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This is the Blind Foundation's submission on the Draft Pharmacy Action Plan 2015 to 2020 and we welcome any opportunity to participate further.

The Blind Foundation is the main provider of rehabilitative, support and advocacy services for blind and low vision New Zealanders. The Blind Foundation has approximately 12,000 clients throughout the country.

Our Purpose

To enable people who are blind or have low vision to be self-reliant and live the life they choose.

Our Vision

Life without limits

Kahore e Mutunga ki te Ora

Four Key Priorities

1. Independent living

2. Access for all

3. Reach more people

4. Building a Foundation for the future

The Blind Foundation advises government, business and the community on inclusive standards to ensure that the people we represent can participate and contribute equally. We have four major contracts with government. We value our relationships with officials and Ministers. We seek to act as a trusted advisor and specialist on the blindness sector. We are a long serving and expert provider of services to the sector.

The Blind Foundation has long standing apprehension that inaccessibility of medicine labelling in New Zealand is potentially dangerous to people who are blind
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or who have low vision. This is also of concern in regard to inaccessibility of the prescriber's instructions. Both matters have implications for the patient's safety and the effective use of medication.

Accordingly, the Blind Foundation welcomes the Pharmacy Action Plan and wishes to endorse the intention (MoH Action Plan page 29) of reviewing the Medicines Act 1981 and its associated regulations (Medicines Regulations 1984).

Current Situation and Problem

The Medicines Act Sec 44 stipulates the labelling requirements for medicines as per the Medicine Regulations 1984. The regulations Sec 18 specifies that the size of the lettering (brand, trade name and technical name of the drug) be in no less than 1.5mm high except where due to the containers limits it may be further reduced to  0.75mm. In most cases this size will be quite indistinct to be read by people with low vision. As an example, the Blind Foundation produces large print material for low vision school students and clients. The minimum size of type font used by the Foundation is 18 point which is 4.8mm. Neither the Act nor the regulations make any provision for those with no usable sight.

There is no regulated requirement that the accompanying instructions be in an accessible form. We note that the Pharmacists code of practise does require the dispenser to ensure that the patient understands the instructions but we do not think this is adequate given the age and health profile of Blind Foundation clients. We understand some pharmacists go to great lengths and considerable ingenuity to meet this requirement but it is not uniform.

Health and medicines profile of the Blind Foundation Clients

In 2014 the Blind Foundation surveyed its clients about their general health status and medicines usage. Some of the key findings are:

· 69% of clients are 60 and over, 50% are 80 or older (Member Stats May 2014)

· Client's self-assessment of their health is:

· Excellent 24.7%

· Very Good 39.3%

· Fair 29.7%

· Poor 6.3%

· 73.2% take medicines on a daily basis

· Very many require assistance from sighted people to be able to take their medicine with confidence. The types of assistance varied:

· Someone reads the label for me 20.5%
· I use my reading aids to read the label 21.7%
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· I use an audio labeller 1.2%
· I use large print labels 1.5%
· I store them in a specific place and know the bottle 42.4%
· I use braille labels 0.9%
· I use tactile tables 0.7%
· Other 41.1%
"Other" methods included the patient recognising the drugs by shape and colour, the use of blister packs and the informal marking of the containers and often the complete dependence on a sighted person to give them the medicines as directed.

The self-reported health assessment of excellent health at 24% is 10% less than that reported by sighted people. (NZ Statistics, "Social and Economic Outcomes Disability Survey 2013" page 15)

We have not been able to quantify the actual adverse effects of wrongly self-administered medications but vision loss is recognised as a distinguishing feature of medications errors in the elderly.

(http://www.msdmanuals.com/professional/geriatrics/drug-therapy-in-the-elderly/drug-related-problems-in-the-elderly)

Size of the affected population

The Blind Foundation has recently completed a prevalence study of blindness and low vision in New Zealand. It is estimated that 94,000 people have a visual acuity of 6/12 or worse (this is after being corrected by glasses). For these people, reading standard print becomes problematic often requiring special optical aides and other forms of accessible text. Within this large group a further 30,000 are estimated to have more profound vision loss of 6/24 or worse. At that stage reading standard print without very specialised aids is all but impossible.

The size of this group will increase in number rapidly over the next decade. The increase in the age 65+ group is predicted to be 36% growth from 2014 to 2028. When applied to the estimated blind and low vision population the total number of people affected by inaccessible medicines labelling will be 128,000.

International Comparisons

The European Union and the United States have laws dealing with the accessibility of medicine labels and related information for vision impaired users. The area has a number of technical complexities and the law requires compliance with schedule of regulations that can be updated as circumstances evolve.

The European Union directive, "Guideline on the Readability of the Labelling and Packaging of Medicinal Products for Human Use, Revision 1, 12 January 2009" makes braille mandatory on original packaging. It also references the use of 16 to 20 point font, large type and the use of audio devices. The manufacturers and
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dispensers are required to work cooperatively with representative organisations of blindness and low vision to prepare individualised instructions in accessible formats.

The United States Federal law, "Prescription Drug Labelling Promotion Act 2012" adopts a similar approach that requires the stakeholders in the sector to form a working group. This group develops accessibility standards that are then applied via regulation to manufactures and dispensers. The range of the methods applied are:

(4) Considerations—In developing and promulgating such guidance on best practices, the working group shall consider the use of—

· Braille;

· Auditory means, such as—

· "talking bottles" that provide audible label information;
· digital voice recorders attached to the prescription drug container; and
· radio frequency identification (RFID) tags; and
· Enhanced visual means, such as—

· large font labels or large font "duplicate" labels that are affixed or matched to a prescription drug container;
· high-contrast printing; and
· sans-serif font.
Australia reviewed its medicines packaging and labelling law in 2012. It appears they have not made any substantial changes to the regulations dealing with visual accessibility. The Canadian law appears to be in a similar state to New Zealand. The United Kingdom has adopted the European Union Guidelines.

An accessible medicines labelling and information regime for New Zealand

The undelaying reasons for changing the Medicines Act and regulations are:

· It is consistent with the United Nations Convention on the Rights of People with Disabilities, Article 9 (Accessibility of Information) and Article 25 (Access to health services on an equal basis as people without disabilities).

· Patients non-adherence with correct medicines usage contributes to avoidable hospital admissions.

· The efficacy and effectiveness of medicines is .increased by improved compliance.

· Improvements in health status for New Zealanders with blindness or low vision. 

It is premature to specify the precise nature of an accessibility regime in New Zealand but the key features from the Blind Foundation's perspective are:
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· A regulated system to ensure a standard of compliance across all agencies involved in the medicine supply chain.

· Individualised accessibility requirements for patients with complex and ongoing needs.

· The easy updating of regulated requirements as accessibility technology changes.

· The involvement of blind and low vision consumer organisations in the design and maintenance of the new regulations and standards.

· The involvement of service providers such as the Blind Foundation in the technical design of accessible formats and the application of these to dispensing situations.

The Blind Foundation is conscious of the costs of implementing and operating a regime and the economic arguments for where those costs should fall. We do not have sufficient information yet on the quantified benefits. The Blind Foundation will continue to investigate those matters and will be happy to work with Ministry of Health officials to further develop this aspect of the Medicines Act review.

We are aware of the need for international alignment of labelling, particularly with Australia. We will make further investigations with our sister organisation Vision Australia on this subject.

Thank you for the opportunity to submit our views. We are very willing to assist the Ministry in further developing these proposals.
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