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Health Technology Assessment (HTA)

*» Evaluates the magnitude of effect
In relation to the cost of a product

** Involves the health economy of
the product

“* Might determine whether a
pharmaceutical product or
medical device shall be
subsidized

Incremental Cost Ef fectiveness Ratio (ICER) =

Effect on health (QALY)

Costy, — Costpg
QALY, — QALYp
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Regulatory vs HTA evaluation

Regulatory evaluation HTA evaluation

» Evaluates risk-benefit of a » Evaluates the cost-
product effectiveness of a product
% Often based on several % Often based on the same
clinical studies clinical data as regulatory
% Is the product safe to use? evaluation
% Is the product worth the
money?
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How do we evaluate cost-effectiveness?

Strata = Trt&A ™= TrtE

1
p < 0.0001,
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cont.

How do we evaluate cost-effectiveness?

Strata == TrtA = T B
Price of
product

ACost

The extrapolation of efficacy

might have a huge impact on
the HTA evaluation

Survival probability
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The indication Is of Importance for HTA evaluation

0
. e (cpp = ACost
£5 =@-Placebo (N=371) —
8 7 AQALY
£ o 34 Q A ° . . . .
£5 }AQALY $ < The different indications
Chronic £ | f . 3 have the same relative
migraine i reduction in days with
éé’ ] Difference between fremanezumab quarterly and headaChe
13 | o g e e « Patients with chronic
" placebodurmg12'-wkpenod,—2.110.3cTiays/mo (P<0.001) ] m|gra|ne have more dayS Of
Baseline 4 8 12

headache at baseline ->
number of days with
© onty dosing reduced headache is larger

Change from baseline in mean monthly migraine days
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O Placebo
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® Fremanezumab single
higher dose

¢ Pricing is based on AQALY
for chronic migraine

Episodic

migraine

LSM Change From Baseline in Mean
No. of Migraine Days

Week

N Engl J Med 2017; 377:2113-2122 I [‘/
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The intended population might impact the evaluation

Repatha phaselll ———  Placebo phaselll

Repatha significantly
reduces the risk of CV
death or heart failure
hospitalisation

ICER = ACost
~ AQALY
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How do we predict the patient population?

Fepatha phase lll ——— Placebo phase lll Repatha RWDK ——

+» Observed data from clinical
practice does not look like
phase Il results

¢ Does not necessarily
indicate lack of efficacy

+ Might depend on different

population in real life
compared to clinical study
¢ How a product is used in
clinical practice might have
impact on health economy

% OV death or HF hospitalization
]
|

10

time (months)
https://www.tlv.se/download/18.24b9c52f16cc59e80009df2f/1567172243382/rapport_follow_up_of drug_utilisation_and_treatment_effects%20in_clinical_practice.pdf I w
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Take home message

V Regulatory and HTA evaluations are not the same things

Cost effectiveness depends on both efficacy and price

o
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@ An innovative design supporting a regulatory decision does not
necessarily support the HTA evaluation
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