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QUESTIONS TO SUBCOMMITTEE
Note to PTAC members: These questions have been identified by PHARMAC staff as being
particularly relevant to the application. Please feel free to provide additional information as
appropriate

Need
1. Does [the pharmaceutical] have the same or similar therapeutic effect to any

pharmaceuticals currently listed on the Pharmaceutical Schedule, in the requested
indication? If so, which pharmaceutical (or therapeutic subgroup) and at what dose
does it have the same or similar effect? Are there currently any problems with access
to them, or their availability?

2 How severe is the health need of patients with [indication]? Please describe the
health need of a person with a condition over their lifetime on current treatment (even if
[the pharmaceutical] would only be used during childhood).

3. What is the Committee’s view of the patient number estimates by the applicant and
PHARMAC staff?

4. What are the health needs of families and whānau of people with [indication]
(including long term effects) or of wider society? How severe are these needs?

5. Does [indication] disproportionally affect:

 Māori?

 Pacific people?

 Other groups already experiencing health disparities relative to the wider New
Zealand population (eg. NZ Dep 9 10 deprivation, refugees/asylum seekers)?

6. What is the strength and quality of evidence in relation to health needs due to this
indication?

Health benefit
7. Does [the pharmaceutical] provide any additional health benefit or create any

additional risks compared with other funded treatment options? If so, what benefits or
risks are different from alternative treatments?

8. Which patient population would benefit most from [the pharmaceutical]?

[NB to TGMs, to delete once read: Think about Special Authority restrictions]

9. What is the strength and quality of evidence, including its relevance to NZ, for health
benefits that may be gained from [the pharmaceutical]?

10. Would [the pharmaceutical] produce a health benefit for family, whānau or wider
society, additional to the health benefits for people with [indication]? If so how, and
what is the strength and quality of evidence for this benefit?

11 Should [the pharmaceutical] be funded, are there any consequences to the health
system that have not been noted in the application?

[NB: Think about whether suggestions may be useful for the Committee ]
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Suitability
12. Are there any non-clinical features of the [the pharmaceutical] tablet formulation (e.g.

size, shape) that may impact on use, either by the patient, by family, or by healthcare
workers, that have not been considered in the application?

[NB: Think about if there any suitability issues that may affect the application e g  is a
paediatric formulation required?]

Costs and savings
13 Does the information in the PICO table (Table X) accurately reflect the intended

population, intervention, comparator and outcome, should [the pharmaceutical] be
funded for [the indication]? If not, how should this be adjusted?

14. With which pharmaceuticals would [the pharmaceutical] be used in combination, and
which pharmaceuticals would it replace, in treating the requested indication?

15. Would the use of [the pharmaceutical] create any significant changes in health-sector
expenditure other than for direct treatment costs (e.g. diagnostic testing, nursing costs
or treatment of side effects)?

[NB: Do we need further advice around timing and uptake of the treatment? Do we
need specific advice or review of clinical assumptions/inputs in CUA?]

General
16. Is there any data or information missing from the application, in particular clinical trial

data and commentary?

[NB: publication bias, missing trials, opposing editorials]

Recommendations
17 [Should [the pharmaceutical] be listed in the Pharmaceutical Schedule?] OR [Should

the listing of [the pharmaceutical] in the Pharmaceutical Schedule be extended to the
treatment of [the indication]]?

 Name the Factors for Consideration particularly relevant to a positive or negative
recommendation and explain why each is relevant.

[NB: Think about any restrictions patient subgroups? Start/stopping criteria?
Dispensing frequency?]

18. If [listing / widened access] is recommended, what priority rating would you give to
this proposal? [low / medium / high / only if cost neutral]?

19. Does the Committee have any recommendations additional to the application?

[NB: Is there anything else we need to consider under Factors for Consideration?]
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PURPOSE OF THIS PAPER
The purpose of this paper is to seek advice from the Subcommittee regarding an application
from [supplier] for the use of FreeStyle Libre FGM System for the measurement of interstitial
fluid glucose levels in individuals with type 2 diabetes (T2DM)

DISCUSSION
BACKGROUND
Previous consideration of continuous or flash glucose monitoring systems

Currently, there are no continuous glucose monitoring (CGM) or FGM systems on the
Pharmaceutical Schedule, however PHARMAC has received applications from various
suppliers for there products. These include an application for FreeStyle Libre in 2018 for the
measurement of interstitial fluid glucose levels in individuals with type 1 diabetes, and an
application for Guardian 3 and Guardian Connect CGM system received in 2019 which will
be presented at this meeting (April 2020) also.

Previous consideration of FreeStyle Libre

PHARMAC has previously considered a funding application for FreeStyle Libre (2018) for
the measurement of interstitial fluid glucose levels in individuals with type 1 diabetes  This
application was given a high priority by the Subcommittee and has been ranked. FreeStyle
libre has not been considered for any T2DM indications.

Need
Description of the disease

T2DM is the most common form of diabetes and is characterised by high blood glucose in
the context of insulin resistance and relative insulin deficiency. High blood glucose for an
extended period is associated with serious adverse health outcomes, such as heart disease,
nerve damage, chronic kidney disease, eye problems, and ‘diabetic foot’

T2DM is a life ling disease which is most often diagnosed after the age of 40, however an
increasing number of teenagers and children are developing T2DM

Epidemiology

Diabetes is a major health burden for New Zealand as prevalence continues to grow, with
the total estimated prevalence in New Zealand exceeding 200,000 people (includes both
type 1 and 2 diabetes, but mainly type 2) Higher prevalence rates have been reported in the
Māori, Pacific Peoples and Asian populations than the European/other populations, with
4.6% in the European/other population, 7 1% in the Māori population, 11 2% in the Pacific
peoples population and 7.5% in the Asian population in 2018/19 (NZ Health Survey
published 2020).
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The health need of the person

Individuals with T2DM usually present with regular infections, poor eyesight or blurred vision,
frequent urination, often feeling thirsty and hungry, and lack of energy.

Long term damage from high blood pressure, high cholesterol, and damage to blood vessels
and circulation can be avoided through lifestyle changes that prevent high blood glucose
such as weight loss, healthy eating and increased physical activity. If this is not enough,
T2DM patients can take medications such as metformin, and occasionally insulin

As with type 1, patients with T2DM monitor their blood glucose levels using a finger prick
test, sometimes multiple times per day  In general, those suffering from T2DM have a
decreased quality of life (QoL) when complications or comorbidities start to develop.
Conversely, some factors that has been shown to improve QoL was more frequent glucose
testing, and more physical exercise.

The availability and suitability of existing medicines, medical devices and treatments

The current standard of care for assessing blood glucose levels in patients with T2DM is to
self monitor using a blood glucose meter multiple times per day. This involves pricking a
finger with a lancet, plying a drop or two of blood to a test strip, and inserting the test strip
into a reader. In New Zealand, diagnostic blood glucose test meters and consumables are
funded for patients meeting certain eligibility criteria, including individuals receiving insulin
Currently there are no funded flash or continuous glucose monitoring systems for use within
New Zealand

The health need of family, whānau, and wider society

Caring for an individual with T2DM can place a substantial burden on family and whānau as
management of T2DM requires daily responsibilities and a co ordinated level of care
between family members and health specialists. Family and whānau may also suffer
emotional and psychological distress when caring for their loved one with T2DM.

The impact on the Māori health areas of focus and Māori health outcomes

T2DM is more prevalent in the Māori population than the non-Māori population. According to
the MoH, in 2013/14 the total prevalence of type 2 diabetes (those diagnosed after age 25)
was 4.7% in the Māori population vs 2.4% in the non-Māori population. Māori are also more
likely than non Māori to have renal failure associated with diabetes. Similarly, rates of lower
limb amputation with concurrent diabetes for Māori were over 3 times that of non Māori in
2012–14.

The impact on the health outcomes of population groups experiencing health
disparities

Diabetes is more prevalent in the Pacific population (11.0%) compared to the
European/Other population (4 6%) in New Zealand, according to the most recent New
Zealand Health Survey. It is unclear what proportion of this represents T2DM, but it is known
that type 1 diabetes is more prevalent in the European population so T2DM in the Pacific
population will be the majority.

PHARMAC staff could not identify any other New Zealand specific data regarding population
groups experiencing health disparities associated with type 2 diabetes; however,
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international studies indicate that low socioeconomic status is associated with higher levels
of morbidity and mortality for individuals with diabetes

The impact on Government health priorities

The prevention, intervention, rehabilitation, and wellbeing of people with long-term conditions
such as type 2 diabetes is one of the ten Government health priorities.

Health Benefit
Details of the pharmaceutical under consideration

Clinical Pharmacology and Mechanism of Action

The FreeStyle Libre system has three components: a disposable sensor, a reader, and
optional software

The sensor has a thin, sterile filament which is 0.4 mm wide and inserted approximately 5
mm under the skin  This is attached to a small disc (35 mm × 5 mm). Medical grade
adhesive is used to keep the sensor in place on top of the skin once applied to the back of
the upper arm  The sensor continuously records data for up to 14 days; readings are
updated every minute and data is stored every 15 minutes.

A reader will be supplied directly by Abbot Diabetes Care for each patient  App and software
options are also available, including:

 the FreeStyle LibreLink app which is available for iPhone and Android and allows
glucose to be monitored using your phone

 the FreeStyle LibreLinkUp app allows monitoring of data from individuals using the
FreeStyle LibreLink app (for parents/caregivers)

 LibreView computer software which allows an individual to sync data from the
LibreLink app or upload data from the FreeStyle Libre readerdraf
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Figure 1: FreeStyle Libre components (supplier provided image)

It should be noted that the FreeStyle Libre is described by the supplier as a flash glucose
monitoring system. This differs from a continuous glucose monitoring (CGM) system in that it
does not require calibration, it does not integrate with insulin pump devices, and it does not
provide a continual display of interstitial glucose (the scanner must be moved over the
sensor to prompt a result to be displayed). Furthermore, FreeStyle Libre does not provide a
hypoglycaemia alarm, as is found with some CGM devices.

Patients using both Freestyle libre and CGM are recommended to retain a personal supply
of finger prick blood testing strips and blood glucose meter. Flash monitoring of interstitial
fluid glucose levels during times of rapidly changing glucose levels or impending
hypoglycaemia is not considered appropriate by the supplier. Blood glucose levels as
assessed by finger prick, are better at informing treatment decisions in these situations

What is the Subcommittees opinion regarding the advantages and disadvantages of
flash glucose monitoring systems compared with continuous glucose monitoring
systems?

New Zealand Regulatory Approval

There is no approval system for medical devices under the Medicines Act 1981 and there is
no mandatory requirement for medical devices to be approved by any medical device
regulator prior to being supplier in New Zealand  FreeStyle Libre has been registered on the
Web Assisted Notification of Devices (WAND) database, which is a mandatory requirement
for importers, exporters, and local manufacturers

According to the supplier, the most recent registration (15 January 2018; WAND reference:
180115 WAND 6PM9ZF) included the paediatric indication with the intended purpose as
shown below.

The sensor is a component of the FreeStyle Libre Flash Glucose Monitoring System
and is indicated for measuring interstitial fluid glucose levels in people (age 4 and
older) with insulin dependent diabetes mellitus. The indication for children (age 4 17)
is limited to those who are supervised by a caregiver who is at least 18 years of age
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In addition, the Reader was registered on the WAND on 7 July 2017 (WAND reference:
170421 WAND 6O0MOY) with the intended purpose as shown below

Glucose meter reader to assist in the determination of interstitial-fluid glucose levels in
human specimens.

Proposed Treatment Paradigm

The supplier has indicated that FreeStyle Libre is designed to largely replace self-monitoring
of blood glucose in people with insulin dependent type 2 diabetes. The supplier has noted
that patients would still self monitor blood glucose using a finger prick test approximately
once every second day (to test during periods of rapidly rising or falling blood glucose).

Proposed Special Authority Criteria

XX

International Recommendations

PHARMAC staff were unable to find any evidence of funding applications having been
submitted to PBAC (Australia), CADTH (Canada), SMC (Scotland), or NICE (United
Kingdom)  Below is the information that could be identified regarding the funding of
FreeStyle Libre in the four countries identified above (note that no information could be
identified for Scotland)

Australia: As of 1 March 2020, FreeStyle Libre will be included on the list of available
continuous glucose monitoring (CGM) products subsidised under the CGM initiative for
individuals meeting certain eligibility criteria, subject to price negotiations with the product
sponsor  Eligible patients will include:

 women with type 1 diabetes who are pregnant, breastfeeding or actively planning
pregnancy

 children and young people ages under 21 years with type 1 diabetes

 people with type 1 diabetes aged 21 years or older who have concessional status
(e.g , older people, people with disability, low income earners), and who have a high
clinical need such as experiencing recurrent severe hypoglycaemia events

 children and young people with conditions similar to type 1 diabetes who require
insulin. This includes a range of conditions such as cystic fibrosis related diabetes or
neonatal diabetes

There is no indication of consideration to fund FreeStyle Libre for type 2 diabetes patients in
Australia.

England: As of April 2019, FreeStyle Libre was funded for people with type 1 diabetes in
England via the NHS if they fit the following criteria (Regional Medicines Optimisation
Committee position statement; Appendix 1):

1 Patients who undertake intensive monitoring >8 times daily
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2. Those who meet the current NICE criteria for insulin pump therapy (HbA1c >8.5%
[69 4 mmol/mol] or disabling hypoglycaemia as described in NICE TA151) where a
successful trial of FreeStyle Libre may avoid the need for pump therapy.

3. Those who have recently developed impaired awareness of hypoglycaemia. It is
noted that for persistent hypoglycaemia unawareness, NICE recommend continuous
glucose monitoring with alarms and FreeStyle Libre does not have that function.

4 Frequent admissions (>2 per year) with diabetic ketoacidosis or hypoglycaemia

5. Those who required third parties to carry out monitoring and where conventional
blood testing is not possible  In addition, all patients (or carers) must be willing to
undertake training in the use of FreeStyle Libre and commit to ongoing regular follow
up and monitoring (including remote follow-up where this is offered)  Adjunct blood
testing strips should be prescribed according to locally agreed best value guidelines
with an expectation that demand/frequency of supply will be reduced

A NICE Medtech innovative briefing regarding FreeStyle Libre for glucose monitoring was
also published in July 2017 (Appendix 1)  The briefing noted that the resource impact of
FreeStyle Libre is uncertain and depends upon the extent to which improved glucose control
translates into fewer complications, reduced admissions, and less use of glucose test strips.

Canada: As of September 2019, Free Style Libre sensors and readers were funded in
Ontario through the Ontario Drug Benefit (ODB) programme. All ODB recipients managing
with insulin therapy with a valid prescription from a physician or nurse practitioner are eligible
to receive FreeStyle Libre.

Québec is also funding FreeStyle Libre (as of July 2019) as a part of basic prescription drug
insurance plan on the list of exceptional medications. People with diabetes who meet the
following criteria will be eligible:

 adults aged 18 years and older who have at least 2 years of experience in self
managing their diabetes and;

 intensive insulin therapy and;

 frequent or severe hypoglycemia problems and;

 the necessity of glycemia self-monitoring a minimum of eight times per day

Scotland: Many Health Boards in Scotland now offer FreeStyle Libre for type 1 diabetes
patients. Patients must meet the following criteria, as well as Health Board specific criteria:

 Inject insulin regularly: You must use intensive insulin therapy this is multiple
(typically four or five) daily injections or insulin pump therapy

 Attend training: You need to attend a locally provided flash glucose monitoring
education session

 Scan regularly: You must agree to scan glucose levels no less than six times per day

 Share glucose data: You must agree to share glucose data with their diabetes clinic

 Have the knowledge and skills to self manage: You must have attended a recognised
diabetes structured education programme and/or the clinical team are satisfied that
the person (or carer) has required knowledge/skills to self manage diabetes.
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The health benefits to the person, family, whānau and wider society

Evidence Summary

The supplier has identified XX trials that provide the primary evidence for the health benefits
of XX for the treatment of XX. A summary of these trials is provided in the table below (Table
XX).
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Literature Search

PHARMAC staff conducted a PubMed search (search terms: XX AND XX) and identified no
additional publications regarding XX for XX that were not identified by the supplier.

Consequences for the health system

[See Government health priorities 2018/2019 (orange table) A1067875]

Suitability
The features of the medicine or medical device that impact on use

The FreeStyle Libre system has three components: a disposable sensor, a reader (provided
by the supplier), and optional software. Each sensor kit contains one sensor, one sensor
applicator, and an alcohol wipe. The sensor is applied using the applicator to the back of the
upper arm and is held in place with medical grade adhesive. Application is marketed as
being painless. The sensor remains in place for 14 days. The sensor is water-resistant up to
one meter for up to 30 minutes. The supplier has indicated that the reader should be
replaced every two years

Device-related adverse events identified in the IMPACT trial included allergy events, itching,
rash, insertion site symptoms, erythema, and oedema (Bolinder et al  Lancet
2016;388:2254-2263). Published correspondence queried both the management of these
issues in the trial (Brahimi et al. Lancet 2017  389:1396) and also the potential for an allergic
response to a component of the adhesive (Aerts et al. Lancet. 2017;390:1644). The authors
of IMPACT indicated that tolerability would be an issue for some patients

The supplier recommends that individuals take care not to bump into objects; avoid touching,
pushing, or pulling the sensor; take extra care when getting dressed and bathing; and avoid
contact sports.

The supplier has also indicated that a finger prick test using a blood glucose meter is
required during times of rapidly changing glucose levels when interstitial fluid glucose levels
may not accurately reflect blood glucose levels. PHARMAC staff are therefore uncertain
whether the accuracy of interstitial glucose measurement is acceptable for clinical use

Costs and Savings

PICO (Population, Intervention, Comparator, Outcome)

Table X below summarises PHARMAC staff’s interpretation of the PICO for [the
pharmaceutical] if it were to be funded in New Zealand for [the indication]
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APPENDICES

Appendix 1: XX
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