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This perspective provides a vision for seamless access
to publicly available information on regulated med-
ical products supporting innovation and informed
decision making. Current information shared by reg-
ulators postapproval is generally available on indi-
vidual, siloed, and non-interoperable platforms. We
believe there is great value in regulators to modify or
create integrated platforms in their respective regions
to share publicly available information on medical
products in an accessible and manageable format to
drive innovation and informed healthcare decisions.

BACKGROUND

Often, when seeking information on medical products, a
web search is initiated leading the user to disconnected
statements from varied sources, many of which are
not based on robust data or trusted sources of informa-
tion. Trusted information on medical products includes,
but is not limited to, approved product leaflets, publicly
available regulator assessments, and other regulator
statements (e.g., safety statements, drug shortages, and
recalls). Although the internet provides a vast number of
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resources, it is not always possible to confirm whether in-
formation is accurate, comprehensive, or up to date.!

Regulators are trusted sources of information and as
authorities are responsible for protecting public health
through their review, approval, and regulation of medical
products. They serve as the recognized source for authori-
tative information once a product is approved/authorized
and must continue to serve as the providers of trusted in-
formation. Stakeholders (e.g., patients, healthcare provid-
ers [HCPs], academia, and drug developers) have a range
of uses and needs when seeking out authoritative medical
product information (e.g., safety, drug interactions, pe-
diatric, geriatric, diversity, genomic, patient experience,
and real-world evidence). They also rightfully expect the
information they are accessing, particularly when made
available by a regulator, is integrated, timely, and valid
(i.e., authoritative). Access to publicly available informa-
tion after approval also supports the creation of a learning
healthcare system? and helps advance research and devel-
opment of medical products.

Everyone should be able to easily access publicly avail-
able information in a timely manner and in a format that
is easy for them to access and navigate. Many regulators
already provide some information (e.g., labeling, safety
data, and assessments) on their websites, but do so in a
nonintegrated manner leading to the proliferation of
stand-alone webpages that require users to navigate to dif-
ferent sites for information (see Table 1). Although a good
first step, the information is disconnected, static, and not
thought of holistically or with an eye toward standardiza-
tion/efficiency. We recognize that information posted by
regulators varies among countries/regions, and we are not
necessarily proposing a single global platform, rather each
individual regulator can and should develop their own in-
tegrated platform, while using globally harmonized tech-
nology standards and continue to increase transparency of
publicly available information.

Existing technology can provide for more coordi-
nated and customized access to information on approved
medical products on a regulator’s website. For example,
worldwide initiatives already exist to share approved la-
beling in structured content and format so the informa-
tion can be customized.>* Regulators also are encouraged
to share their public assessments, when they exist, of reg-
ulated medical products.’ The coronavirus disease 2019
(COVID-19) pandemic has further enhanced the expec-
tations for trusted information and regulators are seiz-
ing opportunities to make information available and we
applaud those efforts. However, as regulators embark on
modernizing their infrastructures and information shar-
ing, they should work with stakeholders to understand
their needs and leverage existing and new technologies to

create or enhance existing websites using global standards
to effectively share publicly available medical product in-
formation and continue to serve as the trusted source of
information for medical products.

ADVANTAGES OF CREATING
AN AUTHORITATIVE SOURCE
OF MEDICAL PRODUCT
INFORMATION

Stakeholders will benefit from having access to a versa-
tile platform for regulated medical product information.
Here, we start to explore those benefits.

Patients and healthcare providers

Regulator viewpoints are useful for patients and prescrib-
ers to help inform healthcare decisions. For example, pa-
tients often want to understand the experiences of patients
in a clinical trial with similar attributes (e.g., race, gender,
and age). All regulators require some type of labeling for
HCPs, and regulators may also require specific patient la-
beling for certain medical products. However, quite often
both patients and HCPs require additional trusted infor-
mation to make informed healthcare decisions. Although
the information may be available (see Table 1), it is not
easy to find or is available through platforms not widely
known, and if available can be difficult to understand.
Different sources of information can result in complicat-
ing discussions between HCPs and patients rather than
facilitating dialogue.

Additionally, sharing of new safety information could
be optimized with a more holistic and integrated pre-
sentation of information regarding regulated products.
Currently, safety updates are added to a label and some-
times regulators require issuance of additional commu-
nications and post the information to their websites (see
Table 1). Safety information should be integrated with all
information about a product in a more dynamic and ac-
cessible platform that would allow for a more contextual
presentation (i.e., what is the genesis of the safety update,
and what does it mean in relation to prior information and
earlier assessments of benefit-risk).

Both patients and HCPs need a trusted and timely
source of information that can be made more understand-
able and accessible. The ability to integrate siloed infor-
mation from an authoritative source (i.e., the regulator)
provides more accessibility and transparency which not
only enhances informed healthcare decisions but may
help efforts to build trust.®
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Regulators

Transparency behind the process that leads to regulatory
decision making is important beyond patients and HCPs.
An integrated platform that includes public assessment
reports can build trust among regulators and share
knowledge and insights into innovative development
programs.’ This trust can increase reliance and work-
sharing models, potentially creating more efficient medi-
cal product assessments globally and improving access to
patients. Additionally, within a single country or region,
regulators can use these integrated platforms to build or
strengthen institutional memory to increase their knowl-
edge and ensure consistency in decision making.

Researchers/drug developers

Drug developers and researchers often learn from each
other, and a country-specific integrated platform of pub-
licly available information would help drive innovation
and efficiency. The ability to readily search across prod-
ucts and innovations can help to promote a learning
healthcare system and create efficiencies.” Rather than
posting pdf files or other static information, an interoper-
able platform that shares all publicly available regulated
product information would allow developers to utilize
modern technology to query across products and help in-
form future clinical trials. Decisions underpinning drug
development programs, and sponsor interactions with
regulators, also would be enhanced through access to a
more effective, versatile collection and presentation of
regulated medical product information. The increased
usability of public information would further build trust
among all researchers and avoid unnecessary duplication
of work.

CHALLENGES IN CREATING
A VERSATILE REGULATORY
MEDICAL PRODUCT PLATFORM

Regulator resources and infrastructures and lack of har-
monized standards are the biggest challenges in creat-
ing interoperable platforms to share approved medical
product information. The first step for any regulator is
to understand the needs of the stakeholders and make
available all publicly available information in a format
best suited to their needs and then modernize their in-
formation technology infrastructure and processes to cre-
ate integrated platforms (i.e., create the ability to develop
customized queries). Regulators and industry can work

together to harmonize on global standards for sharing
publicly available information in a structured content
and format. The availability of information in search-
able formats creates the opportunity for all stakeholders
to customize information to their needs. Although re-
sources can be a challenge, regulators around the world
are taking notice of lessons learned from the COVID-19
pandemic and are beginning to upgrade their infrastruc-
tures. The COVID-19 pandemic identified the need for all
countries to improve their broadband access and infra-
structure. As these improvements take hold, the public at
large will be able to reap the benefits as described above
from increased and enhanced availability of trusted pub-
licly available medical product information.

CONCLUSION: A VISION FOR
AN INTEGRATED PLATFORM
TO SHARE MEDICAL PRODUCT
INFORMATION

We are in a unique time where we have learned from the
recent pandemic the need for rapid, useful, and tailored
access to approved and authoritative medical product in-
formation. We congratulate regulators for the increased
sharing of information during the COVID-19 pandemic
and are ready to work with them to embrace the global
need for more timely, trusted, and credible information
and utilize available globally recognized technologies and
standards to develop integrated platforms for the sharing
of publicly available information on medical products to
enhance knowledge and drive innovation. As regulators
improve their own infrastructures, increased sharing of
public information can begin immediately via publication
in an electronic format, with the ultimate goal of having
integrated platforms by 2030 in their respective regions.
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