensive stakeholder consultation was undertaken on a draft of TGO 80 in early 2008.
The stakeholder consultation process involved publication on the website of the TGA (www.tga.gov.au) of a notice inviting comment together with the draft Order and a companion guidance document explaining the proposed requirements.  Peak industry bodies, consumer organisations, health professional organisations, injury prevention agencies and relevant areas of government were contacted directly, with comments being invited.  The period allowed for submission of comments was approximately 6 weeks. 

The consultation attracted 28 submissions, all of which were considered by the TGC at its 32nd meeting, held in April 2008. In general, stakeholders were supportive of the proposed new TGO. There were no objections to the making of the Order, although some specific aspects of it attracted comment.

The main comments that emerged from the industry sector related to proposed transition time, evidentiary requirements, and proposed requirements for specific substances, in particular the proposal that CRP be required for medicines containing potassium salts above specified limits which would have implications for medicines containing glucosamine sulfate potassium chloride complex (GSPCC). 

Consumer organisations highlighted the needs of older persons and those with a physical disability, and supported the introductory section outlining not only the criteria to be used to determine if CRP was warranted but also that this form of packaging was not child-proof and that other measures such as safe storage were also vital. 
Comments from the professional areas and government agencies were similar in many respects to those of consumers, noting the importance of CRP as an injury prevention strategy aimed at protecting children and also the needs of others in the community. Advice on several product types which were not considered to be adequately covered was provided and some professional practice issues relating to dispensing of medicines were raised.

Consideration of the stakeholder submissions by the TGC resulted in some minor changes to the draft TGO to clarify its intent. Re-consideration of the proposed requirement for potassium salts resulted in the TGC confirming, on the basis of the potential for toxicity in children, its recommendation that medicines containing potassium salts above the specified limits be required to have CRP. 
The TGC noted however that the impact of this requirement on medicines containing GSPCC had been unforeseen and, if these were subject to the requirements of TGO 80, the transition period for industry compliance may need to be extended from two years to three years. Although no new information on toxicity had been forthcoming as a result of the consultation, the committee agreed that the potential for medicines containing potassium in the form of GSPCC to cause toxicity, when accidentally ingested by children, should be further reviewed.
The delegate of the Minister for Health and Ageing has accepted the recommendation made by the TGC that TGO 80 be adopted as an Order made under section 10 of the Act, to supersede the existing Order, TGO 65. The delegate determined that, pending further review of toxicity information by the TGC, medicines containing potassium in the form of GSPCC should be excluded from the requirements of TGO 80 for CRP. Exclusion of these medicines from TGO 80 at this time allowed the transition period to revert to two years, as consulted on.  
REGULATION IMPACT
Preliminary assessment of compliance costs associated with TGO 80, using the Preliminary Assessment checklist of the Office of Best Practice Regulation, has been undertaken in accordance with Best Practice Regulation requirements.  
This preliminary assessment led to the conclusion that this Order would have a low impact on business, and would not restrict competition.  As the impact would be low, a Regulation Impact Statement has not been prepared.

TGO 80 is an instrument that is of a minor or machinery nature and does not substantially alter existing arrangements.  It is needed in order to update requirements for CRP and is important for public health reasons.
Stakeholders who encounter difficulties complying with the requirements for a specific medicine can apply to the TGA for the Secretary of the Department of Health and Ageing to consider exempting the medicine from compliance with the applicable standard. These applications are considered on a case-by-case basis. 

REFERENCED DOCUMENTS

The following documents referred to above may be viewed and obtained from the following locations:

1.
the Act and Regulations may be viewed and downloaded from the website ComLaw (www.comlaw.gov.au), a link to which is on the TGA’s website (www.tga.gov.au);

2.
TGO 65 may be viewed and downloaded from ComLaw and the TGA’s website; and

3.
the meeting reports and resolution of the TGC’s 31st and 32nd meeting may be viewed and downloaded from the TGA’s website.

The following documents are referred to in TGO 80 and may be obtained from the SAI Global Limited Webshop (http://www.saiglobal.com/shop/script/search.asp): 

1.
The International Standards Organisation Standard ISO 8317:2003 entitled Child resistant packaging — Requirements and testing procedures for reclosable packages (as amended by Technical corrigendum issued January 2005: ISO 8317:2003/Cor 1:2005 : Child resistant packaging — Requirements and testing procedures for reclosable packages — Technical Corrigendum 1) – this Standard specifies the requirements and test methods for reclosable packages designated as resistant to opening by children. It gives acceptance criteria for the package when tested by specified methods which provide not only a measure of the effectiveness of the package in restricting access by children, but also cover the accessibility to the contents by adults.

2.
The British Standards Institution Standard BS EN ISO 8317:2004 entitled Child resistant packaging. Requirements and testing procedures for reclosable packages – this Standard is the official English language version of the European Standard EN ISO 8317:2003 and its content is identical to ISO 8317:2003.
3.
The Australian Standard AS 1928‑2001 entitled Child‑resistant packages – those parts of this Standard that remain in force specify requirements and testing procedures for non-reclosable packages designated as being resistant to opening by children. 
4.
The Australian Standard AS 1928-2007 entitled Child-resistant packaging- Requirements and testing procedures for reclosable packages (ISO 8317:2003, MOD) – this Standard provides a method for assessing the resistance of reclosable packaging to opening by children, and an objective basis for referring to packaging as ‘child-resistant’. It also includes a method for assessing whether child-resistant packaging can be accessed and properly reclosed by senior adults. The provisions of this Standard are reproduced from ISO 8317:2003 and its technical corrigendum, with Australian variations based on Australia’s smaller population size.
The Canadian Standards Association Standard CSA Z76.1 99 entitled Reclosable Child Resistant Packages may be obtained from the Canadian Standards Association Online Store (http://www.csa-intl.org/onlinestore/GetCatalogDrillDown.asp). This Standard includes requirements for the construction, performance, child-resistant effectiveness, younger-adult use effectiveness, senior-adult use effectiveness and marking of child-resistant packages, and the instructions to be provided with such packages.  
The United States Code of Federal Regulations, Title 16, Part 1700, Section [1700.]15, entitled Poison prevention packaging standards and Title 16, Part 1700, Section [1700.]20, entitled Testing procedure for special packaging, as in effect at the date of this Order may be viewed and downloaded from the United States National Archives and Records Administration (http://www.gpoaccess.gov/cfr/index.html). These sections of the Code of Federal Regulations specify performance requirements and testing protocols that are required to be used in the United States to determine whether packaging can be regarded as being ‘special packaging’ within the meaning given in section 2(4) of the US Poisons Prevention Packaging Act (available at: http://www.cpsc.gov/businfo/acts.html). 
Attachment 1

TGO 80 – Description by Section

Section 1 specifies that the name of the Order is Therapeutic Goods Order No. 80 Child-Resistant Packaging Requirements for Medicines.

Section 2 specifies when the Order will commence to have effect. This is the day after the day that the Order is registered on the Federal Register of Legislative Instruments.

Section 3 specifies transition arrangements. The final date by which medicines must comply with TGO 80 is 1 September 2010. Until this date, sponsors of medicines have the choice of complying with either TGO 80, or its predecessor – Therapeutic Goods Order No. 65 Child-Resistant Packaging for Therapeutic Goods (TGO 65).
Section 4 is an introduction to the Order and is included for information purposes. It does not contain any mandatory provisions, but provides information on:

· the objective of the Order; 

· the role of CRP in reducing the incidence of accidental poisoning in children and the distinction between child-resistant and child-proof;

· the nature of considerations taken into account by the relevant expert committee advising on requirements for CRP, with specific criteria given; and
· the forms of packaging permitted by the Order, which may be either reclosable (bottles with push down and turn closures) or non-reclosable (blister or foil strips).
The specific criteria given are:

(a)
the toxicity of the substance contained in the medicine, and risk of harm if it is accidentally ingested by a young child; 

(b)
the extent and patterns of availability in the community of medicines containing the substance; 

(c)
the number and type of incidents reported to Poisons Information Centres and other relevant organisations involving accidental ingestion of medicines containing the substance; 

(d)
the consequences of these incidents (hospital admission or other treatment, serious injury, or death), including the difficulty or complexity of treatment; 

(e)
any special needs of patients who regularly need access to medicines containing the substances, such as older persons or people with a disability; 

(f)
the technical feasibility and practicality of child resistant packaging for medicines containing the substance, taking into account the usual dosage form and presentation; and 

(g)
other such matters as the committee thinks fit.

None of these criteria are intended to be considered in isolation and recommendations for child‑resistant packaging are made on balance.  Consideration of all of the criteria permits the objective assessment of the risk/benefit balance, with emphasis on public health and safety.

In general terms a substance is considered to be sufficiently toxic to warrant child resistant packaging if the amount contained in a maximum prescription quantity (for example under the Pharmaceutical Benefits Scheme) or the largest retail pack quantity, is likely to produce significant harm (i.e. a requirement for hospital treatment, or death) in a child of 11 kg, which is a typical weight of an 18 month old child, and representative of the age group in which accidental poisoning is most common.

Specification of the criteria to be used for determination of a requirement for CRP provides increased transparency and accountability and contributes to consistency in decision making.  
Section 5 provides definitions of terms used in the Order and where relevant, directs the reader to meanings given in the Act or the Regulations. 
Section 6 identifies which medicines must be packaged in CRP. It refers to lists of substances and classes of substance which, if present as an ingredient in a medicine, result in an obligation on the sponsor of the medicine to ensure that the packaging used is child-resistant and complies with the performance and other requirements of this Order unless the medicine is otherwise exempted. Unlike TGO 65, TGO 80 does not impose CRP obligations on other persons. It therefore does not restrict the repackaging of medicines by a pharmacist or other health professional to meet individual patient needs, which is considered to be a professional practice matter.

Subsection 6(1) specifies that CRP requirements apply to:

· any registered medicine for human use that contains a substance or salt, ester or other derivative of a substance belonging to a class specified in Part 1 to Schedule 1 of the Order; and
· any registered or listed medicine that contains a substance or salt, ester or other derivative of a substance specified in Part 2 to Schedule 1 of the Order in the strength or pack sizes specified; and
· any other medicine which is presented in such a way that implies that the packaging is child-resistant.  

Subsection 6(2) states that exemption from the requirements of the Order can be granted by the Secretary of the Department of Health and Ageing in accordance with sections 14 and 14A of the Act, which relate to approvals for the supply, importation or export of a medicine which does not conform to an applicable standard. Such approvals may be granted unconditionally or subject to conditions, and can relate to a particular medicine or particular kind of medicine.  

Section 7 describes a number of circumstances, and/or types of medicine or presentation, to which the requirements of the Order do not apply.  In general, those medicines to which the requirements of the Order do not apply are ones for which the risk of accidental ingestion by young children is reduced. 

Examples include presentations which are difficult for a child to open (eg injections, small containers with restricted flow inserts) or to ingest significant quantities of (eg creams and ointments, and individually wrapped powders); and medicines which children would not usually have access to (eg starting materials used in manufacture, medicines during manufacture, and those limited to use in hospital settings and the like). 

Section 8 specifies a number of general requirements applying to both reclosable and non-reclosable forms of CRP. These requirements relate to fitness for purpose, retention of child-resistant properties, compatibility between the material of the package and its contents, and the requirement that sight, unusual strength or unusual dexterity not be needed to access the contents. These requirements are the same as those currently in force through TGO 65.

Section 9 specifies the required performance standards that reclosable forms of CRP must meet and the need for sponsors of medicines to hold evidence of satisfactory performance.
The performance standards for reclosable packages included in subsection 9(1) are based on compliance with the type testing requirements of any of five nominated national or international Standards (Australian Standard, British Standard Institution Standard, International Standards Organization Standard, Canadian Standards Association Standard and the United States Code of Federal Regulations). Inclusion of the range of Standards which are equally acceptable facilitates the use of packaging originating overseas, and minimises the need for involvement of children in testing. Compared with TGO 65, TGO 80 updates the editions of the Australian Standard, the British Standard, and the International Standards Organization Standard that are specified. 
In addition to requirements for testing with panels of children, all nominated Standards include a requirement for testing CRP with a panel of adults to determine whether the packaging can be easily opened and effectively reclosed. The latest editions of these Standards which TGO 80 will adopt raise the age range of the adult panel from 18-65 years of age to 50-70 years of age to better reflect the ageing population.

Subsection 9(2) requires the sponsor to hold, and be able to submit upon request, documentation establishing that the package selected for use complies with at least one of the nominated Standards.  This requirement is the same as currently in force through TGO 65.

Subsection 9(3) requires that sponsors hold evidence to demonstrate that the general requirements for fitness for purpose (until the expiry date of the medicine) and retention of child-resistant properties (for the expected number of openings and closings to fully use the contents), and for the contents not to adversely affect the performance of the child-resistant feature, are met. This requirement is the same as currently in force through TGO 65.
Subsection 9(4) requires sponsors to hold evidence that any changes to specifications, if made, for any component of the package (including changes in materials or method of manufacture) do not compromise child-resistance. This requirement is the same as currently in force through TGO 65.
Subsection 9(5) specifies the additional information that sponsors of medicines should obtain to ensure that the expected child-resistant performance of the selected package is achieved and maintained during the packaging processes. This requirement is the same as currently in force through TGO 65.
As failure of reclosable forms of CRP can occur when closures are not adequately tightened or re-fastened, subsection 9(6) requires that any reclosable CRP include on it adequate directions for both opening and closing the package. This requirement is the same as currently in force through TGO 65.
Subsection 9(7) requires that droppers or applicators that are supplied in a package with medicines requiring CRP and which may be left in place on the container, in place of the original closure, once the goods are in-use also comply with the performance requirements of this Order.  This requirement aims to ensure that the convenience of leaving a dropper or applicator in the container of medicines warranting CRP does not compromise child-safety throughout the in-use life of the goods. This requirement is the same as currently in force through TGO 65.
Section 10 specifies the requirements for non-reclosable forms of packaging such as blister and strip packaging which, once opened, is not capable of being re-closed to its original form.

Unlike the requirements for reclosable forms of CRP, requirements for non-reclosable packaging do not involve performance testing with child and adult panels.  Instead the requirements are based on design and specified materials of construction. These requirements are the same as those currently in force through TGO 65.
Schedule 1 identifies those substances and classes of substance which, if present in a medicine, necessitate that the medicine has CRP unless a general exemption exists under section 7 or a product-specific exemption has been granted under section 14 and 14A of the Act. 

The principles governing consideration of substances for inclusion in Schedule 1 are explained in the Introduction to the Order (section 4).
In Schedule 1:
· Part 1 specifies, in Column 1, a number of medicinal substances by class (eg antidepressants, antihistamines). The requirements of TGO 80 apply to any registered medicine containing any medicinal substance that belongs to any of the named classes.  Columns 2 and 3 provide examples of substances classified as falling within each of the named classes.  The list is not exhaustive.  When a new substance that is covered by a class listed in Column 1 is used in medicine, the Schedule will apply to that substance without the need for it to be updated to cover new substances.
· Part 2 lists a number of individual substances that do not readily fall within any of the classes named in Part 1. When any of the substances are present in either a listed medicine or a registered medicine, a requirement for CRP results.  The entry may relate only to concentrations or amounts above specified levels, or may exclude specific pack sizes or types.
· Part 3 provides an alphabetical listing of all substances and classes of substance included in Part 1 and Part 2 to Schedule 1.  It is included for cross-reference purposes only. 
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