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Template Letter to the Minister

Draft letter provided for members on behalf of Complementary Medicines Australia.
Dear Members,

The Therapeutic Goods Amendment Bill No 1. Of 2017 provides significant framework reforms to Complementary Medicines, including an important opportunity for the industry to achieve recognition of the efficacy of complementary medicines.

Complementary Medicines Australia is in favour of the Bill moving forward. However, we have examined the Bill in detail and found a small number of risks to the industry as part of the Bill. These may be effectively addressed with minor written amendments to the draft Bill, without affecting overall Bill passage. The amendment requests are for regulatory policy modifications that will defend key components of the CM regulatory framework and ensure the optimal operability of complementary medicine businesses into the future. The Hon. Greg Hunt MP is aware of our overall support of the Bill and is very willing to listen to concerns that may have arisen from the TGA’s initial drafting of the Bill. CMA has organised a meeting with the Minister to be attended along with several notable industry representatives.

The unified presentation on behalf of industry will greatly increase the possibility of achieving the positive objectives outlined in this letter. The Regulatory Policy Committee has agreed to the production and distribution of this template for our membership. Letters will be presented to the Minister on behalf of industry at the upcoming meeting. This document and the information included within may not be distributed or reproduced to those without current CMA membership.
Action item

· Template is attached for addition of a company letterhead, sponsor information, and an executive signature, preferably the CEO or General Manager. If desired, amendments can be made to suit individual business ideals.
Your letters will be presented on behalf of industry, along with a supporting brief including additional background and policy details.
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Sincerely,
Lucy Lang

CMA Regulatory Affairs.

The Hon. Greg Hunt, MP






[date]
House of Representatives
Parliament House
Canberra ACT 2600
Dear Minister,
[Sponsor Information / Background]

[Company] is pleased with the introduction of the Therapeutic Goods Amendment Bill No. 1 of 2017 that allows for additional recognition of the value and efficacy of high quality Australian complementary medicines. We believe the Bill primarily supports the main goals of the MMDR: to improve the timely and safe access to therapeutic goods for consumers, to ensure that the regulatory framework is appropriately aligned to risk, and to remove unnecessary regulatory and administrative burden for business.

A small number of items have been identified that hold the potential to reduce access, to increase red tape, or to create barriers to effective business operation. To ensure the Bill is in alignment with the above MMDR goals, we are supportive of the industry initiative to make several minor amendments to the draft Bill that will have a positive impact for industry and users of complementary medicines.
Amendment Summary.
1. Avoid up-regulation of a large number of medicines by continuing to allow permitted indications for public health disease prevention.
2. Legislate the requirement for a positive claimer.
3. Allow for an ‘appeal’ application to re-consider TGA decisions to remove or restrict an ingredient or indication.
4. Amend the provision that would prevent industry from making indication applications which are suitable for listed medicines.
5. Allow an advertiser a lengthier period than 14 calendar days to supply an advertisement.
Additionally, we would like to request a moratorium on indication application fees for a period of 2 years while businesses adjust to the permitted indication system and while the TGA finish setting the criteria for permitted indication eligibility into legislation.
Critical Amendment Requests
1. Do not up-regulate or remove low-risk pre-approved medicines that are used for the prevention of significant disease burden in the Australian population.
The Complementary Medicine industry supplies high quality vitamins and minerals that play a significant role in public disease prevention. For example, folate to prevent spina bifida during pregnancy; calcium and vitamin D to reduce osteoporosis and fracture risk in the elderly. The Bill as drafted by the TGA is mandating that up to approximately 1,000 of these medicines up-regulate to the new pathway. Otherwise they must remove existing permitted indications that play a vital role in public health disease prevention. This sub-group of medicines have an internationally recognised scientific basis and a lengthy period of safe use in Australia under the auspices of the TGA. Industry members and Complementary Medicines Australia have opposed the mandatory and unnecessary up-regulation of these medicines during consultation periods. Sunscreens, that are also low-risk medicines for public health disease prevention, have been provided an exemption in the Bill. The amendment required is minor but has significant effects. Without amendment, there will be:
· Removal of public health indications from many complementary medicines and a resulting reduction in public health messaging.

· Inconsistent labelling resulting in confusion and an increase of medication errors.

· A likely increase in disease prevalence; the potential increase in public healthcare costs by millions of dollars.

· Excessive regulatory burden compared to food products that are permitted to make the same or similar claims.

· Significant increase in regulatory burden with negligible or negative overall effect.

· A reduction in the product ranges of some sponsors, leading to a negative effect upon business interests and the possible closure of smaller enterprises.
Despite opposition to this course of action and the high-level impacts involved, the TGA has not conducted a Regulatory Impact Statement upon this vitally important sub-group of medicines. 
Therefore, we request an amendment that will provide the continued allowance of permitted indications for listed complementary medicines that are for the prevention of public disease burden.
2. Require implementation of the positive claimer.
The Bill does not directly require that pre-assessed complementary medicines include a positive claimer. It is possible, but discretionary for the TGA to implement.

Industry has agreed to (1) funding additional research into complementary medicines; and (2) an increase in regulatory burden via TGA pre-assessment for low risk medicines, on the basis that the positive claimer will make a product’s efficacy status easily recognisable by consumers and distinguishable from other complementary medicines.
The TGA is not intending to implement a positive claimer for at least another 12 months, which creates concern that the claimer may not be implemented within an uncertain business environment.
Without amendment, the potential loss of the claimer will be against the principles to which the industry agreed to the new pathway, and will result in the stifling of research, innovation, and Australia’s excellent export opportunities.
Therefore, we request an amendment that directly requires the inclusion of a positive claimer for the newly implemented, intermediate-level “Listed Assessed” medicines pathway.

3. Provide an amendment that allows for applications to re-consider decisions to restrict Complementary Medicine ingredients or indications.
The Bill introduces the ability of a TGA delegate to remove or restrict ingredients or indications: essential items that underpin supply of complementary medicines in Australia. There is concern that there are historical examples where the TGA has moved to remove or restrict such items in decisions that were not adequately defensible. Although the TGA is required to consult, there are additional concerns of instances where consultation may not have been sufficiently transparent or where submissions were not duly taken into consideration. After inclusion in a legislative instrument, the only avenue open to industry members is progressing to highly expensive Tribunal and Court processes.
Without amendment to allow for this avenue to appeal TGA decisions, there is the potential for delegates to cause significant and unwarranted impacts upon the CM industry without an easily accessible right of reply.
Therefore, we request an amendment to allow for an ‘appeal’ application to re-consider the reasons for a decision that has been made by a TGA delegate to remove or restrict a Complementary Medicine ingredient or indication.
4. Allow industry to request indications for listed medicines for therapeutic use for acceptable kinds of conditions, e.g. ‘alleviating ailments’.
The Bill allows for persons to make applications for new permitted indications for listed complementary medicines. An oversight in the Bill has excluded applications for ‘indications for the prevention, cure or alleviation of a disease, ailment, defect or injury’. Listed medicines can be used to refer to the alleviation of and refer to the prevention (e.g. reduction of risk) of minor, self-limiting and self-manageable diseases, conditions, ailments and injuries. The effect of this provision is that indications that in any way make reference to the prevention or alleviation of any minor, self-limiting ailments cannot be applied for. This is against the principles of using medicines for therapeutic use and consequently against the principles of the Therapeutic Goods Act.
Without amendment, industry is technically prevented by the Act from making applications for permitted indications that are considered acceptable for Listed complementary medicines.
Therefore, we request an amendment to allow persons to make applications for indications that are suitable for this class of medicines, which includes lower level indications referring to the alleviation and prevention of suitable ailments, conditions, injuries and defects.
Ideal Amendment Request

5. Extend advertisement response period to 14 business days.

The Bill provides that an advertiser is given not less than 14 (calendar) days to respond to a notice requesting specified information or documents relating to an advertisement. Serious offences and penalties attached to an untimely response.
Without amendment, some sponsors may be found to have committed an offence of strict liability or face a fine due to circumstances of this short timeframe.

Therefore, we would like to request that an amendment is made to the effect that a minimum of 14 business days are available in which for the advertiser to respond.
Moratorium on Permitted Indication application fees until legislation determined.
Listed medicines may only include lower level indications for minor, self-limiting, and self-manageable conditions. The TGA has released a draft list for consultation that contains a number of policy changes as to which indications are acceptable and which are not. Assessing what is acceptable is not possible because the legislative criteria is changing. The eligibility of indications for Listing is determined by three pieces of legislation:

1. The Therapeutic Goods Act 1989.

2. The Therapeutic Goods Regulations 1990.

3. The Therapeutic Goods Advertising Code.

The Act is still in Parliament and the next two pieces of legislation are also changing in respect of Listable indications, and will not be determined for an unknown period of time, possibly up to 12 months. The current consultation ends in October and from 1 January 2018, a fee of $1,020 will apply for the application of each new permitted indication. Without set legislative criteria to determine the eligibility of permitted indications, it is not currently possible to fully determine which indications are and are not acceptable. Additionally, this is a new system that businesses will require some time to adjust to in the midst of many other regulatory changes.
Therefore, we request a moratorium on the permitted indication application fee for an additional period of 2 years, while the TGA finalise applicable legislation and industry adjusts to the new system of permitted indications.
We offer our sincere thanks and appreciation of your consideration of the above matters in this important and beneficial turning point for the Complementary Medicines industry.

Yours faithfully,

Please send signed, scanned letters to � HYPERLINK "mailto:Lucy.Lang@cmaustralia.org.au" �Lucy.Lang@cmaustralia.org.au� before midday, Friday, 6 October.








