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1. Introduction

The GMiA Code Administration Committee (CAC) met on 23 October 2012 to complete its responsibilities under section 15 of the GMiA Code of Practice (Code). This report is the second annual report prepared by the CAC for the GMiA Board regarding the effectiveness of the Code.
2. Scope of report

This report considers the operation of the Generic Medicines Industry Association (GMiA) Code of Practice (Code) over the period 1 October 2011 – 30 September 2012.
3. Report on administration and implementation process of Code 

The Code is administered by the GMiA secretariat.
The first edition of the Code was adopted by Members of GMiA and introduced on 1 March 2010. GMiA submitted the second edition of the Code to the ACCC for authorisation on 30 March 2010. Authorisation was granted on 3 November 2010. 
The CEO of GMiA was a member of the working group convened by the Parliamentary Secretary for Health to review the promotion of therapeutic goods. This working group reported to the Parliamentary Secretary on 18 March 2011. 

Following recommendation 14 of this Working Group, GMiA posted on its website in late August 2012 text developed by industry entitled, “Who to contact to complain about an advertisement or the conduct of a company supplying therapeutic products”. This text can be found at http://www.gmia.com.au/how_to_make_com.html. This text reflects similar texts posted by other associations representing suppliers of therapeutic goods. 

A copy of the text is presented as appendix 1 to this report.
On 6 September 2012 GMiA replied to the Parliamentary Secretary for Health letter dated 20 July 2012. GMiA provided the Parliamentary Secretary with an update in relation to the GMiA capacity to implement the recommendations of the Working Group on the Promotion of Therapeutic Goods.

GMiA highlights that the GMiA Code of Practice is principle based, providing guidance in a single document on the different legislation, regulation and guidelines with which members of GMiA comply. Being a principle based Code, the GMiA Code incorporates the high level principles discussed in the Working Group’s report. 

Further, GMiA highlights that the GMiA Code, in principle, embraces the operational issues discussed in the Working Group’s report. GMiA will consider including specific reference to the operational issues raised in the Working Group’s report as part of its review for potential re-authorisation of the Code in early 2013. 

On 27 July 2012, GMiA made a submission as a public stakeholder to the ACCC concerning Medicines Australia’s application for Revocation & Substitution of its Code of Conduct.
On 24 August 2012, GMiA received an invitation from Medicines Australia to nominate a representative to be part of the Medicines Australia convened Transparency Working Group. Mr Roger Millichamp, Board member of GMiA, accepted the invitation on 6 September 2012.

GMiA provides all members and non-members with support in the administration of the Code.

4. Report on effectiveness of Code 
The Code has been effective in formalising the high standards of conduct adhered to by Members.
The effectiveness of the Code is reviewed against the objectives of the Code (as they are set out in section 3.1 of the Code): 
i. Formalise the commitment of the Members to a system of best practice self-regulation and ethical supply of Products to the Australian community, in compliance with applicable laws and standards.

The adoption by Members of the first and second editions of the Code in 2010 has formalised the commitment by Members to a system of best practice self-regulation and ethical supply of generic medicines to the Australian community. Under the Code, Members agree to act in compliance with applicable laws and standards.
At the October 2011 Board meeting, the Board agreed to the recommendation of both the Code Administration Committee and the Independent Reviewer that Members provide an annual statement confirming their compliance with the Code. The Board agreed that Members of GMiA will provide a yearly statement declaring that, to the best of their knowledge, they have complied with the GMiA Code of Practice.

As at 31 December 2012, Alphapharm, Hospira and Aspen have completed and signed an annual statement confirming their compliance with the Code. 
ii. Increase awareness of and confidence in the quality, safety and cost effectiveness of Generic Medicines by Consumers, Healthcare Professionals and Government. 

Members of GMiA promote awareness of generic medicines. ACCC authorisation of the Code has increased the awareness of the Code and the voluntary efforts of the Members of the GMiA in regulating the generic medicines industry to promote best practices (including quality, safety and the effectiveness of generic medicines). The invitation of the GMiA for comment at a parliamentary level, along with the participation of the CEO of GMiA in the review processes of the Department of Health and Ageing, points to the confidence of Government in the GMiA and their recognition of the importance of generic medicines generally.
iii. Promote timely access for all consumers to safe and cost effective Generic Medicines. 

Members of GMiA promote timely access to safe and cost-effective generic medicines through their continued efforts to market those medicines subject to the objectives and framework of the Code.
In March 2012, GMiA presented at the annual meeting of the National Pharmacy Guild of Australia to advocate the benefits of timely access for all consumers to safe and cost effective generic medicines.
iv. Identify the unique objectives of the Generic Medicines industry sector in its relationships with Consumers, Healthcare Professionals and Government and provide guidance as to how this relationship can be developed consistent with appropriate industry, professional and ethical standards.

GMiA represents Members at a number of forums with consumers, healthcare professionals and government. The CEO of GMiA was appointed by the Commonwealth Parliamentary Secretary for Health to be a member of the Working Group on Promotion of Therapeutic Products and the TGA Transparency Review Panel. Both these fora provided GMiA with important opportunities to express the objectives and principles of Members of GMiA with working group and panel members comprising consumer representatives, healthcare professionals and government. Conversely, the views and perspectives of other stakeholders were also heard by GMiA.
The GMiA CEO represents Members at the biannual TGA/ Industry Consultative Council which also includes consumer representatives.
v. Assist Members to promote and maintain a culture of ethical supply of Generic Medicines.
The ongoing promotion of the ethical supply of generic medicines by GMiA to its Members is assured through its ongoing review process. 
The GMiA CAC is required to convene at least once each year and endeavour to ensure the successful implementation and ongoing effectiveness of the Code. In the event that the Code may be improved in order to better promote the ethical supply of generic medicines, the CAC may make recommendations to the GMiA Board that the Code by amended accordingly.
The marketing material of members is subject to twice annual spot checks. These spot checks are performed by the Independent Reviewer (see section x. below).
vi. Promote ethical and professional conduct by all Members and their employees in the manufacture, supply and marketing of Generic Medicines and in their dealings with Consumers, Healthcare Professionals and Government.

Members of GMiA are encouraged to adhere to the above principles, by virtue of their voluntary membership of the GMiA and consequently their voluntary regulation by the Code which promotes their ethical and professional conduct in the manufacture, supply and marketing of generic medicines and their dealings with consumers, healthcare professionals and Government.
The Code Administration Committee noted that non member companies of GMiA are not obligated, but are encouraged, to observe the GMiA code, as an industry standard.  This is not a generic medicines specific issue but an issue that spans all sectors of the therapeutics goods industry.

The therapeutic goods industries are very diverse, ranging from research-based medicine, biotechnologies, medical devices, dental products and in-vitro diagnostics to complementary healthcare and pharmacy goods.  Therapeutic goods are regulated using a risk based approach by the government regulator, the Therapeutic Goods Administration (TGA).  Regulatory oversight includes a number of controls on the advertising of therapeutic goods to consumers
.

The promotion of therapeutic goods to healthcare professionals and those with responsibility for purchasing decisions is largely
 regulated by the industry, usually by means of codes of practice developed by the industry association representing a sector.  

The therapeutic goods industries strongly support self-regulation.  It is evidence of a mature and responsible industry that it provides a framework for industry participants to guide ethical behaviour.  Companies which are members of an industry association with a code are bound by it as a condition of membership and take their responsibilities seriously under the code. 
In March 2011 the Working Group on Promotion of Therapeutic Products (of which GMiA was a member) considered the need for compliance of non-members as well as members to adhere to the relevant code. The working group recommended in its report to the Parliamentary Secretary for Health, Catherine King, that an applicant nominate the relevant code of practice to which it will subscribe, as a condition of registration/listing/inclusion of a product on the ARTG.

Recommendation 5

The working group recommends that TGA include on its application forms (whether electronic or paper) a requirement for an applicant to nominate the relevant code of practice to which it will subscribe as a condition of registration/listing on the ARTG.  

The Parliamentary Secretary released her response to report of the Working Group on Promotion of Therapeutic Products in December 2011. Recommendation 5 was not supported by the Parliamentary Secretary as proposed as the recommendation departed from self-regulatory model.

The Parliamentary Secretary’s response can be found at http://www.tga.gov.au/about/tga-reforms-blueprint-09-appendix1.htm
The Government's preference is to maintain the current self-regulatory focus.

The Parliamentary Secretary has committed to consider if further encouragement is required for non-members to nominate a code, the Government will consider further legislative measures including the TGA seeking this information. This will occur after industry codes have been updated in line with the other recommendations made by the Working Group on Promotion of Therapeutic Products.

vii. Provide a mechanism for collaboration and dialogue with other Stakeholders to ensure that the Code continues to reflect high standards of conduct, consistent with established community and professional expectations.
Consultation during the ACCC authorisation over 2010 process provided an important opportunity to raise stakeholder awareness and scrutiny of the Code.
On 24 August 2012 GMiA circulated an email to a broad range of stakeholders to extend an invitation to provide feedback and comments to GMiA to be included in the annual review of the administration of the GMiA Code of Practice. A copy of this email can be found in appendix 1 to this document.

GMiA received a response from one stakeholder, the Consumer Health Forum.

CHF raised the issue of companies re-structuring or resigning from the GMiA and the consequential outcome that non member companies are not obligated, but are encouraged, to observe the GMiA code, as an industry standard.  As discussed above, this is not a generic medicines specific issue but an issue that spans all sectors of the therapeutics goods industry. A full discussion of this issue is presented above.

The CHF also stated that it was unclear about the scope of comments it could provide to this review. While the review performed by the Code Administration Committee is an administrative review, stakeholders are welcome to provide feedback on all aspects of the Code.
GMiA welcomes any potential further comments from CHF following the publication of this report.
viii. To establish an accessible and transparent complaints handling mechanism which Consumers, Healthcare Professionals and other Stakeholders can utilise to make complaints about the conduct of Members.

An accessible and transparent external complaints handling process has been established. This is described in full in section 12 of the Code. Stakeholders can make complaints about the activities of Members to the GMiA via post, email or the GMiA website.

ix. To establish a Code Complaints Committee to consider complaints about Members and impose sanctions in appropriate cases.

The Code Complaints Committee was established 2010. GMiA has appointed an independent Committee Chairman, an independent pharmacy representative, an independent medically qualified representative and a consumer representative to the GMiA Code Complaint Committee. A TGA representative has also been appointed as an observer to the Code Complaint Committee. 

The CCC has been required on one occasion when it successfully adjudicated on one complaint on 31 January 2012. 

x. To establish an educational event reporting procedure that requires Members to report on the Educational Events run by Members for Healthcare Professionals responsible for prescribing and dispensing prescription medicines.
With the adoption of the Code, event reporting is now a routine component of Members’ activities. 

Event reporting
The Code has introduced the requirement for public reporting of information by Members to help ensure that the prescribing behaviours and specifically the selection of medicines by healthcare professionals is not unduly influenced by Members and is able to withstand public and professional scrutiny.
Members of GMiA have been reporting on educational events provided to prescribing healthcare professionals since 1 April 2010. Since 1 December 2010, Members have been reporting on educational events provided to all healthcare professionals AND on non-price benefits extended to pharmacists. 
The educational event report template is identical to the educational event report template completed by suppliers of initial brand medicines who are members of the Medicines Australia industry association. GMiA adopted the template from the Medicines Australia Code of Conduct in the interests of publically delivering the same information as suppliers of the initial brand of medicines. GMiA understands that the educational event report template was originally designed by the ACCC and the adoption of this reporting template was a condition of ACCC authorisation of the Medicines Australia Code of Conduct.
The template under which Members report on non-price benefits extended to pharmacists was designed by the ACCC and the adoption of this reporting framework was also a condition of ACCC authorisation.  
The first set of reports was posted on the GMiA website on 10 January 2011. These reports tabled educational events extended to prescribing healthcare professionals between 1 April 2010 - 30 September 2010. Four sets of reports are now posted on the GMiA website spanning the period 1 April 2010 – March 2012. 
Reports summarising non-price benefits extended to pharmacists during the 2010 and 2011 calendar years are posted on the GMiA website.
Independent reviewer
As set out in section 13 of the Code, an independent reviewer has been appointed by GMiA. The independent reviewer has reviewed the reports tabling educational events extended to prescribing healthcare professionals between 1 April 2010 and 31 March 2012. The independent reviewer has also conducted spot audits of Members’ marketing and promotional material to determine compliance with the Code. Spot audits occurs twice yearly at around the same time as the educational event reports are reviewed.
The independent reviewer has reviewed the reports summarising non-price benefits extended to pharmacists over the 2010 and 2011 calendar years. The independent reviewer completed a short report, as required under section 13.9 of the Code, in August 2012.
Under this section of the Code, the independent review is required to make a general statement of the level of compliance by Members with the Educational Event reporting obligations under the Code. The independent reviewer reported, 

”There was nothing to indicate any level of non-compliance by Members from the information that was provided in the Educational Event Reports”.
5. Documentation of any material correspondence received from stakeholders pertaining to the Code 

Beyond the events discussed in this report, GMiA has not received any material correspondence from stakeholders pertaining to the Code over the period 1 October 2011 to 30 September 2012.
6. Report on the effectiveness of the complaints process including the number of complaints, the types of complaint, how the complaint was resolved, the time taken to deal with the complaint and the type of sanction imposed

During the period 1 October 2011 – 30 September 2012 the Association received three complaints. 

Details of complaint #1 received by GMiA

A complaint was received by GMiA on 15 December 2011. The complaint was adjucated on by the Code Complaint Committee (CCC), which convened on 31 January 2012. The Final Decision of the CCC dated 31 January 2012 is posted on the GMiA website.
http://www.gmia.com.au/assets/file/FinalDecisionCCC120131.pdf
Details of complaint #2 received by GMiA

On 13 February 2012 GMiA received an informal complaint about the activity of a non-member. GMiA advised the complainant on 23 February 2012 that the complaint pertained to a company that is not a member of GMiA. GMiA explored if there was any further action that could be taken by the association and ultimately determined that GMiA was not resourced to take any further action.

Details of complaint #3 received by GMiA

On 17 May 2012 GMiA received a complaint about the activity of a non-member. On 18 May, GMiA forwarded the complaint to the non-member inviting the non-member to have the complaint adjudicated under the GMiA CCC at their own cost.
On 23 February the respondent advised that it wished to decline having the complaint heard under the GMiA CCC because it considered that the allegations had not been substantiated.

Effectiveness of the external complaint handling process
The GMiA CCC has convened and demonstrated that a full review and Final Decision can be delivered by the CCC. 
7. Recommendations for future amendments to the Code and/or its implementation
Recommendations:

1. The CAC recommended that GMiA hold an annual workshop for members to educate members on how to complete event reporting.

8. Appendix 1: Text appearing on GMiA website

Who to contact to complain about an advertisement or the conduct of a company supplying therapeutic products
The therapeutic goods industry associations each have a self-regulatory Code of Conduct or Code of Practice which sets the standards for companies when promoting a medicine or medical technology.

The Codes of Conduct/Practice include mechanisms for dealing with complaints about advertising and other conduct by companies. In addition, each Code outlines a complaints process to be followed when dealing with certain types of advertising about ALL types of therapeutic goods where the advertising appears in the mainstream media (such as TV and radio).

The therapeutic goods industry is broadly organised around the following types of products that its member companies supply:

Prescribed medicines
This sector focuses on medicines that you can only get with a prescription. It includes both companies that are researching new medicines (originator companies) and companies that are supplying generic medicines once all valid patents have expired.

Non-prescription consumer healthcare products
This sector includes medicines you can get from a pharmacy without a prescription and those you can buy in a supermarket.

Complementary medicines and natural healthcare products
This sector includes vitamins, mineral, nutritional supplements, special purpose foods, herbal and homoeopathic medicines, aromatherapy products and natural cosmetics.

Medical technology
This sector includes items such as syringes and wound dressings, as well as high technology implanted devices such as pacemakers, defibrillators, hip and other orthopaedic implants.

In vitro diagnostics
This sector includes instruments and test reagents for pathology tests requested by doctors as well as over-the-counter tests such as blood glucose meters for diabetes testing or home pregnancy tests.

Dental products
This sector includes those medical devices which are commonly used by dental industry professionals in the course of their practice.

Where you should go to make your complaint will depend on the type of product involved and, if your complaint is about an advertisement, where you heard or saw the advertisement.

The Australian Government Therapeutic Goods Administration Complaints Resolution Panel (CRP) deals with complaints about advertisements for any therapeutic good directed to consumers in TV, radio, the internet, newspapers, magazines, displays (except inside individual shops) and in cinemas.  The CRP mailbox for complaints can be found here: http://www.tgacrp.com.au/index.cfm?pageID=19   

If your complaint is about an advertisement not covered by the CRP or is about the conduct of a particular company, your complaint can be directed to the relevant industry association under its self-regulatory Code of Conduct/Practice.  If you are unsure where to go, any of the industry associations listed below will be happy to guide you to the most appropriate person to contact.

If you would like to make a complaint about an advertisement or any other conduct by a company you will find further information about how to lodge your complaint and what you can expect from the complaints process on the websites listed below: 

	Type of therapeutic product
	Industry Association
	Website
	Contact details

	Prescribed medicines – originator medicines
	Medicines Australia
	http://medicinesaustralia.com.au/code-of-conduct/lodging-responding-to-a-code-of-conduct-complaint/
	telephone 02 6122 8500 and ask for the Code of Conduct Secretary or email codesecretary@medicinesaustralia.com.au

	Prescribed medicines – generic medicines
	Generic Medicines Industry Association
	http://www.gmia.com.au/code-of-practice.html
	email code@gmia.com.au

	Non-prescription consumer healthcare products
	Australian Self Medication Industry
	http://www.asmi.com.au/about/ASMI-Code-of-Practice.aspx
	telephone 02 9922 5111 or email  steve@asmi.com.au

	Complementary medicines and natural healthcare products
	Complementary Healthcare Council of Australia
	http://www.chc.org.au/Complaints
	telephone 02 6260 4022 or email: standards@chc.org.au

	Medical technology and diagnostics
	Medical Technology Association of Australia
	http://www.mtaa.org.au/pages/page90.asp
	telephone (02) 9900 0650 or email code@mtaa.org.au

	In vitro diagnostics
	IVD Australia
	IVD Australia :: Code of Conduct
	telephone (02) 8007 6632 or email info@ivd.org.au 

	Dental products (Medical Devices)
	Australian Dental Industry Association
	www.adia.org.au/membership/code
	telephone 1300 943 094


 
9. Appendix 2: Stakeholder consultation
From: Kate Lynch 
Sent: Friday, 24 August 2012 2:29 PM
To: admin@gmia.com.au
Subject: 

Dear All,

To maintain the high standards of business practice and behaviour exhibited by members of GMiA, GMiA is currently in the process of completing its annual administration review of its Code of Practice.

The reporting process on the operation of the Code will incorporate the annual report of the Code Administration Committee and the report prepared by the Independent Reviewer. Details of the 2011 review can be found at  http://www.gmia.com.au/code_review.html
Ongoing review of the operation of the Code is carried out at regular intervals of time and the GMiA encourages continual dialogue and consultation with its members, stakeholders and interested parties. 

The 2012 review is expected to be conducted in October and we would like to take this opportunity to extend an invitation to stakeholders to provide feedback and comments during the month of September 2012. This information can be sent to the GMiA via return email, our website or posted to the office at PO Box 222, Pymble BC NSW 2073.

Kind Regards,


Kate Lynch
CEO

Generic Medicines Industry Association Pty Ltd
m 0432 500 308
e kate.lynch@gmia.com.au
PO Box 222
Pymble BC NSW 2073
This email and any attachments or information contained herein may be 
confidential and intended for the sole use of the individual or entity to whom it is 
addressed. Confidentiality is not waived or lost if you are not the intended recipient
or if it is transmitted/received in error. If you are not the intended recipient or have
received this email in error, please immediately notify the sender by return email
or telephone and delete this email and any attachments and copies produced. Any
unauthorised use, alteration, storage, distribution, disclosure, copying, printing or
publication of this email or attachments or information contained herein is strictly
prohibited.

Circulated to representatives from the following organisations:
ARCS Australia

Ausbiotech

Australian Self Medication Industry

Australian Medical Association

Choice

Complementary Healthcare Council of Australia

Consumer Health Forum

Department of Health & Ageing

Department of Innovation, Industry, Science and Resources

GMiA Board

GMiA Members and Associate Members

Independent members of GMiA Code Complaints Committee

Medical Technology Association of Australia

Medicines Australia

National Pharmacy Services Association

National Medicines Policy Committee 

NPS

NSW Clinical Excellence Commission

Panel convened by Parliamentary Secretary for Health to review TGA Transparency
Pharmaceutical Society of Australia

Pharmacy Guild of Australia

Therapeutic Goods Administration

� � HYPERLINK "http://www.tga.gov.au/docs/html/advmed.htm" �http://www.tga.gov.au/docs/html/advmed.htm�


� � HYPERLINK "http://www.tga.gov.au/advert/advpmhcp.htm" ��http://www.tga.gov.au/advert/advpmhcp.htm�
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