Revisiting Archetypes: New Archetypes for Strategic Global Value
Evidence Planning
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Background Methods (continued)

Conclusions
* Global Health Economics and Outcomes Research « Rating Evidence Importance: Each value method and element was rated for its importance to decision-making (Table 2)—first based on formal policy L _
(GHEOR) teams face challenges developing efficient documentation and then refined through consultation with AESARA market experts. To mitigate subjectivity, internal expert assessments were only applied ’ Trad't'on_al pa_yer market archetypes a_re not fit-for-
evidence strategies due to heterogeneity in payer decision- where policy guidance was unclear or silent, and structured criteria were used to support consistent evaluation across markets. Final importance rankings purpose in evidence generation planning for GHEOR
making frameworks across markets. were validated in consultation with Gilead local country experts. teams
o iti i i i  Grouping by Evidence Needs: Minimum value evidence needs for each market were identified and similarities across countries were evaluated to define . : e .
Traditional payer archetypes (Figure 1) describe overarching | P -?j g 3 » Four evidence archetypes were identified, reflecting how
decision-making tendencies (eg, clinically driven, cost- value evidence archetypes. ket oritize diff ‘1 f dat inical
effectiveness focused), but do not adequately characterize the  Archetyping Additional Markets: To test the useabillity of the framework, the authors mapped additional markets to the value evidence archetypes, In e pr_|or| LA RIS UL S 6. _ ata (eg, ¢ m'Fa !
full scope of evidence requirements across countries, collaboration with Gilead local experts. cost-effectiveness, and real-world) in demonstrating
particularly the evolving mix of clinical, economic, and real-world o _ . o value
evidence needed at decision points.? Table 2. Describing Value Methods and Elements Table 3. Value Evidence Archetypes Defined by Minimum c - 4 util I CEA/CUA
» Global teams may not be familiar with all markets, and so Value Evidence Needs | ost-e _eCtlveneS_S and utility analyses ( ) are
misalignment between global and local teams can lead to Increasingly required across markets
underestimating resource needs and missed opportunity in N Value evidence archetype Minimum value evidence package L. . . . .
value demonstration. Definition P P ’ * Market variation exists as some countries utilize strict
- 1 Tradit - Archet Required per HTA or payer policy Comparative Clinical . Comparative clinical trial data cost evaluation and budget thresholds while others use
|gure . lraditiona ayer rcne ypeS icinn- ’ Effectiveness (CCE : . .
([j)rei\(ilesrlon » Recognized by experts as an important factor in decision- (CCE) cost information as part of their value assessment
making . . . : . :
Market Decision-driver » Comparative clinical trial data « The newly identified value evidence archetypes offer
: . « Budget impact model, cost calculator, or other cost- . : : :
- Comparative dlinical . CCE + Cost Evaluations + based evaluations clearer guidance for evidence planning across multiple
Clinical efficacy, safety, therapeutic * Any methods or value elements that can be included based Real-world evidence (RWE) _ |
benefit benefit on the guidance document . Rfaa_ll-world e\_/l_dence to descrllge unmet need and/or markets
- Cost ............................................. .............................................................................................................. Supportive . These may be Submitted as Supplemental evidence bUt may C“rucal beneﬁt, |Oca| data requwed
e Cliniea effectiveness  Aue-for-money not be decision-drivers/ may impact HTA decision-making in
..................................................................... SpeCifiC Cases
Budget ~ Affordability and system : . :
impact sustainability - _ _ CCE + Cost . Comparatlye clinical trial da_tg | _
Competitive Cture * Not a current deusmn-dnyer or su_pporU_ve f_actor, however effectiveness/utility analyses . Cost-effectlve_ness / cost-utlllt_y analysis PI aln |_ an g U ag e SU mMm ary
tendering Competitive  Lowest acquisition cost and the market may be exploring consideration in the future (CEA / CUA) + RWE  Real-world evidence to describe unmet need and/or
tendering ~ operational efficiency clinical benefit; local data required . : i
| . Either not accepted. or may be submitted but has not Markets ask for different types of data when deciding on
impacted HTA decision-making iIf they will pay for new medicines
Methods Not valued * May include methods that are ‘accepted’ but have a very . Comparative clinical trial data S 1 n Il th St KS |
i i ° ome want to see now we e medicine WOrKsSs In
high bar for acceptance (e.g., ITCs /NMAs in Germany) CCE + Cost Evaluations  Budget impact model, cost calculator, or other cost- _ _ _
. L . based evaluations studies. Others care about how much it costs or how it
To iInform a more holistic evidence strategy, the authors aimed
to classify value evidence needs by HTA bodies and key payer helps people in real life.
decision-makers into more actionable archetypes that enable . - : c
GHEOR teams to allocate resources and communicate value Results Lessons Learned This makes it hard for global teams to know what
effectively across diverse markets. o _ _ _ o iInformation to prepare
- The analysis identified four value evidence archetypes with some Continuous evolution in the use of HTA processes o _
A multi-phase methodology was employed to account for overlap (Figure 2): - | | | * The overlaps observed for the archetypes reflect the difficulty healthcare * We looked at individual market requirements and
heterogeneity in healthcare decision-making practices across * Most markets now require dlv_e_rse ewd_er_me types_lncludlng cost decision-makers have in prioritizing high- priced medicines with limited budgets. grouped them into four types based on types of
markets: effectiveness analyses in addition to clinical effectiveness. — HTA bodies and payer decision-makers are broadening their value definitions |
* Some countries rely exclusively on the CEA/CUA with clear and are looking for diverse evidence to make better access decisions evidence that are needed
« Market Selection: Thirteen representative markets were established thresholds, others leverage it as an entry requirement — Market placement on the archetypes map (Figure 2) will drift over time as  Most countries now want more than clinical trial data,
selected based on geographic diversity and variation in to negotiations preferring to rely on other direct cost-evaluations decision-makers continue to evolve their decision-making inputs and hev al t tod costs and real-world
healthcare decision-making structures. (eg, Budget Impact Analysis). orocesses ey also want expected costs and real-wor
* Policy Review: A comprehensive review of local HTA and  Value evidence archetypes do not align directly with traditional payer archetypes information on the medicine’s impact
payer policy guidance documents was conducted to identi _ it - ~ ici - - . . .
theyva " aisgessment e hode ] oo e elormente fy Traditional payer archetypes focus on final pricing decisions, while evidence . Cost-effectiveness studies are becoming a common
| _ Figure 2. Value Evidence Archetypes Mapped archetypes address pre- and post-approval evidence needs, enabling better |
considered in each market (Table 1). ' effort and impact estimation for teams that generate value evidence requirement

« RWE's role is expanding, underpinning both cost and clinical evaluations.

Table 1. Describing Value Methods and Elements * Grouping countries into the four types of markets will

Definition List SWE et i o CEA/CUA is becoming a standard evaluation tool help GHEOR plan better and share the right information
decision-driver rrows represent anticipate . . .
Budget impact model (BIM) & Cost calculators; e movemen _, * Once an England_/I\_IICE-onIy '[.OO.|,. more countrle_s are starting .'[O re_quwe _CI_EA/ with the rlght countries
Clinical outcomes assessments (COAS) & CEA/CUA O @ CUA due to the difficulty of prioritizing new medical technologies given limited
Tools or analytic Patient-reported outcomes (PROs); Clinical trial o PS budgets
approaches used data; Cost-effectiveness analysis (CEA) / Cost- | & _ o _ _ _ o
Value to describe utilization analysis (CUA); Indirect treatment @' () a % > % Comparative * There is variation in the degree to which CEA/ CUA influences actual decision-
. ’ ' T N Kk - | — \w 4R = . : : : :
method  quantify or A e St Tomtorm ot colraston = SEBEe — o . . Cost Clinical making with some markets relying exclusively on the CEA/ CUA with clear
demonstrate value  Outcomes-based agreement (OBA) experience; = .% o= 0= 0 vAHations EffeCt""(*ggsEs)’ established thresholds, others leverage it as an entry requirement to the
of a medicine Patient experience data (PED); Real-world < . P - : ) :
e Y Foal et uidence -~ — - - _negotlatlor!s_, preferrl_ng to rely on other direct cost-evaluations (eg, BIMSs) to
(treatment) (RWE); Systematic review @ O ® Inform deC|S|on-mak|ng
o Adherence/Persistence; Burden of iliness References
Individual (epidemiological focus); Burden of illness _ 1. Campbell J, Roibu C, Ivanova H, Macaulay R. PHP60 — PAYER ARCHETYPING — EXPANDING
dimensions or (patient focus); Caregiver / Family Spillovers; I | Em powering HEOR teams HORIZONS. Value in Health. 2018;21:S160.
Direct costs; Environmental Impact; Equity; -erger flag Indlos’es most commonty : : : . L.
Value aSpteF:;Stth?t th Implementation costs; Innovation; Patient f he * This arChetyplﬂg will empower GHEOR teams to appmprlate|y prlOrltlze the Acknowledgments: This study was funded by Gilead Sciences, Inc. Editing and production assistance were
element o n TR BT preferences / Satistaction; evidence needs of the markets and to better communicate impact based on provided by AESARA, and funded by Gilead Sciences, Inc.
overall value of a Productivity/Absenteeism; QALY (Quality- . . :
medicine Adjusted Life Year); QoL (Quality of Life); external healthcare decision-making needs Disclosures: YA and DG are employees of Gilead Sciences, Inc., and may own stock in Gilead Sciences, Inc.
Resistance (Virology/infectious disease Correspondence: Yumi Asukai, Yumi.Asukai@gilead.com
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