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Introduction Objectives

Definitions

« RWE and HEOR teams are both responsible for RWE generation through observational research,
yet confusion emerges on scientific accountability for research projects and what Decision-Making
Committee is responsible for its endorsement.

Real World Evidence (RWE) is evidence about the usage Health Economics and Outcomes Research (HEOR),
and potential benefits or risks derived from analysis of analyses that identify, measure, or describe economic

data relating to patient health status and/or delivery of consequences based on represented health outcomes of - | N o ,
industry generate and utilize RWE. end customer (Regulators, Company Internal, Health Care Providers, Payers, HTA bodies,

Policymakers, etc.)
« RWE and HEOR

 Are increasingly being used in the industry to get the right medicines to the right patients at the right time.
« Have grown in importance, and the needs for each in demonstrating treatment patterns, burden of disease,

« This poster identifies suggested best practices for operating efficiently and with impact in a cross-
functional organization to inform health care decisions.

* Lack of clarity on conduct of RWE generation in

incidence/prevalence, adherence/persistence, comparative effectiveness, and real-world outcomes, have + We also identify areas for business efficiency when addressing the needs of external
expanded globally in recent years.3 stakeholders. pharmaceutical companies can lead to business
« RWE teams generate insights and evidence that inform development, regulatory discussions, and post-marketing . . . .
« HEOR teams generate evidence to inform decision makers regarding healthcare resource allocation as well as the
value add on patient outcomes. They also utilize observational research to fulfill this mission. . Outputs of AESARA’s HEOR benchmarking project
Methods demonstrate a critical need to better define the
2024 HEOR Benchmarking Exercise by AESARA RWE Governance Structure at Gilead Sciences breadth of RWE to operationalize the best ways of
Figure 1. Overview of benchmarking exercise of HEOR organizations in pharmaceutical companies - A real-time example of fostering innovation includes an initiative at Gilead Sciences to streamline working.
ways of working, procedures, and governance of observational research.
* AESARA conducted a benchmarking - A new Review Committee, the Observational Protocol Review Board (0PRB) was made effective . . :
exercise of HEOR organizations in 7 Companies - 1 0 HEOR organizations as the sole committee for endorsement of all observational company-sponsored and collaborative * Solutions presented in AESARA’'s HEOR
harmaceutical companies (see . tudies. : : - .
figure 1), panies | studies benchmarking included centralization of RWE
: i Global only or Global + US - L - : : .
o AESARA CondUCte-d a thematic 3 l:%gg3?Bca;gﬂ:|Fr)e?er:L§S 7 _ ) Flgure 2. Stl'eamllnlng Observational Research at Gilead Sciences (observatlonal research) strategy, governance
analysis of the primary and ( ) HEOR organizations
secondary research to developthe 3 Medium companies Observational Protocol Review Board and data warehousing to enable streamline
HEOR benchmarking report. (>US$10B- $30B annual revenue) 3 US-only HEOR 6 6 6 Scientific & technical review
1 Small company organizations All observational study protocols execution of RWE.
(US$0B- $10B annual revenue)
Scientific Lead Submits’ Single operational framework _ _ _
. | R All observational research across * Real world implementation of a cross-functional
O Primary research with HEOR leaders j_ Secondary research on annual Sj . devel t & il
. p— . ingle point of contact accountable evelopment & commercia : :
88 and team members through semi- + EQ reports and company websites for scientific activities governance structure at Gilead Sciences
structured interviews on topics . to characterize company size Review Committee Chairs o
: ?ergranni;zhaatirzr;tael :;gure and positioning and assets by therapeutic area + Determined by study s60pe & or end user Real World Evidence (Development) demonstrate the success of centralizing RWE
. Capabilities and infrastructure OR (observational research) review to improve
« Ways of working = Global Health Economics & Outcomes _ ]
Research (Commercial) cross-functional collaboration and enable
meaningful generation of high- quality evidence.
Results
2024 HEOR Benchmarking Exercise by AESARA RWE Governance in Practice at Gilead Sciences
Figure 3. Key takeaways from benchmarking exercise of HEOR organizations in The Gilead Sciences governance structure was informed through the experiences of these case
pharmaceutical companies studies:
COVID-19 example
i Key Challenges Reported . _ _ i i i i
compgnlﬁs have I-IIEC?R | . Dy o fgff t P A o In 2020 2(()j22,_thet_fC_DOt:/I(IjD_ 19 pander_rcljlcl_was rapidly evolvmgtand (Ijerr?_aﬂd for new evidence from References: 1. FDA. (2023, February 5). Real-world evidence. U.S. Food and Drug
: ! cl;r‘cizjvaEnlza ions e);c:rmllhe y own uplication of efforts results in business inefficiency payers and scientific 9 ies (e:g. guidelines groups) was extremely |g. . | Administration. https-//www.fda.gov/science-research/science-and-research-special-
_rzspoqu\m | R: V)\,/,E e - . LackI Of'govetmat'ml:le of Rf\l/'VIt_:' prototcolts, methods and analyses « HEOR, RWE and Medical Affa|r§ groups r_\ad wgekly governance me_etlngs to discuss datq sets, topics/real-world-evidence. 2. Drug and Device Manufacturer Communications With
Fe_?;]al?h erfs a:_e capapliliues resu tS In _IOO entially contiicing outputs - | mgthodology, and results_, resulting in rapid publication of studies using the latest data available and Payors, Formulary Committees, and Similar Entities--Questions and Answers;
Wi . O .er unc |0n§ (e.g., o Stratification of RWE _rol_es and responS|b.|I.|t|e§, partlcularly by using robust methodologles Guidance for Industry; Avallablllty (2018, June 13) 3 Sherman, RE, Anderson,
i?f'c!emlg:_ogy, IMe(:IICDaIt - end-user, potentially limits the external utilization of RWE + This collaboration led to successful reimbursement in multiple countries, including supporting S.A., Dal Pan, G.J., Gray, G.W., Gross, T., Hunter, N.L., LaVange, L., Marinac-Dabic,
airs, Clinical and Data Analytics) the Joint Procurement Agreement in Europe. D., Marks, P.W., Robb, M.A., Shuren, J., Temple, R., Woodcock, J., Yue, L.Q., &
Potential Solutions Califf, R.M. (2016, December 8). Real-World Evidence — What Is It and What Can It
"RWE experts are going to exist in various - - - _ Tell Us?. The New England Journal of Medicine, 375(23), 2293-2297.
other functions because various external © ZElTOAD SEoEe b uitETes CRpean Ene s ey e i Sxamele . T S nttpsi//doi.orgH0.1056/NEMsb 1609216, 4. Pizsi LT( (%nukwu ha, E., Corey, R
stakeholders are asking for RWE. It's going to study » HEOR and the RWE group were utilizing IQVIA Longitudinal Access and Adjudication Data (LAAD) ps.//A0I1.0rg/ty. - & b1 Kwugha, k., Lorey, R.,
be counter-productive to try to centralize . Establish@ . to answer similar questions but for different stakeholders. This duplication was identified in cross- Albarmawi, H., & Murray, J. (2020, September). Competencies for Professionals in
execution of RWE.. .the strategic aspects functional discussions prior to protocol development. Health Economics and Outcomes Research: The ISPOR Health Economics and

« Strengthen Evidence Generation Plans (EGP) to coordinate
RWE * The groups then joined forces as co-scientific leads to develop a protocol and conduct the research,

- HEOR Leader - Centralize data warehousing resulting in a publication which can be used for payer discussions as well as with HCPs.
* |If the above structure had been in place, some of the inefficiencies could have been avoided.

should be centralized with HEOR.” Outcomes Research Competencies Framework. Value in health : The journal of the
International Society for Pharmacoeconomics and Outcomes Research, 23(9), 1120-

1127. hitps://doi.org/10.1016/j.jval.2020.04.1834
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