Evaluating a Structured Reporting Template to Increase

Transparency and Reduce Review Time for Healthcare Database

Studies

BACKGROUND

Real world evidence (RWE) generated from real world data (RWD) increasingly informs important decision
making in healthcare. However, generating high quality evidence from secondary data that is not collected for
research purposes can involve numerous complex design and analytic decisions."** Because of this,
reviewing evidence from studies conducted with RWD, such as administrative or clinical healthcare databases,
can require substantial staff time within regulatory and other organizations.

1. Status Quo

Currently, there is wide variation regarding which study parameters are specified in protocols or
reported in publications for database studies. Research groups use varied terminology to describe the
same design and analysis concepts.*® Attempts to replicate evidence from database studies have been
hampered by a lack of transparency in reporting on critical study implementation details.*>%"%°

Transparent reporting on key design and technical implementation parameters would streamline and
increase efficiency for stakeholders who need to report or review such evidence. Recognizing this,
the International Society for Pharmacoepidemiology (ISPE) and International Society for
Pharmacoeconomics and Outcomes Research (ISPOR), the two leading professional societies with
representation from stakeholders focused on generating evidence from RWD, created a joint task force
to address transparency, reproducibility, and ability to assess validity of database research. This task
force produced a catalogue of specific parameters that represent scientific decisions made when
implementing database studies.* Clear reporting of these parameters would facilitate replication of the
evidence as well as the ability to evaluate validity and relevance to a given population.” However, full
transparency must be balanced against the burdens it would impose on those reporting or reviewing
supporting materials.

2. Balancing Transparency and Burden with Structured Reporting of Key Parameters

To facilitate transparency and replicability of evidence, greater detail on study implementation or
programming code to enable replication could be provided in appendices. However, it can be extremely
time-consuming to parse pages of convoluted prose and unrealistic to expect decision makers to
deconstruct the thousands of lines of programming code involved in implementing an RWD study.
Study implementation decisions would remain obfuscated for decision makers without clear annotation
regarding which design and analysis elements were actually implemented.

Building on the ISPE/ISPOR consensus document, this project will design and field test a structured
reporting template that presents key study parameters clearly and concisely in tabular and visual
formats. This will reduce confusion and misinterpretation of prose that lacks specificity or uses
uncommon terminology and will provide annotation for study decisions implemented in programming
code.



II.

III.

The structured reporting template will be based on a principle of “maximum efficiency,” meaning the
template will be limited to information required to communicate the key study implementation decisions
outlined in the catalogue endorsed by ISPE/ISPOR, such as temporal anchors in the patient timeline,
ordering of exclusions relative to selection of study entry date, and complete code algorithms.* Further,
the level of detail in the template will be readily tailored for different use cases. Prose will be limited
although investigators will have the flexibility to add details in their own words. A glossary will be
provided for terminology used in the template.

3. Expected Impact

A structured reporting template would increase efficiency for those who generate or review evidence
from databases by creating clear expectations regarding which details should be reported in
publications, study protocols, or reports as well as how and where such information will appear.
Engaging researchers, journals, regulators, health technology assessment, payers, and other stakeholders
will be critical to maximize the impact of the structured reporting template.' Therefore, this project will
engage a consortium of stakeholders and seek endorsement and cultural acceptance of providing
structured reporting of study implementation decisions as a part of standard research practice.

SPECIFIC AIMS

1. Evaluate gains in clarity and efficiency of review of healthcare database studies with structured
reporting of specific study design and implementation parameters.

2. Gain stakeholder input to optimize a proposed template with the goal of endorsement/adoption
by stakeholders.

METHODS

1. The Brigham and Women’s Hospital (BWH) team will fill out a structured reporting template for

one selected publication with feedback from the Food and Drug Administration (FDA) (the
sponsor). We will select a paper that is missing some key information on study design or
implementation. The reporting template will have sections for details about specific study design
and analysis parameters for the published study. We will extract information that is included in
the publication and highlight where that information may be missing from the published
manuscript or appendices.

2. BWH and FDA will compile a list of stakeholders or stakeholder organizations whose input we
would like to invite (see list in Appendix A).

3. BWH will reach out to contacts at each organization, asking if they would be interested in
participating in a conference call focused on evaluating and offering feedback for a structured
reporting template designed for non-randomized database studies (see letter in Appendix B).

4. Consent for offering feedback in focus groups will be documented with signed consent forms
(Appendix C).
5. Participation will involve:



BWH will schedule focus groups via WebEx conferences to collect qualitative feedback
on the usability, clarity, and efficiency of the structured report.

The 90-minute focus groups will include a brief introduction to the structured reporting
template with one example from the literature and a structured discussion about risks,
benefits, and areas that could be modified to improve clarity, efficiency, and usability.

At least two weeks prior to the call, BWH will provide participating staff members with
the structured template + user Guide, a list of discussion questions, and two optional
background publications to review (ISPE/ISPOR joint task force paper and the design
visualization paper).
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