
Appendix Table 1: Recommendations

Variable NICE (England) CADTH (Canada) PBAC (Australia)
Decision context Reimbursement Reimbursement Listing (reimbursement)
Type of 
recommendation

NICE recommends 
“Evolocumab at a dosage of 
140 mg every fortnight in the 
following groups:

Patients with primary 
non-FH or mixed 
dyslipidemia with a history 
of CV event and a LDL-C 
concentration persistently 
above 4.0 mmol/L

Patients with primary non-FH 
or mixed dyslipidemia and 
recurrent CV events or CV 
events in more than one 
vascular bed (polyvascular 
disease), with a LDL-C 
concentration persistently 
above 3.5 mmol/L
Patients with primary HeFH 
and a history of CV event 
and a LDL-C concentration 
persistently above 3.5 mmol/L
Patients with primary 
HeFH and no CVD and a 
persistently elevated LDL 
level above 5 mmol/L
And, if the company provides 
evolocumab with the discount 
agreed in the PAS”

There was no evidence of 
the dosage strength of 420 
mg monthly for primary 
hypercholesterolemia 

(heterozygous - familial 
or nonfamilial) or mixed 
dyslipidemia

In February 2016, the CADTH CDEC issued 
a “List with clinical criteria and/or condition 
recommendation” that “evolocumab be listed for 
adult HeFH patients who require additional lowering 
of LDL-C if the following clinical criteria and 
condition were met:

Clinical criteria
Patient has a confirmed diagnosis of HeFH
Patient is unable to reach LDL-C target (i.e., 
LDL-C <2.0 mmol/L)
Patient is currently receiving optimally tolerated 
standard of care (typically statins with or without 
ezetimibe)

Condition
The drug plan cost of a dosage regimen of 420 
mg of evolocumab once per month should not 
exceed the drug plan cost of a dosage regimen of 
140 mg of evolocumab every 2 weeks”

Based on the findings from the FOURIER and 
GLAGOV trials, the CADTH CDEC issued a 
“Reimburse with clinical criteria and conditions” 
recommendation, by November 2017, that 
“evolocumab be reimbursed as an adjunct to diet and 
maximally tolerated statin therapy in adult patients 
for clinical ASCVD, who require additional lowering 
of LDL-C, if the following criterion and condition 
are met:

Criteria
Patients meet the inclusion criteria for the 
FOURIER trial
Established CVD and are at high risk for future 
events
LDL-C >1.8 mmol/L or non-HDL >2.6 mmol/L 
and taking maximally tolerated doses of statins

Condition
Price reduction of at least 90%”

The TGA approved evolocumab with a 
recommended dosage of 140 mg/ml on 
December 4, 2015, for the treatment of

“Adults with HeFH or clinical ASCVD
In combination with a statin or statin 
with other lipid-lowering therapies
In combination with other 
lipid-lowering therapies in patients 
who are statin intolerant

HoFH
In combination with other 
lipid-lowering therapies in adults and 
adolescents aged 12 years and above”

PBAC recommended
the listing of evolocumab, under 
authority required, for HoFH patients in 
March 2016; in March 2018, the listing 
extended to include patients with FH 

(HoFH and HeFH) with ASCVD or FH 
patients with very high LDL-C levels 
based on the revised economic model 
and proposed price reduction
The initial recommended strength was 
140 mg/ml in July 2017, an additional 
dosage strength (120 mg/ml in 
3.5 ml=420 mg) was approved

PBAC rejected (11/2017)
Evolocumab in the treatment of non-FH 
patients with established ASCVD and/or 
very high LDL-C levels
The company is currently requesting 
TGA approval for evolocumab as a 
monotherapy agent in those who are 
intolerant/contraindicated to statins. 
The proposed revision is expected to be 
considered by the TGA in August 2018

FH=Familial hypercholesterolemia, LDL-C=Low-density lipoprotein-cholesterol, CV=Cardiovascular, HeFH=Heterozygous FH, CVD=CV disease, 
CDEC=Canadian Drug Expert Committee, ASCVD=Atherosclerotic CVD, TGA=Therapeutic goods administration, HoFH=Homozygous FH, 
NICE=National Institute for Care and Health Excellence, PBAC=Pharmaceutical Benefits Advisory Committee, CADTH=Canadian Agency for Drugs and 
Technologies in Health, HDL=High-density lipoprotein, PAS=Patient access scheme


