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TABLE 1
ObJeCtlve Domains and sub-domains assessed in seven national digital health technology value assessment frameworks
To analyze the Institute for Clinical and Economic Review-Peterson Number of sub-domains assessed per framework Points of interest
Health Technology Institute (ICER-PHTI) framework, published
in September 2023, alongside other national value assessment . & AN A
frameworks to define the landscape for national digital health —— 71 g ‘ ' Role in care
technology value assessment frameworks. - ¢ VAFs from the UK, Finland and Australia required HCP involvement
FINCCHTA mHealth NICE DHT in the design of the application, to ensure usability and credibility.
B k8 d Domain DiGa Digi-HTA ICER-PHTI Assessment ESF + DTAC PECAN
acC roun
¢ Anincreasing number of healthcare payer systems are now reimbursing Role in care
. . ] 1 1 il ] L
dlglrfal lhea_lth ’Fecrndqloglis (c[l)'HTS).[ H_owever., the nte)ature ofO’lthes_,e ] ¢ Purpose of DHT ¢ LFfsegSi?iltl;/t)éfrTSalth Privacy and data security
tec tnouoilfsf’ IlnC(FLQJC'II'n)g the 'ﬁc.'fli ty Jltn.[unn(;ng lro ustran omJltze ’ TargeF pépUlatlon information 3/6 3/6 36 ¢ All VAFs required compliance with (inter)national laws and
?On rotie . rl(e\a/As\F ) 1 s), NEcessitales .aJ'( ore lva ;J.e azs§|_ehssmerr11 0 ¢ Fezcr'pt'on of o Credibility regulations such as CE/UKCA marking or privacy acts. Consistency
ITAMEWOTHKS >) 10 ensure appropriate evatiation. ©s€ Chatienses andscape among HCPs between VAFs in the privacy and data security domain indicated the
in evidence generation are not addressed by traditional health importance of this area
technology assessments (HTAs), and so there is a lack of appropriate ¢ Other '
guidance for the evaluation of DHTs."* Recently, the Institute for Clinical
and Economic Review (ICER) and the Peterson Health Technology Privacy and data security
Institute (PHTI) published a novel DHT framework to support rigorous ¢ Usercontrolover PHI ¢ Riskmanagement | (S | EEEEESEEN Baaa
luation in the USA.3 ance w d data securit B éls
evatuation in the : ¢ Compliance with laws and aata security Technology assessment
M th d and regulations ¢ The only VAFs to consider environmental sustainability were the
e odas UK VAFs.
Technology assessment
¢ Talrgetetdfsearcheskwere Cc_)fr_wdul(l:tetd_lln N(c])l\itember ZOtZti to |o:entgy ] o Desien ¢ Protection for
re evan_ rameworks specifically tai o_re o) suppo.r e value-base ¢ Update to Technical vulnerable groups
evaluation of DHTs. VAFs of all countries were eligible. Only frameworks Performance ¢ Communication
for which the guidance was publicly available were included. Based on h N N .. BTy B .. BN & Clinical impact
. o . . ¢ Real-world deployment  With users 4/8 0/8 4/8 4/8 . .
the content of the identified frameworks, an extraction grid was created N ¢ Dataset and/ ¢ VAFs from the USA and UK specifically considered aspects of health
that covered seven domains and 31 subdomains (Table 1). Data from each considerations or algorithm inequalities, including the need to consider equity within the design
VAF were extracted from all domains by a single reviewer, and reviewed requirements of DHTs.
?1/ adsecpnd. If any uncertainties remained, these were resolved by a S @ e + Despite growing interest in the use of RWE to support evidence
generation activities, only the and Germany S mentione
rdreviewer. t tivit ly the UK and G VAF tioned
the acceptability of RWE. Whilst RWE may be considered within
RGSU ItS Developer assessment on e 0/1 on o on o on other frameworks, this appears to be a striking omission given the
. evidence generation challenges for DHTSs.
¢ A total of seven VAFs from the USA (ICER-PHTI),> Germany (DiGa),° S - 8 |
France (PECAN).” the UK (NICE DHT ESF and DTAC).8° Finland Clinical impact ¢ The USA VAF specifically called out the requirement for RCTs for
(FINCCHTA Digi-HTA)" and Australia (mHealth Assessment Framework)" 5 Descrsian of 5 Heslilh sy some DHTs, depending on their category.
were analyzed (Table 1). Allincluded a requirement for DHTSs to adhere evidence required ¢ Professional oversight ¢ Whilst the UK VAFs noted a preference for RCT evidence
to data privacy laws and for submission of safety and clinical efficacy ¢ User experience/ ¢ RWE where appropriate, high quality real-world study designs were
evidencg. However, evidence requirements, including the nee_d _for an usability i e s also acceptable.
RCT, varied; Germany and UK VAFs were also the only to specnﬂc.ally ¢ Safety v Othor T Germmamy VAE Reted mriimT edEnee reauirements 6t &
reference acceptance of real-world evidence. The USA VAF detailed : . . . .
. . _ ¢ Effectiveness retrospective comparative study, although higher evidence levels
budget impact model (BIM) requirements, whilst the UK VAF noted both o Safetv and were welcomed
BIM and cost-effectiveness modeling requirements; all other VAFs did effec’zveness — '
not include health-economic modeling requirements. Consideration of N
health inequalities, environmental sustainability, and DHT usability were
also inconsistent across countries. Economic impact i o
¢ Description of ¢ Cost-effectiveness | [ BEESS B Sl [l [2eE: _ _ _
evidence required ¢ Other /4 o 1/4 ¢ Only the USA and UK VAFs required economic evaluations.
o ¢ Budget impact A number of other countries will have pricing negotiations, but there
Concl usSion is no methodology to determine economic value in these instances.
¢ Information on data security, clinical efficacy, and safety are _ _ . I e ke $ $ $ 42424 ¢ The USA VAF only focused on budget impact, whilst the UK VAF
universally required by national VAFs. The US (ICER-PHTI) VAF Final analysis or recommendation 0/1 0/1 1/1 considered both budget impact and cost-effectiveness.
covers a broad range of domains, including BIM requirements,
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On[y the UK Considers more domains by employing two Complimenta ry ICER: Institute for Clinical and Economic Review; PECAN: Prise en Charge Anticipée Numérique; PHI: personal health information; RCT: randomized controlled trial; RWE: real-world evidence; UKCA: United Kingdom conformity assessed.
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