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1. Background - 4Resuts

Health Technology Assessment (HTA) processes vary A total of 17 HTA reports were included in this analysis from European (n = 14) and North American (n = 3) HTA bodies.

between countries. Differing objectives, methods and Figure 2 demonstrates the publication timelines of the HTA reports with key details from each report shown below in Table 1.
assessment timings mean different types of evidence
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Table 1. Overview of Included Health Technology Assessment Reports

: : Sensor The FreeStyle o . . .
medical device HTA processes. The Agency Country / Region  Libre System Population Clinical | Economic | HCP/Patient | Reimbursement
: L | Evidence Evidence Involvement Recommendation
continuous glucose monitoring system Only
provides an alternative to self-monitoring AQUAS Spain / Regional v T1/T2 Adult & Child v v NR /Yes | No - out of scope
blood glucose (SMBG) for adults, HAS France / National v T1/T2 Adult & Child v X Yes / Yes Yes
children, and pregnant women with type SESCS(a) Spain / Regional v T1/T2 Adult & Child v v Yes / Yes Yes
1/2 diabetes (T1DM/T2DM) requiring SESCS(b) Spain / Regional v T1/T2 Adult & Child v v Yes / Yes Yes
multiple times per day insulin injection Z CADTH Canada / National v T1/T2 Adult & Child v v NR /NR | No — out of scope
(MDI). The clinical benefit of the Reader HTAG Ireland / National v T1/T2 Adult & Child v v Yes / NR Yes
FreeStyle Libre system has been Figure 1: NICE England / National v T1/T2 Adult & Child v X Yes/Yes | No - out of scope
demonstrated in 2 RCTs: IMPACT? (T1DM The FreeSt;IIIe NIPH Norway / National v T1/T2 Adult & Child v v Yes / Yes |No — out of scope
3
MDI) and REPLACE?® (T2DM MDI). Libre System Regione Lombadia |  Italy / Regional v T1/T2 v X Yes/ Yes Yes
. . TLV Sweden / National v T1/T2 Adult & Child v v NR/NR | No - out of scope
2. ObJECtIVES Washington State USA / Regional X T1/T2 Adult & Child v v NR /NR | No - out of scope
. L . EUnetHTA NA / Pan-European T1/T2 Adult & Child Yes/Yes |No — out of scope
« The primary objective of this study was to compare the p— - p I ?j T2 Adult & Chid : ?j Voo /Y v P
methodologies and conclusions in published HTA 1S Scotian Nat_lona ! ult & Chi eS [ TeS -
appraisals of the FreeStyle Libre system, from market INESSS Canada / Regional v T1/T2 Adult v v Yes / Yes Yes
launch in September 2014 to October 2018 INFARMED Portugal / National X T1/T2 Adult & Child v v NR /NR Yes
A ] bect o furth derstand h HTW Wales / National X T1/T2 Adult & Child v v Yes / Yes Yes
. nadar ve w rther understan W . ;
Se_co 5 y ORJeCtive Was 1o 1 , eru _e >ld 0 ZIN Netherlands/National v T1/T2 Adult & Child v X Yes / Yes Yes
medical device HTA methodologies contribute to o AOUAS: Ao del v Bo— W et _ ot HAS & do Same HIS. |
reviations = AQUAS: Agencia del Qualitat | Avaluacié Sanitaries de Catalunya; CADTH: Qanadlgn Age,ncy for Drug and Te(,:hnologles in Hetalth, EUnetHTA. Eqropean Ngtwork of Hea_llth Technology Appraisal; HAS.. Hagte Autorité de sante, .HIS..HeaIth Improvement Scotland,
variation in decision-making Care Excallence: NIPH. Nomvegian sttt of PUbIG Hoalt: SESGS. Senvicio de Evaluacion y Planficacion, Canarias: TL 2: Type 1/2: TLv: TancAras-Och Lakemecelsfomnsverke, Washington State: Washington State Health Care Authory: ZIN: Zorginsituut Nederand.
* The study is intended to help decision-makers o . o
. . Clinical Evidence Assessment Economic Evidence Assessment Stakeholder Engagement
understand how the evidence for the FreeStyle Libre
system has been assessed by different HTA bodies at
different stages of evidence generation ) 2 NR 2 NR
Clinical Economic 29.5% HCP and/or 23.5%
Evidence Evidence Patient
100% 70.5% 76.5%

Figure 3: Percentage of HTA Reports Evaluating a) Clinical Evidence b) Economic Evidence c) Stakeholder Engagement
Clinical Evidence Economic Evidence

. . « Economic analyses returned mixed « Feedback was consistently positive
Assessment Assessment Igr?cmzjgcrll%g f Ir:erggrstfyle Libre results with some HTA bodies concluding  across all HTAS, consultati%g
@l ];g system is more effective at It cost-effective and/or cos_,t-sa\_/ing, \_/vhilst approache_s \_/ari_ed (focus groups,
reducing time in hypoglycemia others suggestgd populations in which comm_ent |nV|tat|on, letter SumeS_SIOI’\)
(Figure 4) and improving patient the Free_Ster ler_e system W_ould be_ * Benefits repo_r_ted_ Include convenience,
Stakeholder HTA Body satisfaction versus SMBG cost saving/effective (e.g. patients with greater flexibility in managing diabetes,
Engagement Recommendations high test frequencies) and being a ‘life-changing device’
"‘n r- Figure 4: Health Technology Assessment Reports Conclusions and Recommendations
Conclusions on the FreeStyle Libre System’s Effects on Conclusions on the FreeStyle Libre System’s

« Aliterature search was conducted in October 2018 with Hypoglycaemia Outcomes o Cost-Effectiveness

the aim to identify all HTA reports on the FreeStyle Libre No . Cost-Effective | 072
_ _ _ _ Conclusion/ 12% CADTH, ZIN AQUAS, AQUAS, HAS,
system published by HTA bodies since CE approval in 2014 Evaluation gégbs,(a), Urcertair CADTH.

+ Amanual search of 158 HTA body websites in 45 HTAG, Fvidence 18%  SESCS@SESCSOLNPN  pegore
countries, where the FreeStyle Libre system held market Lé:‘/f;erﬂg- 24%  INgsss W T Wsarinoten . \é\(/)arzhﬁlg:?o,n
authorization, was undertaken in addition to searches in A Effective - 18% TLV, HIS, HTW CUnetHTA
the Centre for Reviews and Dissemination RIS :HEESASAED

* Where appropriate, the results obtained were Effective Evaluated
supplemented with local knowledge e.g. in the absence | 1 1 1 1 . 1 . . . . |
of methodology details in the final HTA report 0% 20% 40% 60% 80% 100% 0% 20% 40% 60% 80% 100%
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