










Application for changes  
to the Pharmaceutical Schedule 
A guide to help people, clinicians, clinical groups and consumer groups prepare 

funding applications to PHARMAC 
 

Foreword 

PHARMAC is the government agency that decides, on the behalf of District Health Boards, which pharmaceuticals should be 

publicly fund in New Zealand  For more information on the process PHARMAC uses to make its funding decisions and how we 

determine if a proposal to fund a treatment would help us achieve our Statutory Objective, please visit the PHARMAC website  

PHARMAC’s objective is “to secure, for eligible people in need of pharmaceuticals, the best health outcomes that are reasonably 

achievable from pharmaceutical treatment and from within the amount of funding provided”. 

Each year, PHARMAC receives a large number of applications that contain proposals either to fund new pharmaceuticals or to 

widen access to pharmaceuticals that we already fund. As PHARMAC must work within a fixed budget, we need to make difficult 

choices about which applications we should progress to a funding decision at any given time. This involves assessing large 

amounts of often complex information, to identify those proposals that would provide the best health outcomes. 

We have written this funding application form for people, clinicians, clinical groups and consumer groups to use. We recognise that 

some individuals and groups won’t have the same resource as pharmaceutical suppliers to prepare applications. This form is to 

help you provide the right information in order to progress the application.  

This form is a guide  you don’t have to follow it in detail, or at all, but it will make processing your application much easier and may 

reduce the time involved  If you don’t know some information, please feel free to leave those sections blank; however the form does 

outline the general information that we need to assess a funding application. Having your application address these points may 

reduce follow-up questions to you, and could speed up how quickly we consider it. 

The Guidelines for Funding Applications to PHARMAC, updated in 2015, set out the full information that we need to progress any 

funding application. We expect pharmaceutical suppliers to follow the full Guidelines for Funding Applications to PHARMAC when 

submitting a funding application. However, as an applicant, please feel free to view them should you wish to have more detailed 

information on submitting an application. 

Send your applications to us at: 

Email:  applications@pharmac.govt.nz 

Post:  PO Box 10254 

The Terrace 

Wellington 6143 

You may also find it beneficial to talk to the relevant Therapeutic Group Manager at PHARMAC before you make a formal funding 

application. Please email us as above, and we will contact you. 

We will keep you informed of progress. We publish and regularly update a record of all current funding applications via the 

Application Tracker on our website (www.pharmac.govt.nz), which details the current status of applications and relevant PTAC 

and subcommittee minutes. 

Please note: 

• We need you to supply copies of referenced articles that support the application, wherever possible. Have them 

referenced in the relevant section of the application form, and clearly say which (if any) cited publications you cannot 

provide. 

• We prefer funding applications related to medicines that have been registered by Medsafe  While we can consider funding 

applications for unregistered medicines or unregistered indications, this is determined on a case–by-case basis  

• We may decide to defer our assessment of your application until we receive a full funding application from the supplier, 

which they would need to prepare in accordance with the full Guidelines   
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From: April-Mae Marshall On Behalf Of applications 
Sent: Wednesday, 20 September 2017 3:50 pm 
To: ' ' < > 
Subject: RE: Application to Fund the Abbott Freestyle Libre Interstitial Fluid Glucose Sensor and 
Reader  
 
Dear   
 
Thank you for the funding application for Interstitial fluid glucose monitor from Abbott Freestyle 
Libre for treatment of diabetes we are pleased to have the opportunity to consider this product for 
funding    
 
We will look to include this application on the next Pharmacology and Therapeutics Advisory 
Committee (PTAC) agenda or the next meeting of the Diabetes Subcommittee of PTAC. We will be in 
touch once PHARMAC staff have reviewed the application.  
 
Regards  
April Mae  
April-Mae Marshall | Pharmacology and Therapeutics Advisory Committee Secretary  
___________________________________________________________________ 
PHARMAC | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington 
DDI:  | P: +64 4 460 4990 | F: +64 4 460 4995 | www.pharmac.govt nz 
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From: Danae Staples-Moon  
Sent: Wednesday, 31 January 2018 2:47 pm 
To: 'Nobes, Michael S' < > 
Cc: Chalikias, Peter < >; Alexander Rodgers 
< > 
Subject: RE: Abbott Diabetes Care PTAC Application for FreeStyle Libre 
 
Dear Michael, 
 
Thanks for the update regarding submitting a funding application for the May PTAC deadline and 
other deliveries to expect  I can confirm that the samples from Mediray were received today  The 
PTAC secretary will be able to confirm receipt of your submission and other delivery once received. 
 
Kind regard 
Danae 
 
 
Danae Staples-Moon | Therapeutic Group Manager 

 
PHARMAC | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington 
DDI:  | F: +64 4 460 4995 | www.pharmac.health.nz  
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From: April-Mae Marshall  
Sent: Monday, 5 February 2018 1:59 pm 
To: ' ' < > 
Subject: Freestyle Libre Application  
 
Dear    
   
Thank you for submitting the funding application for FreeStyle Libre   
 
We are pleased to have the opportunity to consider this product for funding.   
 
We will consider this application for inclusion on the agenda for the May 2018 PTAC meeting and will 
confirm this closer to the time  
 
Regards  
April Mae  
 
April-Mae Marshall | Pharmacology and Therapeutics Advisory Committee Secretary  

____ ____  
PHARMAC | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington 
DDI:  | P: +64 4 460 4990 | F: +64 4 460 4995 | www pharmac.govt nz 
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A1117377 qA45706

20 February 2018 

 
 

via email:

Dear 

Funding Application FreeStyle Libre

Thank you for the funding applications for FreeStyle Libre glucose monitoring system. We 
are pleased to have the opportunity to consider this product for funding for treatment of type 
1 diabetes.

PHARMAC staff have reviewed the application with reference to the Guidelines for Funding 
Applications to PHARMAC and are planning to initially seek clinical advice Diabetes 
Subcommittee at their next meeting   We will keep you informed regarding the application’s 
progress.  

We would like to give you the opportunity to make a presentation of your application to 
PHARMAC staff.  Danae Staples Moon is the therapeutic group manager responsible for the 
diabetes therapeutic group   Danae can be reached at or by emailing

. 

We look forward to evaluating your application and providing you with the record of the 
Subcommittee’s recommendations to PHARMAC.

Yours sincerely

April Mae Marshall 
PTAC Secretary

CC: Michael Nobes, Market Access Director, Abbott Laboratories NZ Limited (trading as 
Abbott Diabetes Care) , Withheld under section 9(2)(a)
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and keep track of the applications progress here. I am happy to notify you directly once it has been 
published if you would like?  
  
In general, if you did wish to submit a formal funding application then the form outlining the 
information required is available on the PHARMAC website here. Please note that the information 
provided by the supplier includes a detailed summary of the product and available evidence, so I 
would encourage you to instead provide a letter or email regarding the product(s) you are interested 
in seeing funded by PHARMAC if you do wish to provide a submission in support of Freestyle and/or 
Dexcom. If you send it through to me then I would be more than happy to add it in further support 
to the information we have received from the relevant supplier. 
  
Please let me know if I can provide you any further clarity. 
  
Ngā mihi, 
  
Elena 
  
Elena Saunders | Therapeutic Group Manager 

____ _____ 
PHARMAC | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington  
Cell:  | DDI:  | P: +64 4 460 4990 | F: +64 4 460 4995 | www.pharmac.govt.nz 
 
 
 
From:   
Sent: Friday, 12 April 2019 12:09 pm 
To: Elena Saunders < > 
Subject: Re: Application for funding of Freestyle Libreville and Dexcom CGM 
 
Dear Elena, 
 
Thank you for your reply. I would appreciate if you could let me know when the information 
becomes publicly available. I'll endeavor to keep up with the link you posted also. 
 
I look forward to a positive outcome. 
 
Sincerely,  

  
 
 
Sent from Yahoo Mail on Android 
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Second, do you have an indicative date for when the PTAC Diabetes Subcommittee Minutes will be 
posted on the Pharmac website? 
 
Kind regards, 
Michael 
 
 
Michael Nobes, Ph.D. 
Market Access Director 
ANZ 
 
 
Abbott Diabetes Care 
666 Doncaster Rd 
Doncaster VIC 3108 
Australia 
 
O: 

 
F: 
+61 3 9855 8020 
M: 

 
 

 
 
 
 
 
 
 
 
The information contained in this communication is confidential, may be subject to legal privileges, 
may constitute inside information, and is intended only for the use of the addressee  It is the 
property of Abbott Laboratories or its relevant affiliate. Unauthorized use, disclosure or copying of 
this communication or any part thereof is strictly prohibited and may be unlawful. If you have 
received this communication in error, please notify Abbott Laboratories immediately by return e
mail and destroy this communication and all copies thereof, including all attachments. 
 
 
 

Original Message  
From: Elena Saunders  
Sent: Wednesday, 1 May 2019 3:12 pm 
To: 'Nobes, Michael S' < > 
Cc: April-Mae Marshall < >; Prakash, Deepak 
< > 
Subject: RE: 2019 05-01 Abbott Diagnostics Diabetes March 2019 Minutes (A1261282) 
 
Hi Michael, 
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Regards, 
Michael 
 
 
Michael Nobes, Ph D. 
Market Access Director 
ANZ 
 
 
Abbott Diabetes Care 
666 Doncaster Rd 
Doncaster VIC 3108 
Australia 
 
O: 

 
F: 
+61 3 9855-8020 
M: 
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Disease Description
• Type 1 diabetes mellitus is a chronic disease resulting from the autoimmune destruction of

pancreatic beta-cells resulting in insulin deficiency. This leads to hyperglycaemia and the
potential to develop ketoacidosis.

• Type 1 diabetes is a life-long disease that is most often diagnosed during childhood, with only
25% cases diagnosed in adults.

• There are likely to be approximately 25,000 individuals with type 1 diabetes in New Zealand
(253,000 diabetes patients in 2018; 10% of them are type 1).

• The Subcommittee considered that while the prevalence of type 1 diabetes is higher in
European/Pakeha than Māori and Pacific peoples, Māori and Pacific peoples have poorer
long-term outcomes.
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Health Need & Current Treatments

• Patients typically present with polyuria, polydipsia, and weight loss.

• Appropriate therapy with exogenous insulin prevents severe hyperglycaemia
and ketoacidosis, but maintaining glucose levels within the normal range is
difficult.

• Current care for assessing blood glucose is to self-monitor using a blood
glucose meter between 4 to 10 times per day (finger-prick).

• Substantial burden to caregivers and families.
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Proposal Background

• The funding application was received in November 2017.

• The Subcommittee recommended that the FreeStyle Libre Flash Glucose
Monitoring System be funded with high priority for certain patients with
type 1 diabetes (2019)
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PICO
Intervention: Freestyle Libre Flash Glucose Monitoring System

Comparator: self-monitor using a blood glucose meter

The targeted patients are (Initial application):

1 diabetes only from a relevant specialist or nurse practitioner. Approvals valid for 9 months for applications meeting the following criteria:

All of the following:

1. Patient has type 1 diabetes or has undergone a pancreatectomy or has cystic fibrosis-related diabetes; and

2. Patient must be four years of age or older; and

3. Patient has well controlled diabetes (≤58 mmol/mol); and

4. Any of the following:

4.1. Patient is pregnant, breastfeeding, or actively planning pregnancy; or

4.2. Patient undertakes intensive self-monitoring of blood glucose, defined as monitoring at least eight times daily; or

4.3. Patient meets the funding criteria for insulin pump therapy where a successful trial of FreeStyle Libre may avoid the need for pump therapy; or

4.4. Patient has recently developed impaired awareness of hypoglycaemia; or

4.5. Patient has been admitted to hospital at least twice in the previous 12 months with diabetic ketoacidosis or hypoglycaemia; or

4.6. Patient requires a third party to carry out monitoring and where conventional blood testing is not possible.
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PICO
• Renewal application – (type 1 diabetes) only from a relevant specialist or

nurse practitioner. Approvals valid for 24 months for applications meeting
the following criteria:

Patient is continuing to derive benefit from flash glucose monitoring.

• Outcomes: hours in hypo, severe hypo events, costs
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Clinical Evidence
• Key evidence by PTAC: IMPACT trial (Bolinder et al. Lancet. 2016;388:2254-2263)

• Hypo hours per day: Free style: 3.38h baseline, 2.03h (end of 6 month)

Control group (finger-prick): 3.44h baseline to 3.27h

Difference in difference: 1.18h (significant)

• Hypo events per day: Free style: 1.81 baseline to 1.32

Control group: 1.67 baseline to 1.69
Difference in difference: 0.47 (significant)

• Hypo events per day: Free style: 1.81 baseline to 1.32

• Pietropaolo et al. : hypo required admission to ED or hospitalization: 0.02-0.5 events per patient per yearrel
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Key Assumptions
• Time Horizon: per day

• A sensor lasts up to 14 days (there would also likely be incidents where the adhesive failed or the sensor
was displaced, meaning that patients would require another sensor prior to the 14 day period).

• A reader would need to be replaced every two years.

• Hypo hours per day (assume severe but no admission to ED or hospitalization) decreases by 1.18h/d.

• Hypo required admission to ED decreases by 0.004 events by year.

• Self-monitor using a blood glucose meter 4 times/d. Hence 4 strips /d.rel
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BIA
• Type 1 Diabetes: 10% of the whole diabetes

• Increase by 5% per year.

• Uptake rate: 0.4 first year, 0.6 second year, then 0.1 increase
every year

• May add one more GP visit per year as more available data
now GP have rel
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Discussion & Questions

• Low CUA results with wide range

• May suitable for young patients who fear finger prick

• May suitable for patients who have really bad blood sugar
control and require frequent tests

• Probably not apply to all type 1 diabetes patientsrel
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Thank you
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Hot Topic Minutes
23rd October 2019

Application: FreeStyle libre for T1DM

Application tracker link

Presentation Objective Link:

Attendees:

Presenter: Ningxin Ding (Nelson)

HE Minute: Hayden Spencer & Tal Sharrock

TGMs/FAAs: Elena Saunders

MDs: Tristan (x), Gregory Evans

Discussion

Background

Meeting noted the estimated prevalence of T1DM in New Zealand and the daily burden
of current management.

Current treatment paradigm

Patients currently managed with test strips.

PICO

 P: Type 1 DM (with special authority restrictions)

 I: Freestyle libre

 C: Self monitor using a blood glucose meter

 O: Hours in hypoglycaemia / severe hypo events

Application history
Funding application received 2 years ago; SC high clinical recommendation provided in
2019.

Key evidence
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A1323059 2

IMPACT trial data discussed (Bolinder et al  Lacent 2016;388:2254 2263)
Meeting noted the key outcome measures from this trial included:

1. Hypo hours per day
2. Hypo events per day

Matza et al  HR QoL from EQ-5D
Limitations with this study noted

1 Population in trial noted not to be type 1 diabetes patients
2. Trial was conducted by the supplier

Difference of 0.03 noted between treatment arms of the study (within realms of possibility)

Model
Model horizon was one day
Sensor last 14 days (base case)
Reader lasts 2 years
Self monitoring with blood glucose test strips; currently 4 test strips in base case;
recommended to change to average of current usage (noted to be between 4 10 test
strips)

Action Points
Requirement of test strips in interventional arm of model.
Adjust average daily number of test strips in comparator arm of model from
4 to 7 daily.

Transitional probabilities

Proportion of hypo hours per day
Proportion of hypo events per day

Costs

Included costs:
1. ED admission
2 Reader per year
3. Strips per 50
4. Sensor cost

It was noted that there was a confidential rebate to test strips that still required to be
factored in.
Action Point

- Review SGLT2 / GLP1 inhibitor TARs for rebated price of test strips.

HR QOL
Noted that utility parameters included

rel
ea

se
d under 

the

Offic
ial

 In
form

ati
on Act



A1323059 3

1 Fear of hypoglycaemic events
2. Severe hypoglycaemia episodes
3. QALY gain from hypo per avoided hypo

It was noted that the base case utility of T1DM as previously modelled would be more
appropriate for modelling, though retaining the same incremental benefit as proposed
(therefore, no effect on the final results presented at this meeting though better reflected
prior analysis.
Action Point

Review earlier TARs / HR QOL database for base utility of T1DM patients to
inform this model

- Retain differential as calculated in Mazta et al paper and apply accordingly
to the base utility.

CUA results
Meeting noted that the FreeStyle libre model returned a base case result of  QALYs per
$1m. Likely range  QALYs / $m (driven by strips and readers).
Multiple one-way sensitivity analyses have been undertaken. Final ranges to be
determined as revisions to utility values required, though likely to reach low teens in
possible range.
Model noted to be most sensitive to decrease in hypoglycaemia hours and utility gain from
using the free style systems (includes disutility from finger prick).

BIA
Significant budget impact is noted with the projected uptake of this proposal.
Update based on high uptake of total T1DM prevalence
Uptake requires more work based on current SA access criteria

Action Point
Additional work required estimating the probable uptake rate in the defined
target population as indicated in the SA criteria.
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Disease Description
• Type 1 diabetes mellitus is a chronic disease leads to hyperglycaemia and the

potential to develop ketoacidosis.

• Most often diagnosed during childhood.

• There are likely to be approximately 25,000 individuals with type 1 diabetes in
New Zealand (253,000 diabetes patients in 2018; 10% of them are type 1).

• The Subcommittee considered that while the prevalence of type 1 diabetes is
higher in European than Māori and Pacific peoples, Māori and Pacific peoples
have worse long-term outcomes.
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Health Need & Current Treatments

• Patients typically present with polyuria, polydipsia, and weight loss.

• Insulin is used to prevent severe hyperglycaemia and ketoacidosis, but
maintaining glucose levels within the normal range is difficult.

• Current care for assessing blood glucose is to self-monitor using a blood
glucose meter between 4 to 10 times per day (finger-prick).
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Proposal Background

• The funding application was received in November 2017.

• The Subcommittee recommended that the FreeStyle Libre Flash Glucose
Monitoring System be funded with high priority for certain patients with
type 1 diabetes (2019)
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PICO
Intervention: Freestyle Libre Flash Glucose Monitoring System

Comparator: self-monitor using a blood glucose meter

The targeted patients are (Initial application): Initial application – only from a relevant specialist or nurse practitioner. Approvals valid
for 9 months for applications meeting the following criteria:

All of the following:

1. Patient has type 1 diabetes or has undergone a pancreatectomy or has cystic fibrosis-related diabetes; and

2. Either:

2.1. Patient is aged 18 years or under; or

2.2. Patient is aged over 18 years; and

2.3. Any of the following:

2.3.1. Patient has impaired awareness of hypoglycaemia and has been admitted to hospital at least twice in the previous 12 months with
hypoglycaemia requiring medical intervention; or

2.3.2. Patient has been admitted to hospital at least twice in the previous 12 months with diabetic ketoacidosis; or

2.3.3. Patient is pregnant, breastfeeding, or actively planning pregnancy.

Outcomes: hours in hypo, severe hypo events, costs
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Clinical Evidence
• Key evidence by PTAC: IMPACT trial (Bolinder et al. Lancet. 2016;388:2254-2263)

• Hypo hours per day: Free style: 3.38h baseline, 2.03h (end of 6 month)

Control group (finger-prick): 3.44h baseline to 3.27h

Difference in difference: 1.18h (significant)

• Hypo events per day: Free style: 1.81 baseline to 1.32

Control group: 1.67 baseline to 1.69
Difference in difference: 0.47 (significant)

• Pietropaolo et al. : hypo required admission to ED or hospitalization: 0.02-0.5 events per patient per year

• Combined Pietropaolo et al. and Bolinder et al. :

If we assume that the ratio between hypo required admission to ED and hypo events per day is constant, then the
number of admission is expected to decrease by 0.004 to 0.11 events per patient per year
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Key Assumptions
• Time Horizon: per day

• A sensor lasts up to 14 days (there would also likely be incidents where the adhesive failed or the sensor
was displaced, meaning that patients would require another sensor prior to the 14 day period).

• A reader would need to be replaced every two years.

• Hypo hours per day (assume severe but no admission to ED or hospitalization) decreases by 1.18h/d.

• Hypo required admission to ED decreases by 0.004 events per year.

• Self-monitor using a blood glucose meter 7 times/d. Hence 7 strips /d.rel
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BIA
• Type 1 Diabetes: 10% of the whole diabetes.

• Increase by 5% per year.

• Aged below 18: 25%.

• Age below 18 + female between 18 and 35: 35%.

• Uptake rate: 0.4 first year, 0.6 second year, then 0.1 increase every year.

• May add one more GP visit per year as more available data now GP have.
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Discussion & Questions

• Low CUA results with a wide possible range

• May suitable for young patients who fear finger prick

• May suitable for patients who have really bad blood sugar
control and require frequent tests
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Thank you
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Pre prioritisation Meeting Minutes 22/11/2019

Attendees

 Andrew Oliver
 Karen Jacobs Grant
 Sandy Bhawan
 Ben Campbell Macdonald
 Erica Deverall
 Nelson (Ningxin) Ding
 Nathan Fox
 Tal Sharrock
 Elena Saunders
 Greg Evans
 Scott Metcalfe
 Danae Staples Moon
 Caro DeLuca

2019 11 22
Freestyle Libre for ty   

Free style libre for type 1 diabetes ‘

HE: Nelson
Minute taker: Tal

 A description of type 1 diabetes and the health need of the population was noted
by the group

 Diabetes Subcommittee gave a high priority
 Group noted PICO
 Group noted IMPACT clinical trial as key evidence hypo hours per day, hypo

events and hypo hospitalisations
 Group noted that the quality of life provided by supplier small benefit to not

pricking decrement with hypo event
 The group noted the key assumptions in the model outlined in the presentation

o Allowance made for test strips being used in intervention arm as well as
comparator

 Group noted  QALYs a million as a base case and that various sensitivity
analyses were conducted and resulted in a likely range of  (driven by strips
and readers) and  possible range (driven by QOL range).

 The group discussed that the base-case doesn’t include a decrement of QOL
due to pricking – agreed that this should be included in the base-case

 HE to update this and the ranges around it (ACTION)
 Budget impact group noted assumptions group challenged uptake

assumptions  Noted they are based on the supplier application but are likely low
Suggested amending uptake to 60% Y1, 80% Y@ and 90% year 3 onwards
(ACTION)

 Health need – put in more re the suitability of current treatment
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A1332645 2

 Group noted application is for Type 1 diabetes  The group discussed that there is
significant health need and potential for health benefit in people with insulin
dependent type 2 diabetes, but that these people were outside of the scope of
the application. Attendees considered that a PHARMAC staff-initiated Schedule
application may be the most appropriate avenue to consider this group in the
absence of a supplier application.
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AGENDA

Prioritisation Meeting

To be held at the PHARMAC Office on

Tuesday 10 December 2019

Overall Agenda

1. Overview of meeting process

2 Acknowledgement of proposals funded since the last prioritisation meeting

3 Ranking of proposals on the ‘only if cost neutral or cost saving’ list

4 Ranking of proposals on the ‘recommended for decline’ list

5. Miscellaneous changes to proposal status to be acknowledged

6. Prioritisation of new proposals to the Options for investment list

7. Re-prioritisation of the proposals on the Options for investment list with updated information

8. Consideration and confirmation of al ranked prioritisations lists

9. Budget boundaries

Prioritisation Paper (Supplementary material)

Please refer to the Prioritisation Paper for information on new proposals, proposals currently ranked on
the Option for Investment list and key consideration documentation.

 Section 1: Overview of meeting format

 Section 2: Factors for Consideration

 Section 3: Health need

 Section 4: Cost effectiveness

 Section 5: Government health priorities

 Section 6: Proposal summaries
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Content

1. Proposals funded since the last meeting
2. Proposals recommend to the ‘cost-neutral/cost-saving’ list
3. Proposals ‘recommend for decline’
4. New items to be ranked on the OFI list
5. Re-rank items to the OFI list
6. Miscellaneous changes

rel
ea

se
d under 

the

Offic
ial

 In
form

ati
on Act



New items to be ranked on the OFI list

Please refer to the following sections of this dossier for information on new proposals, proposals
currently ranked on the Option for Investment list and key consideration documentation.

•Section 2: Factors for Consideration

•Section 3: Health Need

•Section 4: Cost-effectiveness

•Section 5: Government priorities

•Section 6: Proposal Summariesrel
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Prioritisation Meeting to be held at the PHARMAC Office on  

Tuesday 10 December 2019 
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this paper for information on new proposals, proposals currently ranked on the Option for 

Investment list and key consideration documentation.  

• Section 1: Prioritisation meeting format (Page 2) 

• Section 2: Factors for Consideration (page 3) 
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Section 2: Factors for consideration  

Factors are presented here in the order they are listed in decision papers, without implying any 
ranking or relative importance. 
 

Need 

• The health need of the person 

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

• The health need of family, whānau, and wider society 

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

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

• Government Health Condition Priorities 

Health Benefits 

• The health benefit to the person 

• The health benefit to family, whānau and wider society 

• Consequences for the health system 

• Government Health System Priorities 

 

Suitability  

• The features of the medicine or medical device that impact on use by the person 

• The features of the medicine or medical device that impact on use by family, whānau and 

wider society 

• The features of the medicine or medical device that impact on use by the health workforce 

 

Costs and Savings  

• Health related costs and savings to the person 

• Health-related costs and savings to the family, whānau and wider society 

• Costs and savings to pharmaceutical expenditure 

• Costs and savings to the rest of the health system 
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Figure 1: PHARMAC Factors for Consideration 

  rel
ea

se
d under 

the

Offic
ial

 In
form

ati
on Act



 
 
 

5 
 

Section 3: Health Need.  

For each item on the current Options for Investment list, these graphs show estimates of the health 

loss experienced by an average or typical patient in the relevant cohort with currently funded 

treatments  They do not reflect the effect of the new products under consideration  Each bar starts 

at the average age of onset of the specific disorder in question. Absolute values are shown in a 

separate table. 
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Section 4: Cost effectiveness  

Previously ranked proposals are shown in existing priority order  New and updated proposals are placed 

roughly within the list as a starting point only  Cost effectiveness ranges (0 to 70 QALYs per $1m) may 

extend off the chart; proposals that are completely off the chart or cost saving/cost neutral are detailed in 

the table on the next page; proposals with ranges within 0 to 70 QALYs per $1m and extending outside are 

providing in both the chart below and in the following table  
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Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Table 2. Proposals where cost-effectiveness may be more than 70 QALYs per $1 million. 

Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Table 3. Proposals with zero or negative cost-utility. 

Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Section: 6: Proposal Summaries  

This section has a dossier for each proposal on the Options for Investment list. Where 

multiple proposals are represented by one item, please refer to the name of the item  

When data are not given for a Factor, the following terms are used:  

No difference: Evidence found that shows no material difference or effect  

None identified: Staff searched for relevant evidence and found none. 

Not reviewed: Staff did not seek information on this Factor. 

For more information on any proposal, refer to the Technology Assessment Report, to the 

relevant Objective file, or to the proposal’s records in PharSight. 

If you are reading this document on screen, select the Word menu option View | Navigation 

Pane.  Click on the dossier’s name to jump to the page.  
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Freestyle Libre Flash Glucose Monitoring System-Type 1 diabetes 

Latest Clinical Recommendation: No Formal Recommendation from PTAC, 23/05/2019  

Comparator: Finger-prick blood glucose (FPBG) monitoring via a blood glucose meter  

 

NEED 

Condition: Type 1 diabetes mellitus is a chronic disease resulting from the autoimmune 
destruction of pancreatic beta cells resulting in insulin deficiency  Loss of endogenous 
insulin can lead to hyperglycemia and life threatening ketoacidosis  

Health need of the person: Insulin is used to prevent severe hyperglycemia and 
ketoacidosis, but maintaining glucose levels within the normal range is difficult. Over
treatment results in hypoglycemia, which can range from mild and uncomfortable to life-
threatening.  

Health Need Of Family Whānau and Others: Evidence is emerging of significant 
caregiver stress among parents of children and adolescents with type-1 diabetes (Grover 
et al. Perspect Clin Res. 2016;7(1):32 39). The evidence is unclear regarding whether 
increased monitoring using the newer technology increases or reduces caregiver stress  

Availability of existing alternatives: Self monitor using a blood glucose meter between 
4 to 10 times per day (finger prick). 

Māori Health Areas of Focus: No 

Māori health need: None identified  

Impact on population groups experiencing disparities: None identified 

Government condition priorities: No 

 

 

HEALTH BENEFITS 

Health benefit to the person:  Freestyle libre flash glucose monitoring system has been 
shown to decrease the amount of time a patient spends within the hypoglycaemic range 
per day, the number of severe hypoglycemia events per day  Some evidence has been 
provided to suggest an improvement in quality of life compared to FPBG monitoring. 

Health benefit to family, whanau:  Probably reduction in caregiver stress resulting from 
remote monitoring of blood glucose levels via the Freestyle device  This is likely to be 
even more so overnight when the current method requires waking a child and 
undertaking a finger prick. Furthermore, the device may allow carers more freedom to 
leave the patient in the care of others  Conversely, some data indicates that the 
increased granularity of data available can increase the burden of stress to carers. 

Health benefit to others:  QALYs gained per person treated (lifetime NPV @3.5%) 
Probable reduction in stress for teachers / teacher aides who are involved in the daily 
care of children and adolescents whilst they are at school. 

Consequences for health system: Freestyle libre flash glucose monitoring system 
could conceivably reduce the number of required emergency department admissions, 
and the number of diabetes related complications requiring treatment via the health 
system. The exact impact is unknown. 

Government system priorities: No  
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cost effectiveness, Government priorities, and suitability, and below
, on basis of lower health need and cost-effectiveness.

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Withheld under section 9(2)(b)(ii), 
9(2)(ba)(i) and 9(2)(j)Withheld under section 9(2)(b)

(ii)  9(2)(ba)(i) and 9(2)(j)
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Final review and confirmation of rankings
Staff confirmed the rankings of all the proposals on the Options for Investment list.

Out of scope

Out of scope

Out of scope
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Explanation of the PHARMAC Options for Investment list
The Options for Investment list records the relative ranking of proposals for investment, to be progressed
when it is affordable and practical to do so  The list contains proposals that have health gains and have
sufficient information to be prioritised using PHARMAC’s Factors for Consideration. Proposals can then be
compared with each other to derive a relative ranking for investment. An explanation of the columns in the
list follows:

Priority The ranking of proposals within the Options for Investment list.
Proposal The name of the product, or a description of the group of products
Indication A general description of the restrictions that the product would be funded for or widened to. The
actual restrictions placed on a funded proposal may be more detailed
PTAC priority Latest clinical recommendation, usually high, medium, low, or decline. Represents PTAC’s
overall opinion of the proposal with respect to all of the Factors for Consideration. Subcommittee
recommendations are marked as such
Health Need – A proxy measure of the Health Need of the average patient, being estimated numbers of
Quality Adjusted Life Years lost because of the condition, over a full lifetime under standard care.
QALYs per $1m Cost effectiveness results are presented as ranges to capture the uncertainty in input
variables. The likely range represents PHARMAC’s best estimate of cost-effectiveness. The possible range,
shown in brackets, captures more of the uncertainty in the analysis and is obtained by varying more inputs
and over a wider range
5-year NPV to the HML – the cost to the Hospital Medicines Budget over the first five years of listing (net
present value, discounted at 8% p.a.). Note that this is reported as a separate column despite the HML and
other Pharmaceutical Budgets being merged effective 1 May 2018.
5-year NPV to the CPB the cost to the Combined Pharmaceutical Budget over the first five years of listing
(net present value, discounted at 8% p.a.), excluding costs in the HML column.
HML cost first 12 months the cost to the Hospital Medicines Budget in the 2019/20 fiscal year, assuming
the earliest possible listing date.
CPB cost first 12 months the cost to the rest of the Combined Pharmaceutical Budget in the 2019/20 fiscal
year, assuming the earliest possible listing date.
Cumulative Pharmaceutical Cost (HML+CPB) impact on 2019/20 This column shows the estimated total
budget impact (CBP+HML) in the 2019/20 financial year, it counts all proposals up to and including the
current row. Each proposal’s impact on the cumulative expenditure depends on how soon it could
practically be funded, with proposals that begin later in the year having less impact  At the time of the
meeting, we estimated that if a proposal was not already being consulted on, then the earliest it could be
funded would be December 2nd, 2019  Proposals that have known reasons for later listing dates have less
impact on the 2019/20 fiscal year.

New proposals are in bolded blue. Updated proposals are in bolded blue and begin with *RR*.
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PHARMAC’s Options for Investment list ranked by Factors for Consideration, as at 10th December 2019
Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Prioritisation Paper  

Prioritisation Meeting to be held at the PHARMAC Office on  

Tuesday 3 March 2020 

 

Contents  

In addition to the Prioritisation meeting agenda document, please refer to the following sections of 

this paper for information on new proposals, proposals currently ranked on the Option for 

Investment list and key consideration documentation.  

• Section 1: Prioritisation meeting format (page 2) 

• Section 2: Factors for Consideration (page 3) 

• Section 3: Health need (page 5) 

• Section 4: Cost-effectiveness (page 17) 

• Section 5: Government health priorities (page 22) 

• Section 6: Proposal Summaries (page 23) 
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Section 2: Factors for consideration  

Factors are presented here in the order they are listed in decision papers, without implying any 
ranking or relative importance. 
 

Need 

• The health need of the person 

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

• The health need of family, whānau, and wider society 

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

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

• Government Health Condition Priorities 

Health Benefits 

• The health benefit to the person 

• The health benefit to family, whānau and wider society 

• Consequences for the health system 

• Government Health System Priorities 

 

Suitability  

• The features of the medicine or medical device that impact on use by the person 

• The features of the medicine or medical device that impact on use by family, whānau and 
wider society 

• The features of the medicine or medical device that impact on use by the health workforce 

 

Costs and Savings  

• Health related costs and savings to the person 

• Health-related costs and savings to the family, whānau and wider society 

• Costs and savings to pharmaceutical expenditure 

• Costs and savings to the rest of the health system 
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Figure 1: PHARMAC Factors for Consideration 

  rel
ea

se
d under 

the

Offic
ial

 In
form

ati
on Act



 
 
 

Page 5 of 239 
 

Section 3: Health Need.  

These graphs show estimates of the health loss experienced by an average or typical patient in 

the relevant cohort with currently funded treatments for treatments on the current prioritisation 

list  They do not reflect the effect of the new products under consideration  Each bar starts at the 

average age of onset of the specific disorder in question. Absolute values are shown in a 

separate table. 

 

 

 

rel
ea

se
d under 

the

Offic
ial

 In
form

ati
on Act









 
 
 

Page 17 of 239 
 

Section 4: Cost effectiveness  

Previously ranked proposals are shown in existing priority order  New proposals are placed 

roughly within the list as a starting point only. Cost effectiveness ranges (0 to 70 QALYs per 

$1m) may extend off the chart; proposals that are completely off the chart or cost-saving/cost

neutral are detailed in the table on the next page; proposals with ranges within 0 to 70 QALYs 

per $1m and extending outside are providing in both the chart and the table  
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Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Table 2 Proposals where cost effectiveness may be more than 70 QALYs per $1 million 
Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Section: 6: Proposal Summaries  

This section has a dossier for each proposal on the Options for Investment list  Where multiple 

proposals are represented by one item, please refer to the name of the item. 

When data are not given for a Factor, the following terms are used:  

No difference: Evidence found that shows no material difference or effect. 

None identified: Staff searched for relevant evidence and found none  

Not reviewed: Staff did not seek information on this Factor  

For more information on any proposal, refer to the Technology Assessment Report, to the 

relevant Objective file, or to the proposal’s records in PharSight. 

If you are reading this document on screen, select the Word menu option View | Navigation 

Pane   Click on the dossier’s name to jump to the page   
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Clinical advice indicates that an increase to clinic time per patient is likely due to the increase in 
data generated by FreeStyle libre. This cost has been unaccounted for in this BIA. 
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Proposals re prioritised with updated information
Freestyle Libre Flash Glucose Monitoring System - Type 1 diabetes
(PHARMConnect)
Staff considered the information provided, and noted that this proposal was previously
ranked for a subpopulation of patients with type one diabetes that the Diabetes
Subcommittee had advised had a greater health need compared to the wider T1DM
population, namely, those under the age of 18 years of age and women who were
pregnant or were planning pregnancy.
PHARMAC staff noted that funding of the previously ranked subpopulation was not
possible in practice and considered it was more appropriate to consider funding of all
T1DM patients. As a result, this updated proposal was noted to supersede the previously
ranked proposal
The group noted that T1DM patients who use flash glucose monitoring experience a
health benefit from not having to test their blood sugars with a finger prick test regularly
through the day, less risks and impacts from hypoglycaemia and having less fear of
going into a hypoglycaemic state when compared to the current status quo of finger prick
testing. This health benefit is balanced with the cost of the device and its consumables,
as well as a reduction in the number of test strips used daily. Staff noted that although
the prevalence of type 1 diabetes in Māori is lower than non Māori diabetes, the severity
of disease is greater for Māori. In addition, it was noted that diabetes in general is a
Māori health area of focus and a Government health priority.
FreeStyle Libre flash glucose monitoring system was ranked on Options for
Investment list  The relative rank of the proposal was unchanged from when it was
previously considered in December 2019. The rationale minuted at the December 2019
meeting is outlined below:

‘Freestyle Libre Flash Glucose Monitoring System Type 1 diabetes was ranked
above , on basis of cost
effectiveness, Government priorities, and suitability, and below 

, on basis of lower health need and cost-
effectiveness’

Out of scope
Out of scope
Out of scope
Out of scope

Out of scope

Out of scope
Out of scope
Out of scope
Out of scope
Out of scope

Out of scope

Out of scope

Out of scope
Out of scope

Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
Withheld under 

section 9(2)(b)(ii), Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) 
and 9(2)(j)
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Review of the Options for Investment List
Staff confirmed the rankings of all the proposals on the Options for Investment list.

Explanation of the PHARMAC Options for Investment list
The Options for Investment list records the relative ranking of proposals for investment,
to be progressed when it is affordable and practical to do so. The list contains proposals
that have health gains and have sufficient information to be prioritised using
PHARMAC’s Factors for Consideration  Proposals can then be compared with each
other to derive a relative ranking for investment An explanation of the columns in the list
follows:

Priority The ranking of proposals within the Options for Investment list
Proposal The name of the product, or a description of the group of products
Indication A general description of the restrictions that the product would be funded for
or widened to. The actual restrictions placed on a funded proposal may be more
detailed
Health Need A proxy measure of the individual Health Need (disease severity) of the
average patient, being estimated numbers of Quality Adjusted Life Years lost for a
person because of the condition, over a full remaining lifetime under standard care,
compared with full health expectancy
QALYs per $1m Cost effectiveness results are presented as ranges to capture the
uncertainty in input variables. The likely range represents PHARMAC’s best estimate of
cost-effectiveness. The possible range, shown in brackets, captures more of the
uncertainty in the analysis and is obtained by varying more inputs and over a wider
range.
5-year NPV to the CPB the cost to the Combined (hospital and community) Medicines
Budget over the first five years of listing (net present value, discounted at 8% p.a.).
5-year NPV to the DHB – the cost to the DHB Budget over the first five years of listing
(net present value, discounted at 8% p a )
New proposals are in blue. Updated proposals are in green.

Out of scope
Out of scope
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PHARMAC’s Options for Investment list ranked by Factors for Consideration, as at 3rd June 2020
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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 ]

draf
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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).

draf
t

rel
ea

se
d under 

the

Offic
ial

 In
form

ati
on Act



5
A1371290

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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Background 1 

• Proposal received in November 2017

• Diabetes Subcommittee March 2019 – High priority 

• PTAC May 2019 
• Unable to endorse the Subcom priority based on quality of evidence, absence 

of HR-QOL benefit and uncertain health need

• Proposal did not fit well in medicine assessment framework and may be more 
appropriately considered as a medical device. 

• PTAC and Subcommittee’s may not have the skills to assess this type of 
technology rel
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Background 2

• HE assessed taken to December 2019 Prioritisation 
• Significant changes between pre-prioritisation and prioritisation 

• Different HE taking on work 
• Peer review and complete previous work 

• Update BIA for a wider group of type 1 diabetes patients. 
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PICO
Intervention: Freestyle Libre Flash Glucose Monitoring System 

Comparator: self-monitor using a blood glucose meter

The targeted patients are (Initial application): Initial application – only from a relevant specialist or nurse practitioner. Approvals valid 

for 9 months for applications meeting the following criteria:

All of the following:

1. Patient has type 1 diabetes or has undergone a pancreatectomy or has cystic fibrosis-related diabetes; and

2. Either:

2.1. Patient is aged 18 years or under; or

2.2. Patient is aged over 18 years; and

2.3. Any of the following:

2.3.1. Patient has impaired awareness of hypoglycaemia and has been admitted to hospital at least twice in the previous 12 months with 

hypoglycaemia requiring medical intervention; or

2.3.2. Patient has been admitted to hospital at least twice in the previous 12 months with diabetic ketoacidosis; or

2.3.3. Patient is pregnant, breastfeeding, or actively planning pregnancy.

Outcomes: hours in hypo, severe hypo events, costs 
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Pre-Prioritisation Meeting Minutes 19 May 2020 

 
 
Attendees  
 
Presenter: Tal Sharrock  
 
HEs: Eric Matthews, Hayden Spencer, Vivienne R, Evan Hinds, Ben Campbell-Macdonald 
(manager) 
 
TGMs/FAAs: Laura Baker, Danae Staples Moon, Logan Heyes, Peter Yoo, Andrew Oliver, 
Emily Clarke, Gina Armstrong, Beth Caudwell 
 
MDs: Scott Metcalfe, Peter Murray 
 
Policy: [policy analyst name, title] 
 
Analysis: [analyst name, title] 
 
Maori Responsiveness: [team member name, title] 
 
Access Equity: [team member name, title] 
 
Other: 
 
Discussion 
 
Vismodegib 
 

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope
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Freestyle libre (re-rank) 

 

• The proposal background was noted.  

• Application for type 2 insulin dependants? Yes handling separately currently receiving 
clinical advice. 

• The proposal PICO was noted 

• Model structure, costs and utilities noted 

• Happy with decrease of 7 test strips per day? Maybe check offline? Tested in sensitivity 
analysis.  

• Happy with HU increment  Hayden noted the evidence was uncertain regarding this? 
Scott- plausible that there would be a decrement in HU 

• Happy with utility decrement of 0 03? Scott to check study offline related to HU 
decrement 

• Scott wondering if 10 per day pricks was at the high end, which would influence the 
HU and the cost offset. Didn’t realize it was quite sensitive and so might require further 
input   

• Reality is that patients with this they will use it entirely and use the sensor entirely and 
only prick once a fortnight  Due to nature of peoples laziness  Believe they are only 
meant to use the sensor alongside normal pricking  

•  

 

Action items 

o Take offline to look further at the evidence 

   

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

Out of scope

O
u

Out of scope

Out of scope

Out of scope

Out of scope
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Where we are at:
• Proposal for Special Authority group was taken to Prioritisation

in December 2019
• Proposal for all type 1 diabetes to go to Prioritisation in June

2020
• Update BIA for wider group
• Decision that definition of patients in the SA group was not ‘do-able’ in reality

– wider group to supersede the SA group as a proposal on the OFI
• Different HE, wanted to check CUA assumptions has there appeared to

change made between pre-prioritisation and prioritisation in Q4 2019 which
had a large impact on results.

• Discussion at pre-prioritisaiton 2020 re-assumptions – decision to continue
discussion at a hot topic (i.e now)
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Key assumptions to consider today

• Incremental utility gain
• Offsets

• Reduction in insulin strips
• Decrease in hospital admissions as a result of reduction in hypos

What should be the base-case values?
What should be a sensitivity analysis values?
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Utility 2:

• Assumes no gain from finger pricking – could be zero
• Some utility gain for decreased time in hypo/resulting in

hospitalisation
• 0.995 (fear of hypo episode -source unknown)
• 0.85 (hypo episode – source unknown)
• Incremental of 0.145 per year or 0.0000166 per hour
• IMPACT – decrease in 1.18 hrs (x above value)
• Current utility lower limitrel
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Appendix slides for reference if required
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PICO
Intervention: Freestyle Libre Flash Glucose Monitoring System

Comparator: self-monitor using a blood glucose meter

The targeted patients are (Initial application): Initial application – only from a relevant specialist or nurse practitioner. Approvals valid
for 9 months for applications meeting the following criteria:

All of the following:

1. Patient has type 1 diabetes or has undergone a pancreatectomy or has cystic fibrosis-related diabetes; and

2. Either:

2.1. Patient is aged 18 years or under; or

2.2. Patient is aged over 18 years; and

2.3. Any of the following:

2.3.1. Patient has impaired awareness of hypoglycaemia and has been admitted to hospital at least twice in the previous 12 months with
hypoglycaemia requiring medical intervention; or

2.3.2. Patient has been admitted to hospital at least twice in the previous 12 months with diabetic ketoacidosis; or

2.3.3. Patient is pregnant, breastfeeding, or actively planning pregnancy.

Outcomes: hours in hypo, severe hypo events, costs

rel
ea

se
d under 

the

Offic
ial

 In
form

ati
on Act







A1393385 3

The utility values and how they were derived in the original PHARMAC economic analysis
was presented for both the base-case, lower sensitivity limit and upper sensitivity limit (see
slides for detail)

 Consensus was reached that the baseline health state utilities associated with glucose
monitoring devices as reported in the Matza et al 2017 paper were plausible and
appropriate to base our economic modelling on. These estimates were:

o 0.851 for conventional monitoring (FPGM)
o 0.882 for flash glucose monitoring

 These baseline health state utilities resulted in an incremental HRQOL of 0.031 gained
per year for patients using flash glucose monitoring compared to patients using FPGM.

 Group considered that the Matza el al 2017 paper represented the best currently
available evidence to inform the HRQOL increment that could realistically be obtained
from using flash glucose monitoring vs finger-prick glucose monitoring. The group also
acknowledged that there were known limitations with the Matza et al 2017 study
design, and that other HTA agencies had considered the evidence constituted low
grade evidence.

 The group further noted that there is a considerable body of HRQOL data likely to
emerge in the short to medium term, including an EQ-5D study currently being
conducted in New Zealand in adolescents with T1DM.

 It was noted that the Matza et al 2017 findings informed the economic modelling for
FreeStyle Libre® as undertaken by Healthcare Improvement Scotland and that
considerable effort had been undertaken to validate the economic analysis via external
peer review conducted at the University of Edinburgh

 It was noted that the original PHARMAC analysis (as informed the original December
2019 ranking) incorporated an improbably high HRQOL value to inform the high
possible CUA estimate as currently ranked on the OFI.

o The group noted that the earlier high possible CUA estimate was based on the
upper limit (i e  top of the 95% confidence interval) of estimated HRQOL as
reported in the Matza et al 2017 paper (0 083)

 The group felt that the gain of less time in hypos and accompanying improvement in
HRQOL (as originally estimated in the PHARMAC analysis informing the December
2019 ranking) was reasonable to include in the base case of this updated analysis.

o The reduction in time spent in hypoglyacaemia due to flash glucose monitoring
was informed by the results of the Bolinder et al 2016 paper (reduction of 1 18
hours per day)

 The group felt that it was also appropriate to add the utility gain that would occur as a
result of a lower fear of hypo events in general with free style.

o The group noted the values already presented from TAR68 that living with fear
of hypo events has a QOL of 0 995 or a loss of 0 005 from full health

o The group considered that flash glucose monitoring would not alleviate all of
this health loss but assuming a proportion of it would be alleviated was
reasonable.
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 It was noted that the supplier had considered a median of 6 test strips per day was
appropriate to inform the supplier provided CUA modelling. It was noted that this
estimate of 6 had been informed by a study conducted in Australia (Miller et al.
Diabetes Care. 2013;36(7):2009-14)

 Group considered that that NZ paper was more relevant and up to date.

 Group considered it would be appropriate to use a daily average of 0.5 test strips in
the intervention arm as per the IMPACT trial and 4 per day in the comparator arm
Group agreed that sensitivity analysis with 6 and 10 daily test strips in the comparator
arm only should be modelled.

Other offsets

 Group noted that as is the case currently, cost-offsets from a small reduction in
hospitalisations was appropriate to include in the base-case

 Group noted that results published in the SELFY study suggested that patients using
FreeStyle Libre® were likely to consume a 4% higher insulin daily dose (IDD)
compared to patients using FPGM.

o The group considered that it was difficult to establish whether a 4% higher
IDD constituted a clinically significant difference that could be extrapolated
to the wider T1DM population.

o Consensus was reached that it was appropriate to acknowledge the
possibility of a marginally higher IDD qualitatively in the TAR, though not to
include this uncertain incremental cost in the updated modelling.
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AGENDA

Prioritisation Meeting

To be held at the PHARMAC Office on

Tuesday 2 June 2020

Overall Agenda

1. Overview of meeting process

2 Acknowledgement of proposals funded since the last prioritisation meeting

3 Ranking of proposals on the ‘only if cost neutral or cost saving’ list

4 Ranking of proposals on the ‘recommended for decline’ list

5. Miscellaneous changes to proposal status to be acknowledged

6. Prioritisation of new proposals to the Options for investment list

7. Re-prioritisation of the proposals on the Options for investment list with updated information

8. Consideration and confirmation of al ranked prioritisations lists

9. Budget boundaries

Prioritisation Paper (Supplementary material)

Please refer to the Prioritisation Paper for information on new proposals, proposals currently ranked on
the Option for Investment list and key consideration documentation.

 Section 1: Overview of meeting format

 Section 2: Factors for Consideration

 Section 3: Health need

 Section 4: Cost effectiveness

 Section 5: Government health priorities

 Section 6: Proposal summaries
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Content

1. Zoom polling

2. Proposals funded since the last meeting

3. Proposals recommend to the ‘cost-neutral/cost-saving’ list

4. Proposals ‘recommend for decline’

5. New items to be ranked on the OFI list

6. Re-rank items to the OFI list

7. Miscellaneous changesrel
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Zoom polling

• Zoom polling to assist ranking

• Question, should this proposal be moved?
• Move up

• Move down

• Remain in place

• Please ensure you have joined the zoom meeting on your 
laptop/tablet, to participate in polling.
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Page 1 of 243 
 

Prioritisation Paper  

Prioritisation Meeting to be held at the PHARMAC Office on  

Tuesday 2 June 2020 

 

Contents  

In addition to the Prioritisation meeting agenda document, please refer to the following sections of 

this paper for information on new proposals, proposals currently ranked on the Option for 

Investment list and key consideration documentation.  

• Section 1: Prioritisation meeting format (page 2) 

• Section 2: Factors for Consideration (page 3) 

• Section 3: Health need (page 5) 

• Section 4: Cost-effectiveness (page 18) 

• Section 5: Government health priorities (page 22) 

• Section 6: Proposal Summaries (page 24) 
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Section 2: Factors for consideration  

Factors are presented here in the order they are listed in decision papers, without implying any 
ranking or relative importance. 
 

Need 

• The health need of the person 

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

• The health need of family, whānau, and wider society 

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

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

• Government Health Condition Priorities 

Health Benefits 

• The health benefit to the person 

• The health benefit to family, whānau and wider society 

• Consequences for the health system 

• Government Health System Priorities 

 

Suitability  

• The features of the medicine or medical device that impact on use by the person 

• The features of the medicine or medical device that impact on use by family, whānau and 
wider society 

• The features of the medicine or medical device that impact on use by the health workforce 

 

Costs and Savings  

• Health related costs and savings to the person 

• Health-related costs and savings to the family, whānau and wider society 

• Costs and savings to pharmaceutical expenditure 

• Costs and savings to the rest of the health system 
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Figure 1: PHARMAC Factors for Consideration 
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Section 3: Health Need.  

These graphs show estimates of the health loss experienced by an average or typical patient in 

the relevant cohort with currently funded treatments for treatments on the current prioritisation 

list  They do not reflect the effect of the new products under consideration  Each bar starts at the 

average age of onset of the specific disorder in question. Absolute values are shown in a 

separate table. 
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Section 4: Cost effectiveness  

Previously ranked proposals are shown in existing priority order  New proposals are placed 

roughly within the list as a starting point only. Cost-effectiveness ranges (0 to 70 QALYs per 

$1m) may extend off the chart; proposals that are completely off the chart or cost saving/cost

neutral are detailed in the table on the next page; proposals with ranges within 0 to 70 QALYs 

per $1m and extending outside are providing in both the chart and the table   
Withheld under section 9(2)(b)(ii), 9(2)(ba)(i) and 9(2)(j)
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Section: 6: Proposal Summaries  

This section has a dossier for each proposal on the Options for Investment list  Where multiple 

proposals are represented by one item, please refer to the name of the item. 

When data are not given for a Factor, the following terms are used:  

No difference: Evidence found that shows no material difference or effect. 

None identified: Staff searched for relevant evidence and found none  

Not reviewed: Staff did not seek information on this Factor  

For more information on any proposal, refer to the Technology Assessment Report, to the 

relevant Objective file, or to the proposal’s records in PharSight  

If you are reading this document on screen, select the Word menu option View | Navigation 

Pane   Click on the dossier’s name to jump to the page   
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