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Trusted Evidence

Smart Automation of SLRs for GVDs: Faster Market Access

for New Drugs

Health technology agencies (HTAs) and payers demand
detailed evidence for the conclusions health technology
companies make about new products, requiring
comprehensive justification for the assumptions,
comparator(s), and criteria used to assess its potential value.
Pharmaceutical, medical device, and diagnostics developers
consolidate the evidence for the value of their innovations
into a global value dossier (GVD), which informs submissions
to HTA and payer agencies.

Systematic literature reviews (SLRs) are key sources of
information for GVDs. These reviews generate large quantities
of data that must be vetted, captured, categorized, analyzed,
and updated regularly, in what can be a time-consuming,
labor-intensive, and expensive ongoing process. This business
brief reviews how automating aspects of the SLR can improve
its accuracy and efficiency while supporting the development
of a targeted, fit-for-purpose dossier.

Challenges of Creating GVDs

The central tension in preparing a GVD is between inclusivity
and relevance. Too much information makes the document
unwieldy. Too little information renders it less valuable. A
subset of this issue is the tension between local applicability
and international reach - the need to include all information
for relevant local affiliates as well as all global information
while producing a usable document.

Results of a survey of global pharma employees responsible

for health economics and outcomes research, market access,
or reimbursement illustrate this tension.
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The Global Value Dossier: Background

A GVD states the value proposition for a life sciences
product and supports that proposition with evidence
about the global burden of the condition addressed by
the product, current treatment, and unmet needs, as
well as the evidence of the product’s clinical, economic,
and humanistic (e.g, patient-reported outcomes
[PROs], quality of life) value compared with the
standard of care or other appropriate comparator(s).

The GVD is created by the product developer’s global
headquarters and typically focuses on global
information but also includes country-specific data
based on input from local affiliates. It forms the basis
for market access teams and others in life sciences
firms to communicate the value proposition to local,
regional, or national payers; HTA agencies; and other
authorities that control or affect market access and
reimbursement. The dossier therefore provides crucial
support for patient access to new therapeutics,
diagnostics, and devices.

Early GVD development may promote communication
among internal teams so that clinical trials include
research questions relevant to HEOR and market
access needs. Otherwise, clinical trials may conclude
without gathering data needed for the GVD, such as
PROs, cost-benefit analysis, or quality-adjusted life
year.




Fewer than one-third of respondents who had a GVD available
when they last developed a local HTA submission believed that
the GVD offered value, with only 31% (7/23) considering it
“extremely” or “very” valuable. Factors cited as limiting a GVD’s
value for preparing a local HTA submission were lack of
relevance to the country/region (57%), lack of comprehensive
content (39%), language barriers (35%), cumbersome format
(30%), and outdated content (22%).!

Preparing a global value dossier can involve reviewing
hundreds or thousands of references - screening, reviewing,
and extracting data and categorizing each document.

The process of human screeners and reviewers performing
these tasks using spreadsheet software without automation
inevitably leads to errors, such as inconsistent application of
selection criteria and keyword choices, inconsistent
categorization of references, and copy-paste errors.

These responses suggest a need for comprehensive inclusion
of the relevant content in a usable form, with frequent
updating. All content should support the value proposition
without extraneous material. The GVD must feature local

The inefficiency of humans working remotely across time
zones, rather than collaborating in real time, can also lead to
accidental duplication of work.

treatment guidelines and evidence related to the relevant
geographic regions yet be structured for easy navigation. Benefits of Automating SLRs for Evidence-Based
GVDs

SLRs are commonly used to gather evidence for the GVD
sections covering disease burden, current treatment, and
unmet needs, as well as the clinical, economic, and patient
impact sections. The quality, comprehensiveness, and

Using automation to support the expensive, labor-intensive
functions of literature collection, screening, and assessment
can improve accuracy, consistency, transparency, and efficiency.
relevance of the evidence in the SLR is the foundation of the
subsequent analyses and conclusions. Characteristics of a A popular literature review platform used by 60% of the top
quality literature review include: pharmaceutical companies and many contract research
organizations is DistillerSR. DistillerSR’s cloud-based platform
Comprehensive inclusion of all relevant references. automates the literature review process through Al-powered
Transparency in reference selection criteria and
application of criteria.

Consistent application of reference selection criteria,

without bias.

automation and intelligent workflows to simplify and accelerate
the review process, allowing researchers to work faster and
more accurately than traditional methods. Below are some of
the challenges with developing SLRs that automation

Dual screening of each reference. addresses.

Challenges of SLRs

Inconsistent application of reference criteria by different

reviewers can lead to bias and lack of transparency.

Multiple people reviewing data after the DistillerSR
evaluation can inadvertently introduce inconsistencies.

The gold standard of two human reviewers per reference is
expensive and labor-intensive, and can lead to workflow
confusion and duplicate effort.

References in languages other than English require

The status of project is unclear to different contributors. -
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How automating helps

DistillerSR applies reference selection criteria consistently
and records every decision about inclusion, preventing bias
and promoting transparency.

DistillerSR can calibrate the inter-rater reliability of a team to
ensure that all members have the same understanding of
what is relevant, before beginning a project.

DistillerSR can be set to require two reviewers per reference
or for a set proportion of references if the budget dictates.

DistillerSR can serve as a second reviewer for references,
with excluded papers flagged for more evaluation.

DistillerSR can partition references to be reviewed only by
specified individuals, avoiding duplicate effort.

DistillerSR offers inline machine translation of the title and
abstract, reducing the need to order the full-text translation
to decide about inclusion.

DistillerSR updates screeners’ decisions about references
and updates reference status reports in real time.



“For our organization, the ability to use

a platform that simplifies the screening
process and allows for creative/flexible
solutions to manage massive volumes of
evidence is vital to our process.”

- Chris Waters-Banker Director of Consulting

Operations for Maple Health Group

Centrally manage and reuse all evidence-based
research data across your organization.

Life sciences organizations conduct many research projects
for which references are processed. Rescreening a reference
already evaluated elsewhere in an organization for another
project duplicates effort and wastes precious time. DistillerSR
has a module called CuratorCR that serves as an evidence
management warehouse for all data across an organization or
department. As a screener is reviewing a reference, a
CuratorCR icon will indicate if someone else has already
collected evidence from the paper. Clicking on the icon will
take the user to all the evidence gathered by a colleague, and
the screener can decide whether to accept or augment data
from the earlier entry. This feature enables teams to avoid
hours of duplicate effort reassessing and obtaining already
available evidence.

Automating SLR Development Creates a Central
Repository of Global and Local Data

A global value dossier ideally follows the HTA templates for
the regions to which the product developer is seeking market
access and addresses topics that all or most HTA agencies,
payers, and other stakeholders typically request.

Information specific to local affiliates can be included in
appendices or in links to online data repositories. This
structure avoids lengthening the dossier to an unusable size
while providing local offices what they need. Local affiliates’
access to a central data repository such as DistillerSR enables
selection of the appropriate local data by including links rather
than all data in the document.
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Importance of an evidenced-based GVD
to market access

Erring on the side of brevity in a GVD can be risky, as
HTA and payer agencies demand comprehensive
information not always found in GVDs. Omitting that
information from the life sciences firm's HTA or payer
agency submission can reduce the chance of
reimbursement.

A consulting firm cites these five common global HTA
template requirements that GVDs often address
inadequately:?

Inadequate justification of the choice of comparator,
patient relevance and endpoint validity,
generalizability of the data, and economic model
inputs.

Incomplete trial and analysis information.
Insufficient information on patient benefit.

Consider linking data about the burden of
the disease on patients to findings

demonstrating that the product improves

patient-reported outcomes and quality of life
parameters related to that disease burden.

Economic impact.
Even HTA agencies that do not assess cost
effectiveness may appreciate information
about the cost, materials, and training
required to use the new product compared
with the current standard of care.

Evidence summaries.
These can appear along with the detailed
information mentioned above, for agencies

and officials who prefer that format.

Updates

GVDs must be updated regularly as new evidence emerges
and as payers request evidence to support coverage of new
indications or use of a product in different populations.
DistillerSR LitConnect automatically imports newly published
references, alerting the relevant team member that a new
reference is available for a decision about whether to add it to
a project.
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