


2. Do you consider that there is sufficient evidence to demonstrate that the health benefit of 
the two agents in combination would be different to the clinical benefit of just adding the 
benefit observed by each individual agent together? Please provide citations.  

3  If the special authority criteria were amended to allow co prescribing of a SGLT 2 inhibitor 
and a GLP 1 agonist, how would this change the patient number estimates previously 
provided?  

a. What proportion of the 48,000 patients do you consider would likely take both a 
SGLT-2 inhibitor and GLP-1 agonist concurrently? 

b. How would this change over time (e.g. would people commence first on one, and 
then add the other if control was suboptimal, or would people be likely to 
commence on both at the same time?) 

 
 

2. Requirement for baseline anti-diabetic medicines 
 
Background:  
The proposed special authority criteria includes the requirement that the “patient has not achieved 
target HbA1c (of less than or equal to 53 mmol/mol) despite maximum tolerated doses of oral 
antidiabetic agents and/or insulin for at least 6 months”. This criterion was left intentionally broad to 
allow for clinician judgement in what would be reasonable for an individual patient. On review of the 
consultation feedback, we consider it would be reasonable to provide further clarification on this 
criteria and seek your advice on appropriate wording. At this time we are not considering funding 
the use of empagliflozin or dulaglutide before an adequate trial of metformin, or to remove the 
HbA1c target.  
 
PHARMAC staff propose the following, based on the feedback received; 

 Patient has not reached target HbA1c (of less than or equal to 53 mmol/mol, despite 
maximum tolerated dose of at least one oral hypoglycaemic agent (e.g. metformin) and/or 
insulin for 6 months or longer 

 
Questions to the Subcommittee: 

1  Is the proposed wording for the baseline treatment criterion clinically appropriate and clear? 
a. If no, how do you propose it be amended to make the intent of the criteria clear to 

clinicians?  
 
 

3. Use in paediatric patients with type 2 diabetes 
 
Background: 
The proposed special authority criteria have been developed to target high risk individuals, in line 
with the strongest clinical data  The current wording includes 5 year cardiovascular risk as one 
method of defining this group. We are not aware of a validated lifetime risk calculator that is readily 
available for use in practice in New Zealand, including for use in children. We have received feedback 
from some stakeholders that the unmet need in paediatric type 2 diabetes (particularly in Māori and 
Pacific) may not be addresses by these criteria. We are also conscious that the strength and quantity 
of evidence for use in this group is limited and that empagliflozin (with and without metformin) is 
not approved by Medsafe for use in people under the age of 18, and we would anticipate the same 
is likely to apply for dulaglutide  Our reading of international guidelines is that the views appear to 
be conflicting on this matter. 
One respondent has proposed that if a criteria were included to allow the use of these medicines in 
people with type 2 diabetes diagnosed under the age of 16, that this would result in fewer than 20 
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additional people being eligible, but would serve to enhance . The respondent has not indicated 
whether this number represents incidence or prevalence, nor provided any data to support this. We 
therefore seek the Subcommittee’s advice on this topic. 
 
Questions to the Subcommittee: 

1  Noting that SGLT 2 inhibitors and GLP 1 agonists are unapproved (or unlikely to be 
approved) for use in people under the age of 18, and considering international treatment 
guidelines, would it be clinically appropriate for a SGLT-2 inhibitors and/or GLP-1 agonists to 
be prescribed to people under that age of 18?  

a. Please provide citations for evidence to support this recommendation if appropriate 
2  If the SA was amended to permit us in children under the age of 18 regardless of CVD risk, 

how many additional patients would you expect to be eligible each year (incident and 
prevalent)? 

a. What data sources are you aware of to inform an estimate of patient numbers for 
the paediatric type 2 diabetes population? 

3  Do you support amendment of the proposed special authority criteria to enable use in 
paediatric patients? 

a  If yes, what wording would you suggest? 
b. If yes, do you consider the prescriber types should be limited in any way? 

 
 
I appreciate I am asking a lot of you, but your advice at this point in the process is incredibly helpful. 
If you are able to respond to me by 12 noon on Monday 5th October, I would very much appreciate 
it. 
 
If there is anything further I can provide to assist you in responding to these questions then please 
let me know  Please also note you can claim for reimbursement for the time spend in providing this 
advice. 
 
Ngā mihi nui, 
 
Elena 
 
Elena Saunders | Therapeutic Group Manager 
___________________________________________________________________ 
PHARMAC | Te Pātaka Whaioranga | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington  
Cell:  | DDI:  | P: +64 4 460 4990 | www.pharmac.govt.nz 

 
 
Proposed Special Authority criteria:  
 
Initial application from any relevant practitioner.  
 
Approvals valid without renewal for applications meeting the following criteria:  
 
All of the following:  
1. Patient has type 2 diabetes; and  
2. Patient has not achieved target HbA1c (of ≤53 mmol/mol) despite maximum tolerated doses of 
oral antidiabetic agents and/or insulin for at least 6 months; and  
3  Treatment is to be used in conjunction with other measures to reduce cardiovascular risk in line 
with current standard of care; and  
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From: Elena Saunders  
Sent: Monday, 5 October 2020 3:38 pm 
To: Diabetes Subcommittee < > 
Cc: 'Tal Sharrock ( )' < >; Peter Murray 
< >; Adam McRae < > 
Subject: RE: PHARMAC  urgent request for advice  SGLT 2 inhibitors and GLP 1 agonists 
 
Tēnā koutou, 
 
Thanks to the two members who have responded. We would really appreciate additional feedback 
on these important points if you are able to respond in the next day or so  
 
Elena 
 
Elena Saunders | Therapeutic Group Manager 

____  
PHARMAC | Te Pātaka Whaioranga | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington  
Cell:  | DDI:  | P: +64 4 460 4990 | www pharmac govt nz 
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For rationing/maximal cost-effectiveness purposes, continuation of GLP1RA (when used in 
combination with SGLT2i) could be recommended only if 10mmol/mol reduction in HBA1c and >=3% 
weight loss is achieved after 6 months (as per NICE 2018) rather than an open indication on the basis 
of CVD risk reduction/renal protection which is afforded by either agent when used on its own   This 
does add complexity to the SA though. 
 

a. How would this change over time (e.g. would people commence first on one, and 
then add the other if control was suboptimal, or would people be likely to 
commence on both at the same time?) 

Most people would commence on SGLT2i first and only add the GLP1RA if the control was 
suboptimal    
  
Questions to the Subcommittee: 
 

2. Is the proposed wording for the baseline treatment criterion clinically appropriate and 
clear?    

a. If no, how do you propose it be amended to make the intent of the criteria clear to 
clinicians?  

  Patient has not reached target HbA1c (of less than or equal to 53 mmol/mol), despite 
maximum tolerated dose of at least one oral hypoglycaemic agent (e.g. metformin) and/or 
insulin for 6 months or longer 

- Yes this is much clearer than before. 
 
  
Questions to the Subcommittee: 

4. Noting that SGLT 2 inhibitors and GLP 1 agonists are unapproved (or unlikely to be 
approved) for use in people under the age of 18, and considering international treatment 
guidelines, would it be clinically appropriate for a SGLT-2 inhibitors and/or GLP 1 agonists to 
be prescribed to people under that age of 18?  

a. Please provide citations for evidence to support this recommendation if appropriate 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5792816/pdf/cpe-27-001.pdf 
https://care diabetesjournals.org/content/39/3/323 
 
I only see young people with diabetes once they are above the age of 16 in my adolescent diabetes 
clinic, so paediatricians on the panel may wish to comment on this further, but among young adults 
aged 16-25, the benefits of SGLT2i and GLP1RA is marked as this population benefits most from 
combination medications without the critical requirement to test capillary blood glucose levels or 
potential for hypoglycaemia or weight gain, given the competing demands of this age group who are 
most vulnerable to poor outcomes at a young age   In my view there is not much difference 
physiologically between aged 16 vs 18 years and rather than this arbitrary threshold, I would 
consider that these drugs are safe and efficacious at all ages  Until the PK and PD studies are 
completed for paediatric patients and phase 3 studies (currently underway for several of these) 
since the white paper was published in Diabetes Care 2016 we won’t be able to have this in 
guidelines of care.   

5. If the SA was amended to permit us in children under the age of 18 regardless of CVD risk, 
how many additional patients would you expect to be eligible each year (incident and 
prevalent)?  

a  What data sources are you aware of to inform an estimate of patient numbers for 
the paediatric type 2 diabetes population? 

https://pubmed.ncbi.nlm.nih.gov/29689124/ 
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Also  is doing a PhD on young adult type 2 diabetes so may have some national 
figures on those aged 15 18.  As an estimate of those aged 16 25 with diabetes in  there 
were 550, but this number is driven predominantly by those aged 18-25 given the higher prevalence 
by age  (email ) 

6. Do you support amendment of the proposed special authority criteria to enable use in 
paediatric patients?  

a. If yes, what wording would you suggest? 
b. If yes, do you consider the prescriber types should be limited in any way? 

  
Yes, youth with type 2 diabetes would benefit greatly but I cannot think of a way to include these in 
the special authority criteria without seeming ageist  Open access would transfer the burden of 
appropriate prescribing to the prescribers! 
 
Hope this helps and keen to hear what the feedback was from others also. 
 
Kind regards 
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Questions to the Subcommittee:
1. Do you consider it would be clinically reasonable to allow co prescribing of a SGLT 2

inhibitor and a GLP-1 agonist? yes
a If yes, what evidence is available to support this? Please provide citations Would

think that the most likely pragmatic reason to use a combination of agents will be
for patients concerned about weight gain on insulin, but also note the improvement
in other metabolic parameters when using this combination:
https://pubmed.ncbi.nlm.nih.gov/31852920/. Also, occupational drivers, or similar,
who are concerned about work related hypoglycaemia, are likely to want to avoid
insulin and sulphonylureas. In other words, after starting on an SGLT2i and finding
that glycaemic targets are not reached, many patients with type 2 diabetes might
prefer a GLP1 RA to insulin. I accept that these metabolic improvements con
combined therapy might be viewed as intermediate endpoints and we have no long
term CV or renal outcome studies of the combination of therapies, however this
general approach is I believe compatible with ADA guidelines e.g.
https://care diabetesjournals org/content/diacare/43/Supplement 1/S98/F1 large.j
pg

b If no, what additional evidence do you consider would be required in order to
evaluate this?

2. Do you consider that there is sufficient evidence to demonstrate that the health benefit of
the two agents in combination would be different to the clinical benefit of just adding the
benefit observed by each individual agent together? Please provide citations. Sorry your
question does not make sense to me – it seems to imply that you are looking for a
synergistic, rather than additive benefit (?), so am probably answering a different question
to the one posted by you: There might be an assumption that the body weight advantages
of using a combination of these medications that does not include insulin (or includes insulin
at low dose), would have secondary physical and psychological benefits.

3 If the special authority criteria were amended to allow co prescribing of a SGLT 2 inhibitor
and a GLP-1 agonist, how would this change the patient number estimates previously
provided?

a. What proportion of the 48,000 patients do you consider would likely take both a
SGLT-2 inhibitor and GLP-1 agonist concurrently? Assuming that the funded GLP 1RA
would be an injectable, then most clinicians would prescribe a tablet first of all i.e.
they would prescribe an SGLT2i, before a GLP-1RA. I suspect that clinicians  /
practitioners will be overwhelmed by the number of patients eligible for these
agents, so roll out of combination therapy would be slow. Also, there are associated
complexities of prescribing these agents compared to prescribing a DPP4i e g back-
titration of insulin dose may be complex and the side effect profile needs to be
explained to patients in detail, to encourage ongoing adherence. This will take up so
much in the way of clinical resource that adding in a GLP1 RA near-concurrently will
present clinicians with logistic capacity difficulties (especially as PHARMAC are likely
to fund an injectable GLP1 RA)   The number of eligible patients taking up
combination therapy in the first year may be therefore be low – maybe only 10% of
those starting an SGLT2i?

b. How would this change over time (e.g. would people commence first on one, and
then add the other if control was suboptimal, or would people be likely to
commence on both at the same time?) As clinical confidence is gained, would expect
more uptake of combination therapy in a couple of sequential steps ie SGLT2i then
GLP1 RA maybe a few months later if HbA1c targets are not met, with
commencement of the combination together (or maybe a few weeks apart), being
done only when there is a high level of provider comfort, which in turn would be
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gained from clinical experience over time. Also, as clinical educational skills are
gained in teaching how to use an injectable GLP1 RA, with minimal clinical
resources, then this might become a more popular first line adjunctive agent, in part
because of its greater weight loss effects

Questions to the Subcommittee:
4. Is the proposed wording for the baseline treatment criterion clinically appropriate and clear?

No
a If no, how do you propose it be amended to make the intent of the criteria clear to

clinicians? I think some wording about lifestyle change should be included. If a
patient is metformin intolerant, then the wording as it stands might encourage the
use of a very small amount of say a sulphonylurea, acarbose or insulin, maybe
merely ‘for the paperwork or ‘for show’, not with full therapeutic intent
Acknowledging that it is easy to stay within the ‘letter’ but not the intent of the
current wording i.e. a clinical workaround is easy, I think PHARMAC should aim for
very permissive wording and encourage clinicians to use common sense, not a
clinical work around. Maybe start with a preamble – PHARMAC considers that
metformin remains the first line glucose lowering agent for type 2 DM in Aotearoa /
NZ, for those who have no contraindications to its use and can tolerate it.

An SGLT2i or GLP1-RA may be introduced, with a view to long term prescribing, if:
 The patient continues with lifestyle change
 And has an HbA1c in the last three months  ≥ 53mmol/mol
 And continues to be prescribed one or more ‘standard’ antidiabetic medications such

as metformin and/or insulin, in a clinically appropriate dose
 And has been on one or more ‘standard’ antidiabetic medications for a minimum of

six months in the period immediately prior to commencement on a SGLT2i and /or
GLP1 RA

 Or has documentation of contraindications or side effects to standard anti-diabetic
therapies, which in the opinion of the prescriber would make it clinically
unreasonable to continue with these agents, or to re introduce these agents in
patients who have previously been intolerant to these agents

While wording like this is very long-winded, clinicians would get their ‘head around’ intent,
reasonably quickly, then not need to look this up in the long term.
Questions to the Subcommittee:

1 Noting that SGLT 2 inhibitors and GLP 1 agonists are unapproved (or unlikely to be
approved) for use in people under the age of 18, and considering international treatment
guidelines, would it be clinically appropriate for a SGLT 2 inhibitors and/or GLP 1 agonists to
be prescribed to people under that age of 18? Yes, on ‘compassionate’ grounds e.g. young
patients who are not responding to current clinical advice and management and who in the
opinion of their attending clinician, have a poor medium term prognosis on their current
treatment regimen.

a. Please provide citations for evidence to support this recommendation if appropriate
There are several published case reports of the use of ‘off label’ agents in dire
clinical situations and I would image that this would be the setting in which NZ
physicians would choose to use these agents.

2. If the SA was amended to permit use in children under the age of 18 regardless of CVD risk,
how many additional patients would you expect to be eligible each year (incident and
prevalent)? Minimal – maybe <30 in the first year of prescribing and maybe a prevalence of
<100

a. What data sources are you aware of to inform an estimate of patient numbers for
the paediatric type 2 diabetes population? Publications such as
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https://pubmed.ncbi.nlm.nih.gov/29689124/ help inform total population numbers,
but a quick discussion with paediatric diabetes nurses from around the country is
also likely to provide a ‘head count’ of the number of patients with ‘extreme’
refractory type 2 diabetes under their care, or who are known to them if ‘lost to
follow up’.

3. Do you support amendment of the proposed special authority criteria to enable use in
paediatric patients? yes

a. If yes, what wording would you suggest? Maybe something along these lines: These
medications are not registered for use in children and adolescents aged <18 years
and there are no studies available to inform prescribers about the impact of these
medications on children’s growth and development Prescribing in this setting
should therefore be considered ‘off label’.

b If yes, do you consider the prescriber types should be limited in any way? Yes, under
specialist guidance
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1  Patient has type 2 diabetes; and  
2  Any of the following:  

2 1  Patient has pre existing cardiovascular disease or risk equivalent*; or  
2 2  Patient has an absolute 5-year cardiovascular disease risk of 15% or greater according to a validated 

cardiovascular risk assessment calculator**; or  
2 3  Patient has diabetic kidney disease***; and 

3. Patient has not achieved target HbA1c (of less than or equal to 53 mmol/mol) despite maximum tolerated dose of at 
least one blood glucose lowering agent (eg metformin hydrochloride) for at least 6 months; and  

4  Treatment is to be used in conjunction with other measures to reduce cardiovascular risk in line with current standard 
of care; and  

5  Treatment will not be used in combination with a funded GLP 1 agonist/SGLT 2 inhibitor (deleted as appropriate); and  
6. Treatment must be used as an adjunct to oral antidiabetic therapy and/or insulin 

 
Note:  
*Defined as: prior cardiovascular disease event (i.e. angina, myocardial infarction, percutaneous coronary intervention, 
coronary artery bypass grafting, transient ischaemic attack, ischaemic stroke, peripheral vascular disease), congestive heart 
failure or familial hypercholesterolaemia.  
** If, due to the patient’s young age at diagnosis, the use of a 5-year cardiovascular risk according to a validated risk 
calculator is not appropriate, but the patient is at a high lifetime risk of cardiovascular or renal complications, this 
cardiovascular risk assessment criterion can be completed based on the opinion of the treating clinician.    
***Defined as: persistent albuminuria (albumin:creatinine ratio greater than or equal to 3 mg/mmol, in at least two out of 
three samples over a 3-6 month period) and/or eGFR less than 60 mL/min/1.73m2 in the presence of diabetes, without 

alternative cause. 

 
I also wanted to ensure you had seen the recent publication in NZMJ (attached)  
 
If you have any questions prior to this evening then please let me know. Otherwise, I look forward to 
our kōrerorero then. 
 
Ngā mihi nui, 
 
Elena 
 
Elena Saunders (she/her) | Therapeutic Group Manager 
___________________________________________________________________ 
PHARMAC | Te Pātaka Whaioranga | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington  
Cell:  | DDI:  | P: +64 4 460 4990 | www.pharmac.govt.nz 
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TRWU consider that TPW did not consider equity when developing this proposal on the basis that Māori, 
and Pacific people, are at an inherently higher risk of CV and renal complications in comparison to 
Pākeha. TRWU condier that TPW does not have the equity capability to adequately consider this. TRWU 
consider that the funding of PD L1 inhibitors for melanoma and not for lung is an example where funding 
is implicitly based on ethnicity, and that this is an example of systemic racism towards Māori. TRWU 
maintained their position that, if open access can’t be achieved for the diabetes medicines then an equity 
criterion specifically enabling access for Māori should be added  Some members of TRWU considered 
this would be preferable to open listing as it would be an active action, rather than a passive one. TRWU 
consider that other changes proposed by TPW are minor adjustments that will have no meaningful 
impact on health equity for Māori  TRWU noted a preference to delay listing in order to get this right  
TPW noted that considering the addition of a Māori-specific criterion would be a significant policy 
decision for TPW, and that this would take time to adequately work through and consider. 
 
TPW asked about partnering with this group in future. TRWU noted they are working on a pro bono 
basis, and the future of this group was uncertain. TRWU would welcome financial support from TPW to 
continue its work  TRWU offered help to support TPW in developing its approach to equity, including 
building the case for a Māori-specific criterion. TRWU would be willing to champion this internally and 
externally. 
 
There was not time to discuss the monitoring and implementation activities that were being proposed. 
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microalbuminuria and other complications after they have already disengaged with health care 
services.    
 
So what I would like to point out is that there are a much, much lower numbers of young adults with 
type 2 diabetes than these national VDR figures would suggest, that we actually have accessing 
diabetes care   Whilst the younger bands below in the VDR are probably made up of approximately 
50% with type 1 diabetes, the lack of seeing these young people with T2D in our free adolescent 
clinics is a concerning sign.  Whilst I realise that age thresholds are a tricky one to include in any 
restricted access set of criteria, I do feel that the greatest benefit from these agents would be 
realised by being able to prescribe them in the relatively few people who have such early age of 
onset of type 2 diabetes, at whatever time they engage with either primary or secondary care  
 
I hope that you can take this into consideration  
 
Kind regards 
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Changes in the glycaemic control of 156 adolescents seen at a specialised diabetes clinic

For young patients with diabetes, the early and intensive control of hyperglycaemia can significantly
delay the onset of vascular complications [1] However, avoiding such negative health outcomes
requires sustained effort by both patient and clinician. Adolescents with diabetes present particular
challenges in this regard and a therapeutic partnership is critical when navigating complex
management issues [2] [3]. In recognition of this challenge, recent years have seen the evolution of
specialised adolescent diabetes clinics [4]. Our established publicly-funded clinic is based in

, the most ethnically and economically diverse urban region of New Zealand [5] Using a
retrospective cohort study, we assessed the changes in glycaemic control for a cohort of patients
seen in this clinic

We identified 171 adolescents (aged 16 25 years) seen in our clinic during the 30 month period from
May 2016 to October 2018. This included all patients seen either for the first time or as follow up
from a previous visit. For analysis, we excluded 15 patients who had only been seen once as of
November 1 2018  One of those excluded had attended their first appointment but no subsequent
appointments. The other 14 patients attended their first appointment but the study period ended
before their second appointment was due  This left 156 patients in the study cohort

Of the study cohort, 80 were male and 76 were female. 120 had type 1 diabetes, 35 had type 2
diabetes and one had monogenic diabetes. The median age was 16.7 years (inter quartile range 16.3
– 17.5 years). The median number of clinic encounters was 9 (IQR 6 - 15) over a median 930 days
(IQR 454 – 1673 days)  Europeans were the most prevalent ethnicity, accounting for 48% of the
study population. Pacific people accounted for 29% of the total cohort, but made up almost 2/3 of
those with type 2 diabetes (22/35) New Zealand Māori patients accounted for 10% of the total
cohort, with an unexpected 87% (13/15) having type 1 diabetes.

We compared the study cohort to the total local population of adolescent patients with diabetes –
all of whom are eligible to be seen in our clinic. Using laboratory data from 2018 we identified 548
adolescents in our catchment area with biochemical diabetes (fasting glucose >= 7 0 mmol/L or
haemoglobin A1c (HbA1c) >= 50 mmol/mol on two separate occasions). When compared to this
total adolescent diabetes population, our clinic cohort captured 55% (75/136) of Europeans, 21%
(45/218) of Pacific people and 12% (15/129) of Māori. These numbers suggest patients of non
European ethnicities are under-represented in our clinic.

After anonymising patient data, we compared two HbA1c values for each patient. The “baseline”
value was the HbA1c recorded at the time of first ever clinic contact, whether that was during the
study period or prior. The “last” value was the HbA1c at discharge from clinic, or November 1st 2018
for those not discharged. We analysed our patient group by gender, age at first clinic contact,
diabetes type, ethnicity, number of clinic visits and baseline HbA1c. For “number of clinic visits” we
divided patients based on their having more or less than the median of 10 visits. For “baseline
HbA1c” we divided patients based on an HbA1c above or below 75mmol/mol (normal range < 48
mmol/mol). For each group, we assessed the net difference between the baseline and last HbA1c
values. The metrics for comparison were the mean HbA1c and the proportion of HbA1c values that
were under 65mmol/mol – the usual clinic cut off for maximum acceptable HbA1c. The results of
these comparisons are displayed in table one.

For the group as a whole, the mean baseline and last HbA1c values were 86.9 mmol/mol and 85.2
mmol/mol respectively There were 46 patients with a baseline HbA1c < 65 mmol/mol and 38
patients with a last HbA1c < 65 mmol/mol. Neither of these reductions were statistically significant.
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We identified three factors associated with a statistically significant change in diabetes control. The
first of these was age greater than 16. Patients aged over 16 at referral had an improvement in mean
HbA1c of 10.0 mmol/mol (p<0.02). Those aged under 16 showed a non-significant rise in mean
HbA1c (2 2 mmol/mol, p=0 45) and a significant decline in the percentage with HbA1c <
65mmol/mol (10.4%, p<0.05). The second factor associated with significant improvement was higher
baseline HbA1c. A baseline HbA1c > 75mmol/mol was associated with a 10.8mmol/mol
improvement in mean HbA1c (p<0.001) and a 5.3% rise in the percentage achieving target HbA1c
(p<0.01). Meanwhile, those with baseline HbA1c < 75 mmol/mol had worsening of both the mean
HbA1c (+12 1 mmol/mol, p<0 001) and the proportions achieving target HbA1c ( 21 0%, p<0 01) The
third factor associated with a significant change was Māori ethnicity. Māori patients experienced a
10 3 mmol/mol worsening of mean HbA1c (p<0 01) during the study period

An unanticipated outcome was a lack of association between HbA1c change and the number of clinic
visits. Our study was not able to investigate how this observation relates to the efficacy of the
adolescent clinic resources. Similarly, we could not assess how HbA1c results may have differed
without clinic input We note that previous evaluations of adolescent diabetes clinics have found
similar results to ours [3] [6] [7]. There were no differences in HbA1c change by gender or type of
diabetes

We also note that within the nationalised New Zealand healthcare system the sodium glucose co-
transporter 2 inhibitors (SGLT2i) and glucagon like peptide 1 receptor agonists (GLP1 RA) are not yet
funded. These agents carry a low risk of hypoglycaemia and weight gain and convey renal and
cardiovascular benefits  Once these agents are available we anticipate high uptake and improved
outcomes amongst adolescent patients with type 2 diabetes.

In summary, this study identified no significant change in hyperglycaemia for an adolescent cohort
attending a specialised diabetes clinic. Additionally, we identified worsening control for those who
entered the clinic at a younger age, had less severe hyperglycaemia at baseline or were of Māori
ethnicity. At this point, we lack sufficient data to assess the contribution of our clinic to the
glycaemic trajectory of these patients Similarly, it is not clear why those aged over 16 or with severe
hyperglycaemia tended to improve with clinic input. Despite our focus on overcoming societal
barriers to healthcare, we could not achieve equity in health outcomes for our high risk patients [4]
[8] [9]. The apparent lack of engagement with those of Māori or Pacific ethnicity is an additional
concern. Our data suggest that current best-practice adolescent clinic design may be inadequate for
certain high-risk groups Improving health outcomes for our most vulnerable patients is a high
priority that requires fit for purpose co designed services and active mitigation of barriers to
healthcare.
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capability of clinical advisory groups, including in the last recruitment round for PTAC  But 
again, our mahi and approach to this is developing, and we are very open to further ideas and 
kōrero  

We are very keen to progress with the funding of these treatments, but we also want to 
appropriately consider, and respond to, the concerns you and others have raised during 
consultation. We are currently formally working through all the consultation feedback and 
considering the range of issues and views raised  We are mindful of the wero you and others 
have given us to get this right for Māori and for New Zealand, and again we appreciate the 
wider opportunities this affords. 

We appreciate Te Rōpū Whakakaupapa Urutā offer to support us in developing our approach 
to equity, and we will be in touch again over the next couple of weeks to progress further 
discussions with you about this.

Again, thank you for your feedback and time, and it will be good to be working more on this 
together; kia mahi tahi tātou

Ngā manaakitanga,
Nāku noa, nā

Dr Scott Metcalfe (he/him) MBChB DComH FAFPHM(RACP) FNZCPHM FNZMA

Chief Advisor Population Medicine / Deputy Medical Director
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From: Rachel Read  
Sent: Wednesday, 4 November 2020 11:20 am 
To: Amber Coyle < >; Hina Davis < > 
Cc: Adam Bennet < >; Julian Robins 
< >; Richard Trow < >; 

; Fiona Ryan < >; Lizzy Cohen 
< >; Jane Wright < > 
Subject: Decision delayed for two new diabetes treatments  
 
Kia ora Amber and Hina 

This is a ‘no surprises’ update for Minister Hipkins and Minister Henare 

 

On Thursday 5 November PHARMAC intends to notify stakeholders directly and through our website 
of a delay to making a decision on a proposal to fund two new diabetes treatments.  

In September 2020 PHARMAC sought feedback on a proposal to fund two new medicines, under 
Special Authority, for type 2 diabetes through provisional agreements with two different suppliers    

These medicines are a SGLT-2 inhibitor, empagliflozin, supplied by Boehringer Ingelheim as 
Jardiamet (with metformin) and Jardiance (without metformin), and a GLP 1 agonist, dulaglutide 
(Trulicity), supplied by Eli Lilly.  

PHARMAC estimated that around 50,000 people in New Zealand would be eligible for treatment 
under the proposed Special Authority criteria for these medicines. The Special Authority criteria 
were specifically intended to enable access to these medicines for people who are at high risk of 
heart and kidney complications from type 2 diabetes. These are the people we understand to be at 
highest need, and also to have the greatest potential to benefit.  

In its proposal to fund these medicines PHARMAC advised that if it was approved by the PHARMAC 
Board, funding for empagliflozin would commence on 1 December 2020, and dulaglutide would be 
funded as soon as practicable following Medsafe approval  

While the feedback was overwhelmingly positive about the proposal to fund these two new 
medicines, some important questions have been raised that we want to consider further. PHARMAC 
is now carefully considering the feedback received and exploring a number of options for changes to 
the proposal to determine whether they would address the questions raised.  

This means our decision on these medicines will be delayed, and these medicines will not be funded 
from 1 December 2020 as originally proposed. We are not currently able to provide a new 
timeframe for when a decision will be made   

We understand that this delay is likely to be disappointing to many people. We will update 
stakeholders on our progress and timeframes as soon as we can. 

 

If you require further information please let me know. 

Regards Rachel 
 
 
Rachel Read | Manager, Policy and Government Services | Engagement & Implementation  

 
PHARMAC | Te Pātaka Whaioranga | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington 
DDI:  | P: +64 4 460 4990 | M:   
www pharmac govt nz 
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From: CAC (Consumer Advisory Committee)  
Sent: Thursday, 5 November 2020 3:12 pm 
To: CAC Members < > 
Subject: Diabetes paper for CAC meeting tomorrow  CONFIDENTIAL 
 
Kia ora koutou, 
 
Attached is a paper for agenda item 5 of the CAC meeting tomorrow – Diabetes treatments RFP. 
 
You will see that the paper captures a range of thinking from PHARMAC of our next steps in relation 
to this RFP   A reminder that this, and all other papers provided to the committee, are confidential to 
you as a committee member.  Much of the information in this paper has not been shared externally 
and we wanted to seek some early engagement with you as committee members in advance of our 
external engagement. 
 
We’re looking forward to having a kōrero with you about this during the meeting tomorrow  
 
You may also be interested to read the article on Stuff that covers some stakeholder response to our 
update on the delay. 
 
Note – a further email outlining the plans for the mihi whakatau/welcome tomorrow morning will be 
coming to you this afternoon as well. 
 
Ngā mihi, 
 
Janet 
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COMMERCIAL IN CONFIDENCE

MEMORANDUM FOR CONSUMER ADVISORY COMMITTEE MEETING 6 
NOVEMBER 2020

To: Consumer Advisory Committee members

From: Elena Saunders, Therapeutic Group Manager; Janet Mackay, Manager, 
Implementation Programmes

Date: November 2020

___________________________________________________________________

Type 2 diabetes treatments RFP 

Purpose

The purpose of this paper is to provide the CAC with more detail of PHARMAC’s thinking about 
next steps for a proposal for the funding of two new type 2 diabetes treatments, and 
background for further discussion in relation to implementation of eventual decisions.  The 
paper also provides an example of the thinking and analysis that PHARMAC staff undertake 
to respond to various types of feedback.

Recent consultation on proposal to fund treatments

PHARMAC recently publicly consulted on a proposal to fund two new treatments for type 2 
diabetes.  Consultation closed on 2 October and we received a rich and varied range of 
consultation feedback   Most of the feedback we received was strongly supportive of the 
funding of these two treatments.  However, some issues raised in consultation need more time 
for full consideration. This means we are not able to progress with the proposal in the 
timeframe we had originally proposed

The original proposal was to fund an SGLT 2 inhibitor (empagliflozin and empagliflozin with 
metformin) from 1 December 2020, and a GLP 1 agonist (dulaglutide) from date of Medsafe 
approval (which we anticipate would be at some point in 2021).

What is PHARMAC doing now?

Working through feedback 

PHARMAC staff have been working through the consultation responses and considering how 
we could amend the proposal to respond to the issues raised in consultation.  Some particularly 
complex issues raised in consultation that we are working through include:

 Concern that the proposed Special Authority criteria would mean some Māori and 

Pacific people would miss out on getting access to these treatments, and that this 

would increase existing inequity in access to medicines and health outcomes

 Concern that equity expertise had not been sought or integrated into the assessment 

of these treatments for funding
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 A request for the inclusion of an ethnicity criterion as part of the Special Authority 

criteria

 Concern that funding these medicines provides an opportunity to address health 

inequities through a different approach, and that this opportunity may be lost if the 

proposal (as it was consulted on) progressed.  

Since the formation of our Medicines Access Equity programme of work in late 2017, we have 
been considering how we can improve our processes to ensure we are focussed on equity.  In 
developing the proposed Special Authority criteria for the diabetes treatments, we gave serious 
attention and sought extensive and specific clinical advice, on equity considerations. We were 
satisfied that the proposed Special Authority criteria would capture those people who were 
most likely to benefit (including a significant number of Māori and Pacific people, who carry the 
highest burden of type 2 diabetes in Aotearoa New Zealand)  This approach has been 
confirmed with an audit that was published recently in the New Zealand Medical Journal.
However, some consultation responses considered we needed to go further to ensure 
equitable access was achieved. 

Some respondents to consultation noted that the healthcare system itself perpetuates 
inequities for Māori and Pacific people. It was considered by some that PHARMAC’s proposed 
Special Authority criteria would unintentionally exclude some people who, on the basis of 
unequal access to healthcare, would benefit from treatment and therefore perpetuate system 
inequities.

These are important considerations, and we want to consider all the options we have in front 
of us in relation to this proposal. This means that the proposal will not progress as quickly as 
we had originally indicated.  

PHARMAC is very keen to progress with funding these treatments for type 2 diabetes, but our 
budgetary management position means we are not currently able to do that without some 
funding criteria   In fact, some consultation feedback suggested that funding of these 
treatments without criteria/ restrictions would be a ‘passive’ approach that would not 
proactively address equity challenges  PHARMAC is not able to ‘open list’ (i e  fund without 
any Special Authority criteria/funding restrictions) both the two treatment options, i e  a SGLT
2i and a GLP 1 agonist.

Considering options

The options below set out our early thinking about some of the different options for our next 
steps for the diabetes proposal, considering the feedback we received in consultation.  While 
some of these options are not likely to eventuate (eg, not progressing with the funding of at 
least one of these medicines), they are included to show a diverse range of options that we 
consider are open to us right now.  

During the meeting with the CAC we will discuss some of the different factors we are 
considering for each option, including the trade offs, such as timeframes & resource required, 
ability to meaningfully improve access equity, and our Factors for Consideration.

 Progress with current proposal unchanged, no further amendment to Special 

Authority

 Progress with current proposal unchanged, no further amendment to Special 

Authority, but much stronger cross sector monitoring and implementation approach
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 Progress current proposal with inclusion of an ethnicity criterion in the Special 

Authority

 Progress current proposal and consider the option of inclusion of an ethnicity criterion 

in the Special Authority at a later point

 Significantly alter the proposed Special Authority criteria, without including a specific 

equity criterion

 Decline the current proposal and do nothing (ie stop progression)

We wanted to share this to give CAC members an insight into the types of things we consider 
and weigh up when making funding decisions, and to provide background for further discussion 
once an approach is settled on and the decision is made  

CAC input will be sought into implementation

We plan to engage with the CAC more closely about the implementation of the decision, and 
activities that PHARMAC can consider to support uptake of these treatments, when we are a 
little closer to the decision making for this proposal. 

While we have no specific questions to bring to the CAC about this current process, there will 
be an opportunity during this November CAC meeting to discuss our approach and answer 
any questions.
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Dr Scott Metcalfe 
Chief Advisor Population Medicine 
PHARMAC 
Emailed to:   
  
Cc: Elena Saunders (PHARMAC Therapeutic Group Manager) -  
Trevor Simpson (PHARMAC Chief Advisor, Māori) -   
Mr Bill Kaua (PHARMAC kaumatua) -  

 

Tēnā koe Scott mā, 

 

Re: Proposal to fund two new medicines for type 2 diabetes - empagliflozin and dulaglutide 

 

He kawau ka tuku ki roto i te aro maunga 

Thank you for your letter dated 23 October 2020 following our zoom meeting to discuss the decision to 
fund empagliflozin and dulaglutide. In this discussion we outlined the equity risks we had identified in 
the original PHARMAC proposal. We are pleased to see that this discussion resonated with the team 
and has led to deeper consideration on access to these medications. Your letter to us acknowledges 
our three key concerns that the funding proposal failed to acknowldge a) the well-documented inequity 
in healthcare access and delivery in Aoteora, b) the increased need of Māori and Pacific individuals 
living with diabetes and c) the role that PHARMAC has in being an active, pro-equity contributor to 
healthcare delivery. We are pleased to see PHARMAC consider it’s location within an inequitable 
system, and look towards a more active role in achieving equity. 

We maintain our stance, that a pro-equity approach to the funding of empagliflozin and dulaglutide is 
required, and would be achieved with either the removal of a special authority, or the introduction of a 
equity (Māori and Pacific Island) criterion. 

We are aware of PHARMAC’s decision not to progress the 1st December release of these medications 
and their proposed funding. We are cautiously hopeful that this is an indication of a commitment of the 
PHARMAC team to meaningfully engage with a pro-equity approach. We are, however, deeply 
concerned that a right delayed is a right denied, and while we support PHARMAC getting to the right 
decision, we equally strongly advocate for rapid and decisive action. It can not be ignored, that any 
unnecessary delay, on top of the 10 years we have already been waiting, will result in forgone health 
benefit. 

Te Rōpū Whakakaupapa Urutā recognises the recent appointment of Trevor Simpson as Chief Advisor, 
Māori within PHARMAC. This is seen as a positive move towards equity within the PHARMAC 
processes. However, we are concerned that in the recent statement of performance expectation 
published by PHARMAC, there was no mention of the equity ‘bold goal’ and the 2025 date no longer 
appears anywhere in the document. We strongly hope that this is not an indication of PHARMAC 
relinquishing its desire to ‘eliminate inequities in access to medicines by 2025’. 

Te Rōpū Whakakaupapa Urutā is open to remaining engaged in this conversation with PHARMAC and 
available to further discuss how that engagement might look. We will continue to monitor very closely 
how PHARMAC choses to progress this extremely important decision. 

Nāku noa, nā 
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Addressing the wider system issues are arguably more important on equity than fighting the battle 
on ethnic based SA criteria. Indeed, resources to enable proactive and opportunistic care that 
delivers the comprehensive package of care to manage metabolic risk factors are more important. 
Ethnic or SES based interventions may be more effective elsewhere, e g  primary health care 
funding. It is important to fight the battle that perhaps matters the most.  
  
We also have to clinically justify the proposed ethnic based SA criteria  given that there is limited 
data on CVD outcomes on people with diabetes without overt cardiovascular or renal disease, long 
term safety profile of glycosuria is lacking, the new agents have modest improvement in glycaemia 
(and CVD benefits) compared to other agents. Therefore, these new agents are “in additional to” but 
“instead of” first line agents   We also need to anticipate any evidence based counter arguments  For 
example, as per our current previous proposal with the ethnic criteria,  we will need to justify why 
some population subgroups with diet control diabetes with a HbA1c of 54 on the basis of ethnicity 
alone will be prioritised to have new meds ahead of people with no diabetes but have HFeEF or 
macro-albuminuria where there is RCT trial evidence of hard outcome benefits in hard cvd and renal 
outcomes  There are potential harms in advertently widening inequalities in other areas with 
significant health need beyond ethnic equity as we know there are multiple dimensions of equity.   
  
Therefore, we need to be more active in addressing the wider equity issues across the system, that 
includes cost of care, model of care (e g  how to we turn a passive system into an proactive and 
opportunistic one more universally). I know there are some GP practices that do better than others 
in that regard.  
 
The need for combined guidelines that support people’s journey and care pathways. E.g. if statins 
are perhaps twice is effective and clinical benefits are much more established than the new agents 
we are proposing, how come we are not lowering the active recommendation threshold as per 
international guidelines to consolidate better primary prevention of CVD? We also need to improve 
access to the whole of system information at the point of care.   
  
The reality is that the uptake of the new medicine will take time, therefore getting past the line using 
a clinical proxy like an additional HbA1c criteria without other indications, to get pass the line is 
important  Using a HbA1c threshold at 75, and will increase uptake by up to 8% of people with 
diabetes, of which majority will be Maori and Pacific people in the .  
  
There is much work to do to ensure safe and effective implementation of the new medicines, given 
the new agents are less effective than current first line agents and safety profile is less known and 
many safety protocols of the trials need to replicated in some way in the real world (frequent foot 
checks to avoid amputation), We need to deliver a packaged care to optimise are in relation to 
renal/DM/CVD risk, and using the availability of meds to renew focus and motivate providers to 
review people with diabetes and amenable risk factors more actively. For most cases, the initial 
action from the packaged care is not necessarily about starting the new meds, but actively 
addressing amenable risk factors, and CVD and renal risk. However, there is no doubt having the 
new meds available as indicated is helpful as part of the package.  
  
Finally, I agree with many equity advocates that we should be aiming for the best health outcomes 
possible for everyone in NZ, which is better than the current healthy life expectancy or health 
outcomes of the any population groups internationally.  
 
Kind regards,  
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From:   
Sent: Wednesday, 25 November 2020 3:33 pm 
To: Consult <Consult@Pharmac.govt.nz> 
Subject: Feedback re Proposal to fund two new medicines for type 2 diabetes 
 

Pharmac Consultation Committee 
PHARMAC 
PO Box 10254 
The Terrace 
Wellington 6143 
consult@pharmac.govt.nz 
 

Dear Pharmac Consultation Committee, 

Te Akoranga a Māui are an indigenous group within the Royal New Zealand College of General 

Practitioners, who represent over 200 Māori general practitioners.  While we welcome the news to 

include the medications, empagliflozin and dulaglutide, as funded treatment options for type 2 

diabetes in Aotearoa, we believe this has to be done with careful consideration to ensure access to 

these medications is equitable.  We understand that PHARMAC has proposed utilising Special 

Authority (SA) criteria in order to restrict access to these medications  This is of concern to us 

because using SA criteria, could inadvertently limit access to Māori and Pacific populations despite 

being most likely to benefit from these medications    

The SA criteria that is proposed for these medications relate to a number of documented failings of 

the health system.  The 2018/19 New Zealand Health Survey has shown 41% of Māori and 36% 

Pacific report unmet need in primary health care in the past 12 months.  Evidence shows that  Māori 

are prescribed oral hypoglycaemic medication or started on insulin therapy at lower rates than non

Māori and are less likely to have annual diabetic screening, frequent HbA1c measurement, annual 

albumin creatinine ratio measurement or a cardiovascular risk assessment.  Therefore, many Māori 

are unlikely to meet the SA criteria for these medications due to issues with access NOT due to their 

health need  This inequity in access should be well known to PHARMAC as your CEO, Sarah Fitt, 

recently presented on this issue  Sarah reflected specifically on the inequity of access to medication 

and ongoing monitoring of chronic conditions and provided evidence about Māori receiving fewer 

prescriptions noting 50% less scripts are provided to Māori compared to non Māori for CVD risk and 

the inappropriate prescribing of NSAIDs.  

We are also concerned about SA criteria that only subsidises one of the medications in a population 

who are likely to have benefit from both due to increased risk of complications such as renal failure 

and heart disease. We know that our Māori population is more likely, 7 times more likely, to develop 

end-stage renal disease compared to other New Zealanders.  It is very unlikely that the “other” 

medication could be self-funded in this population group   

If you were still to consider a SA then we believe it must include a waiver of criteria for Māori and 

Pacific patients, for example the necessity of maximising of other medications first or requirements 

of diabetic complications monitoring.  This relates to our point above as those who have better 

access to primary care, medication and monitoring will be able to access these medications at 

greater rates, rather than those who will benefit the most from them. 

Monitoring of medication access with an equity lens is required but we suggest that interventions 

for equity need to occur prior to the populations access to medication.  By working with 
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organisations such as Te Rōpū Whakakaupapa Urutā, Te ORA or our organisation early and 

collaboratively a relationship and partnership can be developed   

In conclusion Te Akoranga a Māui are very happy that these drugs will soon be available for our 

patients but we believe what PHARMAC has presented did not consider the patients who need them 

the most and we have a real concern our Māori (and Pacific) population will be disadvantaged once 

again.   

If PHARMAC is truly considering how to respond to funding these medications in a pro equity way, 

then we would recommend:  

 Early consultation and collaboration with indigenous organisations 

- Removal of SA or the option of waiving certain criteria in the SA for Māori and Pacific 

populations recognising well documented decreased access to primary care, medications 

and monitoring of conditions  

 Removal of the requirement in the SA to only access to one of the medications  

 

Ngā mihi, 

 

Dr Rachel Mackie 

Chair of Te Akoranga a Māui 
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From: Elena Saunders  
Sent: Wednesday, 2 December 2020 9:39 am 
To: PTAC Members < > 
Cc: Scott Metcalfe < >; Geraldine MacGibbon 
( ) < > 
Subject: PHARMAC request for advice  diabetes medicines Special Authority criteria 
 

Dear PTAC, 
 
As you are well aware, we have been working hard to consider the feedback we received in 
response to our consultation on the proposal to fund empagliflozin (with and without 
metformin), and dulaglutide. While the feedback was, in general, overwhelmingly 
supportive of the proposal to fund these medicines, some important questions were raised. 
While we tried to address the feedback in a rapid manner, ultimately the complexity and 
importance of the feedback resulted in us being unable to take the proposal to the Board 
for a decision at its 30 October meeting as we had originally planned   
 
We have now completed our evaluation of the consultation feedback, and conducted some 
targeted engagement with some of the respondents where needed to ensure we 
understood the feedback and its context.  
 
Based on our evaluation, we are considering amending the originally proposed Special 
Authority criteria to directly address a number of the different matters raised. These 
matters include, but are not limited to, concern that the criteria we had proposed would fall 
short of delivering on PHARMAC’s (and indeed Aotearoa New Zealand’s), aspirations for 
medicines access and health equity – in particular for Māori. We have taken this feedback 
on board and are considering a broader programme of work to improve the strength of our 
policies in relation to this matter. However, in the interim, we are also aware of the need to 
progress this transaction as quickly as we are able to - we are acutely aware of the need to 
make these medicines available to people in Aotearoa New Zealand as soon as possible   
 

Once we have received your feedback on the amended criteria we intend to progress the 
proposal for a decision by the PHARMAC Board at the earliest available opportunity. 
 
We would greatly appreciate your feedback on the proposed criteria below in terms of 
clinical workability. You can find the wording we originally proposed in the consultation. 
 

Proposed Special Authority criteria 
 
Initial application from any relevant practitioner  Approvals valid without further renewal unless notified for 
applications meeting the following criteria:  
  
All of the following:  
 
1  Patient has type 2 diabetes; and 
2. Any of the following: 

2.1. Patient is Māori or any Pacific ethnicity; or 
2.2. Patient has pre-existing cardiovascular disease or risk equivalent*; or 
2 3  Patient has an absolute 5 year cardiovascular disease risk of 15% or greater according to a validated 

cardiovascular risk assessment calculator; or 
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2 4  Patient has a high lifetime cardiovascular risk due to their young age at diagnosis of type 2 diabetes; 
or 

2.5. Patient has diabetic kidney disease**; and 
3. Target HbA1c (of 53 mmol/mol or less) has not been achieved despite the use of at least one blood-

glucose lowering medicine (eg metformin hydrochloride) for at least 3 months; and 
4  Treatment will not be used in combination with a funded GLP 1 agonist 
  
Note:  
Criteria 2.1 – 2.5 define patients at high risk of cardiovascular or renal complications of diabetes 
* Defined as: prior cardiovascular disease event (i.e. angina, myocardial infarction, percutaneous coronary 
intervention, coronary artery bypass grafting, transient ischaemic attack, ischaemic stroke, peripheral vascular 
disease), congestive heart failure or familial hypercholesterolaemia.  
** Defined as: persistent albuminuria (albumin:creatinine ratio greater than or equal to 3 mg/mmol, in at least 
two out of three samples over a 3-6 month period) and/or eGFR less than 60 mL/min/1.73m2 in the presence 
of diabetes, without alternative cause. 

 

Questions to Committee 
 
1. Do you consider the criteria proposed above would be workable in clinical practice? 

1.1. If not, what changes do you suggest? 
2  Do you consider the criteria proposed above would broadly target the intended patient 

group for these medicines (i.e. those at highest need/with greatest capacity to benefit)? 
3. What other comments do you have regarding the proposed criteria above? 
 
Please let me know if there is any further information I can provide to assist in your 
consideration of these questions. If you are able to respond to me by 12 noon on Monday 
7th December I would very much appreciate it  
 
Ngā mihi nui, 
 
Elena 
 
Elena Saunders (she/her) | Therapeutic Group Manager 

__________ ____ ___  
PHARMAC | Te Pātaka Whaioranga | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington  
Cell:  | DDI:  | P: +64 4 460 4990 | www pharmac govt nz 
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From: Elena Saunders  
Sent: Wednesday, 2 December 2020 9:33 am 
To: Diabetes Subcommittee < > 
Cc: Scott Metcalfe < >; Geraldine MacGibbon 
( ) < > 
Subject: PHARMAC request for advice  diabetes medicines Special Authority criteria 
 

Dear Diabetes Subcommittee, 
 
As you are well aware, we have been working hard to consider the feedback we received in 
response to our consultation on the proposal to fund empagliflozin (with and without 
metformin), and dulaglutide. While the feedback was, in general, overwhelmingly 
supportive of the proposal to fund these medicines, some important questions were raised. 
While we tried to address the feedback in a rapid manner, ultimately the complexity and 
importance of the feedback resulted in us being unable to take the proposal to the Board 
for a decision at its 30 October meeting as we had originally planned   
 
We have now completed our evaluation of the consultation feedback, and conducted some 
targeted engagement with some of the respondents where needed to ensure we 
understood the feedback and its context.  
 
Based on our evaluation, we are considering amending the originally proposed Special 
Authority criteria to directly address a number of the different matters raised. These 
matters include, but are not limited to, concern that the criteria we had proposed would fall 
short of delivering on PHARMAC’s (and indeed Aotearoa New Zealand’s), aspirations for 
medicines access and health equity – in particular for Māori. We have taken this feedback 
on board and are considering a broader programme of work to improve the strength of our 
policies in relation to this matter. However, in the interim, we are also aware of the need to 
progress this transaction as quickly as we are able to - we are acutely aware of the need to 
make these medicines available to people in Aotearoa New Zealand as soon as possible   
 

Once we have received your feedback on the amended criteria we intend to progress the 
proposal for a decision by the PHARMAC Board at the earliest available opportunity. 
 
We would greatly appreciate your feedback on the proposed criteria below in terms of 
clinical workability. You can find the wording we originally proposed in the consultation. 
 

Proposed Special Authority criteria 
 
Initial application from any relevant practitioner  Approvals valid without further renewal unless notified for 
applications meeting the following criteria:  
  
All of the following:  
 
5  Patient has type 2 diabetes; and 
6. Any of the following: 

6.1. Patient is Māori or any Pacific ethnicity; or 
6.2. Patient has pre-existing cardiovascular disease or risk equivalent*; or 
6 3  Patient has an absolute 5 year cardiovascular disease risk of 15% or greater according to a validated 

cardiovascular risk assessment calculator; or 
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6 4  Patient has a high lifetime cardiovascular risk due to their young age at diagnosis of type 2 diabetes; 
or 

6.5. Patient has diabetic kidney disease**; and 
7. Target HbA1c (of 53 mmol/mol or less) has not been achieved despite the use of at least one blood-

glucose lowering medicine (eg metformin hydrochloride) for at least 3 months; and 
8  Treatment will not be used in combination with a funded GLP 1 agonist 
  
Note:  
Criteria 2.1 – 2.5 define patients at high risk of cardiovascular or renal complications of diabetes 
* Defined as: prior cardiovascular disease event (i.e. angina, myocardial infarction, percutaneous coronary 
intervention, coronary artery bypass grafting, transient ischaemic attack, ischaemic stroke, peripheral vascular 
disease), congestive heart failure or familial hypercholesterolaemia.  
** Defined as: persistent albuminuria (albumin:creatinine ratio greater than or equal to 3 mg/mmol, in at least 
two out of three samples over a 3-6 month period) and/or eGFR less than 60 mL/min/1.73m2 in the presence 
of diabetes, without alternative cause. 

 

Questions to Subcommittee 
 
4. Do you consider the criteria proposed above would be workable in clinical practice? 

4.1. If not, what changes do you suggest? 
5  Do you consider the criteria proposed above would broadly target the intended patient 

group for these medicines (i.e. those at highest need/with greatest capacity to benefit)? 
6. What other comments do you have regarding the proposed criteria above? 
 
Please let me know if there is any further information I can provide to assist in your 
consideration of these questions. If you are able to respond to me by 12 noon on Monday 
7th December I would very much appreciate it  
 
Ngā mihi nui, 
 
Elena 
 
Elena Saunders (she/her) | Therapeutic Group Manager 

__________ ____ ___  
PHARMAC | Te Pātaka Whaioranga | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington  
Cell:  | DDI:  | P: +64 4 460 4990 | www pharmac govt nz 
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From: Elena Saunders  
Sent: Wednesday, 2 December 2020 9:34 am 
To: Cardiovascular Subcommittee < > 
Cc: Scott Metcalfe < >; Geraldine MacGibbon 
( ) < > 
Subject: PHARMAC request for advice  diabetes medicines Special Authority criteria 
 

Dear Cardiovascular Subcommittee, 
 
As you are well aware, we have been working hard to consider the feedback we received in 
response to our consultation on the proposal to fund empagliflozin (with and without 
metformin), and dulaglutide. While the feedback was, in general, overwhelmingly 
supportive of the proposal to fund these medicines, some important questions were raised. 
While we tried to address the feedback in a rapid manner, ultimately the complexity and 
importance of the feedback resulted in us being unable to take the proposal to the Board 
for a decision at its 30 October meeting as we had originally planned   
 
We have now completed our evaluation of the consultation feedback, and conducted some 
targeted engagement with some of the respondents where needed to ensure we 
understood the feedback and its context.  
 
Based on our evaluation, we are considering amending the originally proposed Special 
Authority criteria to directly address a number of the different matters raised. These 
matters include, but are not limited to, concern that the criteria we had proposed would fall 
short of delivering on PHARMAC’s (and indeed Aotearoa New Zealand’s), aspirations for 
medicines access and health equity – in particular for Māori. We have taken this feedback 
on board and are considering a broader programme of work to improve the strength of our 
policies in relation to this matter. However, in the interim, we are also aware of the need to 
progress this transaction as quickly as we are able to - we are acutely aware of the need to 
make these medicines available to people in Aotearoa New Zealand as soon as possible   
 

Once we have received your feedback on the amended criteria we intend to progress the 
proposal for a decision by the PHARMAC Board at the earliest available opportunity. 
 
We would greatly appreciate your feedback on the proposed criteria below in terms of 
clinical workability. You can find the wording we originally proposed in the consultation. 
 

Proposed Special Authority criteria 
 
Initial application from any relevant practitioner  Approvals valid without further renewal unless notified for 
applications meeting the following criteria:  
  
All of the following:  
 
9  Patient has type 2 diabetes; and 
10. Any of the following: 

10.1. Patient is Māori or any Pacific ethnicity; or 
10.2. Patient has pre-existing cardiovascular disease or risk equivalent*; or 
10 3  Patient has an absolute 5 year cardiovascular disease risk of 15% or greater according to a validated 

cardiovascular risk assessment calculator; or 
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10 4  Patient has a high lifetime cardiovascular risk due to their young age at diagnosis of type 2 diabetes; 
or 

10.5. Patient has diabetic kidney disease**; and 
11. Target HbA1c (of 53 mmol/mol or less) has not been achieved despite the use of at least one blood-

glucose lowering medicine (eg metformin hydrochloride) for at least 3 months; and 
12  Treatment will not be used in combination with a funded GLP 1 agonist 
  
Note:  
Criteria 2.1 – 2.5 define patients at high risk of cardiovascular or renal complications of diabetes 
* Defined as: prior cardiovascular disease event (i.e. angina, myocardial infarction, percutaneous coronary 
intervention, coronary artery bypass grafting, transient ischaemic attack, ischaemic stroke, peripheral vascular 
disease), congestive heart failure or familial hypercholesterolaemia.  
** Defined as: persistent albuminuria (albumin:creatinine ratio greater than or equal to 3 mg/mmol, in at least 
two out of three samples over a 3-6 month period) and/or eGFR less than 60 mL/min/1.73m2 in the presence 
of diabetes, without alternative cause. 

 

Questions to Subcommittee 
 
7. Do you consider the criteria proposed above would be workable in clinical practice? 

7.1. If not, what changes do you suggest? 
8  Do you consider the criteria proposed above would broadly target the intended patient 

group for these medicines (i.e. those at highest need/with greatest capacity to benefit)? 
9. What other comments do you have regarding the proposed criteria above? 
 
Please let me know if there is any further information I can provide to assist in your 
consideration of these questions. If you are able to respond to me by 12 noon on Monday 
7th December I would very much appreciate it  
 
Ngā mihi nui, 
 
Elena 
 
Elena Saunders (she/her) | Therapeutic Group Manager 

__________ ____ ___  
PHARMAC | Te Pātaka Whaioranga | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington  
Cell:  | DDI:  | P: +64 4 460 4990 | www pharmac govt nz 
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From: Elena Saunders  
Sent: Wednesday, 2 December 2020 9:38 am 
To: Nephrology Subcommittee < > 
Cc: Scott Metcalfe < >; Geraldine MacGibbon 
( ) < > 
Subject: FW: PHARMAC request for advice  diabetes medicines Special Authority criteria 
 

Dear Nephrology Subcommittee, 
 
As you are well aware, we have been working hard to consider the feedback we received in 
response to our consultation on the proposal to fund empagliflozin (with and without 
metformin), and dulaglutide. While the feedback was, in general, overwhelmingly 
supportive of the proposal to fund these medicines, some important questions were raised. 
While we tried to address the feedback in a rapid manner, ultimately the complexity and 
importance of the feedback resulted in us being unable to take the proposal to the Board 
for a decision at its 30 October meeting as we had originally planned   
 
We have now completed our evaluation of the consultation feedback, and conducted some 
targeted engagement with some of the respondents where needed to ensure we 
understood the feedback and its context.  
 
Based on our evaluation, we are considering amending the originally proposed Special 
Authority criteria to directly address a number of the different matters raised. These 
matters include, but are not limited to, concern that the criteria we had proposed would fall 
short of delivering on PHARMAC’s (and indeed Aotearoa New Zealand’s), aspirations for 
medicines access and health equity – in particular for Māori. We have taken this feedback 
on board and are considering a broader programme of work to improve the strength of our 
policies in relation to this matter. However, in the interim, we are also aware of the need to 
progress this transaction as quickly as we are able to - we are acutely aware of the need to 
make these medicines available to people in Aotearoa New Zealand as soon as possible   
 

Once we have received your feedback on the amended criteria we intend to progress the 
proposal for a decision by the PHARMAC Board at the earliest available opportunity. 
 
We would greatly appreciate your feedback on the proposed criteria below in terms of 
clinical workability. You can find the wording we originally proposed in the consultation. 
 

Proposed Special Authority criteria 
 
Initial application from any relevant practitioner  Approvals valid without further renewal unless notified for 
applications meeting the following criteria:  
  
All of the following:  
 
13  Patient has type 2 diabetes; and 
14. Any of the following: 

14.1. Patient is Māori or any Pacific ethnicity; or 
14.2. Patient has pre-existing cardiovascular disease or risk equivalent*; or 
14 3  Patient has an absolute 5 year cardiovascular disease risk of 15% or greater according to a validated 

cardiovascular risk assessment calculator; or 
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14 4  Patient has a high lifetime cardiovascular risk due to their young age at diagnosis of type 2 diabetes; 
or 

14.5. Patient has diabetic kidney disease**; and 
15. Target HbA1c (of 53 mmol/mol or less) has not been achieved despite the use of at least one blood-

glucose lowering medicine (eg metformin hydrochloride) for at least 3 months; and 
16  Treatment will not be used in combination with a funded GLP 1 agonist 
  
Note:  
Criteria 2.1 – 2.5 define patients at high risk of cardiovascular or renal complications of diabetes 
* Defined as: prior cardiovascular disease event (i.e. angina, myocardial infarction, percutaneous coronary 
intervention, coronary artery bypass grafting, transient ischaemic attack, ischaemic stroke, peripheral vascular 
disease), congestive heart failure or familial hypercholesterolaemia.  
** Defined as: persistent albuminuria (albumin:creatinine ratio greater than or equal to 3 mg/mmol, in at least 
two out of three samples over a 3-6 month period) and/or eGFR less than 60 mL/min/1.73m2 in the presence 
of diabetes, without alternative cause. 

 

Questions to Subcommittee 
 
10. Do you consider the criteria proposed above would be workable in clinical practice? 

10.1. If not, what changes do you suggest? 
11  Do you consider the criteria proposed above would broadly target the intended patient 

group for these medicines (i.e. those at highest need/with greatest capacity to benefit)? 
12. What other comments do you have regarding the proposed criteria above? 
 
Please let me know if there is any further information I can provide to assist in your 
consideration of these questions. If you are able to respond to me by 12 noon on Monday 
7th December I would very much appreciate it  
 
Ngā mihi nui, 
 
Elena 
 
Elena Saunders (she/her) | Therapeutic Group Manager 

__________ ____ ___  
PHARMAC | Te Pātaka Whaioranga | PO Box 10 254 | Level 9, 40 Mercer Street, Wellington  
Cell:  | DDI:  | P: +64 4 460 4990 | www pharmac govt nz 
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I do hope this feedback helps you in your deliberation for funding as PHARMAC is in the unenviable 
position of doing this very difficult task.   
 
BTW – are there any legal definitions of how ethnicity status switches are made or ratified as this is a 
Q I have received?  
 
All best wishes 
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Cheers 

 
Sent from my I phone 
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