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Abstract

Patient involvement is an increasingly recognized cornerstone of effective Health Technology
Assessment (HTA). Clear, accessible information empowers patient organizations to contribute
meaningfully to HTA. Therefore, an international Summary Information for Patient Groups
template was developed to provide plain language summaries of new medicines being assessed.
Pilots using the template were conducted in Australia in 2021 and England in 2022, providing a
trial within the HTA process. In Australia, the Consumer Evidence and Engagement Unit
(CEEU) used a workshop and survey, together with key stakeholder interviews, to gather
feedback. In England, the National Institute for Health and Care Excellence used public
consultation, surveys, and a Short-Life Working Group (SLWG). An advisory board with patient
organizations provided additional insights. The feedback enabled members of the HTA Inter-
national Patient and Citizen Involvement in HTA Interest Group to evaluate the potential to
enhance patient organization submissions to HTA bodies and to provide recommendations on
the template’s implementation in HTA processes. The pilots highlighted that plain language
summaries increased confidence and reduced preparation time for patient organization input to
HTA. Other nonexpert stakeholders also found them valuable for fostering understanding.
However, challenges remain, including mitigating bias in completed templates, allocating
sufficient resources, and integrating into existing processes. The evaluation concludes that the
approach holds significant potential to enhance patient organization involvement in HTA.
Recommendations include setting up multi-stakeholder SLWGs, ensuring early access to
summaries, and aligning implementation with local regulations. These insights provide guid-
ance for HTA bodies to develop an approach to support patient involvement.

Background

Health Technology Assessment (HTA) is a multidisciplinary process using explicit methods to
determine the value of a health technology. The purpose is to inform decision-making and
promote equitable, efficient, and high-quality health systems (1).

While processes vary, HT A bodies and policymakers increasingly recognize the importance of
patient involvement to inform decision-making (2;3). Patient involvement in HTA enhances
transparency, fairness, and legitimacy (4). Patient experience can provide unique insights into the
effects, risks, and benefits of treatment (5). Patient organizations are being relied upon to
effectively represent patients and caregivers in the HTA decision-making process (6).

Despite growing opportunities, barriers to effective patient involvement remain. Patient
organizations often face challenges due to limited knowledge of HT A methods and difficulties
understanding complex submission documents written using technical terms (7). They fre-
quently receive little or unclear information about the medicines being assessed (8). In many
countries, regulations restrict companies from sharing information with patient organizations,
especially before regulatory approval, limiting access to information about treatments, their
intended use, and supporting research. These challenges hinder meaningful participation and
highlight the need for clearer, more accessible information to support patient input in HTA
processes.

To meaningfully contribute to the HTA process, patient organizations need clear and
accessible information about the medicine being assessed, leading to better quality and relevance
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of their input. To address this, a template to compile plain language
information that can be shared with patient organizations was first
introduced by the Scottish Medicines Consortium (SMC) in 2017
and has become a core part of the submission dossier (9). This is
known as the Summary Information for Patient Groups or
“Summary” for short.

HTA International (HTAI) is a professional society promoting
the development, communication, understanding, and use of HTA
around the world. The HTAi Patient and Citizen Involvement in
HTA Interest Group (PCIG) established a project subcommittee to
create an adaptable international Summary template (see
Supplementary Material S1). This template, with guidance for
companies, HTA bodies, and patient organizations, aims to support
effective patient involvement across HT'A processes (10). Figure 1
illustrates an overview of the template’s development.

Methodology

The National Institute for Health and Care Excellence (NICE) in
England and in Australia, the Consumer Evidence and Engagement
Unit (CEEU) in the Office of HTA, along with the Pharmaceutical
Benefits Advisory Committee (PBAC), piloted the International
Summary in their HTA processes. The HTAi PCIG Project Sub-
committee evaluated feedback from various stakeholders involved
in the pilots, and this article examines the lessons learned and
recommendations for future adaptation.

Three companies completed Summaries with their submis-
sions, allowing both HTA bodies to evaluate and address chal-
lenges arising with a limited number of cases. In the pilots, NICE
received nine submissions, and PBAC initially focused on two
(Table 1).

Both NICE and CEEU reviewed the Summaries to verify that the
information was accurate, provided a fair reflection compared to
the full technical submission, and was not promotional. They then
shared the Summaries with relevant patient organizations to
inform their input and assist them in seeking patient perspectives
on the medicine. The HTA bodies used a variety of methods to
gather feedback during the pilots, as described below.

NICE pilot

To initiate the pilot process in England, a statement about the
Summary was included in the public consultation on the NICE
methods and process guide, allowing NICE to assess support for
adopting the approach (11). A baseline survey was also conducted
with NICE and industry representatives to obtain their opinions
and perspectives on patient involvement (see Supplementary Mater
ials S2 and S3).

To support the pilot, a multi-stakeholder Short-Life Working
Group (SLWG) was established following a call for expressions of
interest from patient organizations from different disease areas.
NICE worked in partnership with the SLWG to coproduce their
involvement processes (12). Involving four patient organizations, a
lay member, and led by NICE staff, the role of the SLWG was to
provide feedback and advise on the Summary implementation. This
included evaluating and adapting the international Summary tem-
plate (see Supplementary Material 54).

Additionally, an advisory board meeting was held with repre-
sentatives from four patient organizations, led by the Patients
Association, to gather feedback on the Summary, including the
level of plain language used (13).

Coombes et al.

PBAC pilot

There was a recognized need by patient organizations to improve
the information provided to support their participation in HTA
(14). The CEEU at the Office of HT A within the Australian Depart-
ment of Health and Aged Care collaborated with the PBAC to
conduct an evaluation using an adapted HTAi template, focusing
on an initial pilot in collaboration with Bristol Myers Squibb, with
Summaries for two submissions. These were provided to relevant
patient organizations, along with written and verbal briefings, as
well as a guide on how to use the Summary.

In addition to gathering feedback during the pilots, 1-hour
interviews were conducted by a third-party consultant with rep-
resentatives of the submitting company, five patient organiza-
tions, and CEEU, gathering perspectives from different
stakeholders on aspects such as ease of completion, whether they
helped save time, and whether the process improved patient
organizations’ input (15).

Project subcommittee

Following the pilots, three reports were completed: one for the pilot
in Australia (see Supplementary Material S5), one for the SLWG
with NICE (see Supplementary Material S6), and one by the
Patients Association. The HTAi PCIG International Summary of
Information for Patients Project Subcommittee, composed of par-
ticipants from patient organizations, HTA bodies, and industry,
analyzed the reports and held regular meetings over 2 years to
gather feedback on the pilots (see Supplementary Material S7). This
included meetings with NICE and CEEU to discuss the analysis and
elucidate a broad range of questions, such as how the Summary can
help support patient organization input to HTA, how easy the
template is for companies to complete at the appropriate level of
plain language, and considerations for HTA bodies implementing
the pilots and incorporating the Summary into existing processes.
The learnings from the pilots have now been collated by the Project
Subcommittee to form the recommendations and guidance pre-
sented in this article.

International conference panel

At the HTAi Annual Conference in Adelaide (June 2023), the panel
“Outcomes and Lessons from Implementing the International
Summary of Information for Patient Groups in Different HTA
Systems” presented initial findings from the NICE and PBAC
pilots. Feedback from the session was collated by the HTAi PCIG
Project Subcommittee.

Results and evaluation
NICE evaluation

The public consultation on the NICE methods and process guide
asked stakeholders to provide feedback on their support for the
following statement using a Likert scale response option: “Com-
panies will provide a ‘Summary of Information for Patients’ with
their evidence submission.” More than 80 percent of the
103 respondents agreed or strongly agreed with this statement
(11) indicating strong support from key stakeholders for imple-
menting the approach (Figure 2).

The SLWG noted positive feedback from patient organizations
regarding the Summary (11). The SLWG agreed that there were

Downloaded from https://www.cambridge.org/core. IP address: 216.73.216.165, on 06 Sep 2025 at 03:13:03, subject to the Cambridge Core terms of use, available at https://www.cambridge.org/core/terms.
https://doi.org/10.1017/50266462325100408


http://doi.org/10.1017/S0266462325100408
http://doi.org/10.1017/S0266462325100408
http://doi.org/10.1017/S0266462325100408
http://doi.org/10.1017/S0266462325100408
http://doi.org/10.1017/S0266462325100408
http://doi.org/10.1017/S0266462325100408
http://doi.org/10.1017/S0266462325100408
http://doi.org/10.1017/S0266462325100408
https://doi.org/10.1017/S0266462325100408
https://www.cambridge.org/core
https://www.cambridge.org/core/terms

International Journal of Technology Assessment in Health Care 3

SUPPORTING PATIENT PARTICIPATION IN HTA
DEVELOPING AN INTERNATIONAL APPROACH

Patients have a unique perspective that should be part of the Health Technology Assessment (HTA) of new
medicines.

To improve the quality of information provision to patient organization during assessments, the Patient and Citizen Involvement
Group (PCIG) at Health Technology Assessment international (HTAI) has developed an International Summary of Information for
Patient Groups (The Summary) template with the intention that this can be adapted and used by any HTA body in the world to
support patient organization participation.
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Figure 1. Overview infographic of the HTAi Patient and Citizen Involvement in HTA Interest Group (PCIG) development of an international Summary Information for Patient Groups
template.

many benefits to implementing the approach at NICE. Benefits  c. understand the company submission and, thus, help with the

included helping patient organizations committee papers and discussions.
a. as a source of background reading to help with participation. Patient organizations involved in the pilot also provided positive
b. understand the issues (such as evidence uncertainty). feedback as part of an advisory board. There were several
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Table 1. List of submissions with completed Summaries as part of the pilots

Coombes et al.

Table 2. Key issues identified by the NICE Short-Life Working Group

National Institute for Health and Care Excellence (NICE) pilot submissions

The NICE Short-Life Working Group identified key issues from the pilot

NICE ID Technology/indication

ID1566 Nivolumab with ipilimumab and chemotherapy for untreated
metastatic nonsmall cell lung cancer (NSCLC)

1D1294 Ozanimod for treating relapsing—remitting multiple sclerosis

1D1444 Lisocabtagene maraleucel for treating relapsed or refractory
aggressive B-cell non-Hodgkin lymphoma

1D1332 Nivolumab with ipilimumab for previously treated metastatic
colorectal cancer with high microsatellite instability or
mismatch repair deficiency

ID1676 Nivolumab for adjuvant treatment of esophageal or
gastroesophageal junction cancer

1D1625 Nivolumab with cabozantinib for untreated advanced or
metastatic renal cell carcinoma

ID3761 Tepotinib for treating advanced NSCLC

ID3748 Daratumumab in combination for untreated systemic amyloid
light-chain amyloidosis

ID3816 Ciltacabtagene autoleucel for treating relapsed or refractory

multiple myeloma

Pharmaceutical Benefits Advisory Committee (PBAC) pilot submissions

PBAC Technology/indication
Nov 2020  Nivolumab with ipilimumab for NSCLC
Mar 2021  Nivolumab with ipilimumab for malignant pleural

mesothelioma

Consultation Responses to Summary of Information for Patients Statement
|

/

= Disagree = Don'tknow/NA = Neither agree nor disagree = Strongly agree Agree

Figure 2. Responses to the consultation statement: “Companies will provide a ‘Sum-
mary of Information for Patients’ with their evidence submission.”

recommendations made to improve the use of the Summary. The
SLWG identified some key issues (Table 2), covered in further detail
below.

PBAC evaluation

The five patient organizations involved in the PBAC pilot were
largely positive about their involvement and found the Summary
useful, with one commenting that “it’s gold!,” as it substantially
reduced the time spent looking for information. In some cases, it
helped patient organizations to seek particular insights from
patients and carers. For example, one was able to design targeted
surveys asking patients about quality of life and perspectives on the
medicine being assessed. Patient organizations also reported

1 The variability in the level of plain language used by manufacturers
when completing the Summary.

2 Concerns regarding governance, as the Summary is written by the
submitting company and so there needs to be mitigation against any
concerns of bias or promotion.

3 Clear guidance is needed on the completion and use of the Summary.

4 Thetiming of when the Summary is made available, as this needs to be
early enough in the process to support patient organization input.

5  Feasibility and the resources required to complete the Summary,
review it, and make it available.

improved levels of confidence in contributing to the HTA process.
Information on the treatment, comparator(s), place in the man-
agement pathway, and setting was considered helpful, particularly
when given in a clear, concise format. Feedback indicated there
should be better use of diagrams, tables, and formatting options to
improve clarity and reduce the length of the Summary. The collab-
oration between the company, HT A body, and patient involvement
experts was found to be useful to ensure the Summary contained
not just a simple version of the application but had meaningful
information for patient organizations. It also helped inform how
best to complete and use the Summary.

Industry representatives completing the Summaries were
broadly supportive. A survey by Medicines Australia, the pharma-
ceutical industry association (see Supplementary Material S8),
showed strong feasibility, with thirteen of fourteen companies
confirming their capacity to complete the template (16).

Reflections by the CEEU empbhasized that by providing patient
organizations with clear and concise information, they were better
able to contribute their perspectives relating to the impact of a new
medicine and identify what additional information should be con-
sidered by PBAC. The initial pilot led to the completion of seven
additional Summaries involving various products and patient
organizations.

Discussion

Patient and industry perspectives on the Summary in England and
Australia align with those sought by SMC during its development.
The Summary improves submissions by providing context to
patient organizations but requires further accessibility enhance-
ments. Industry and HTA bodies emphasized resource challenges
in implementing and reviewing Summaries, despite widespread
support for the approach.

Feasibility

In the initial development of the international Summary, HTA
bodies were interviewed about the feasibility of including Summa-
ries in existing processes. Industry input and resources required
were identified as key considerations. The pilots revealed significant
resource needs for HT'A bodies, including staff time for implemen-
tation, stakeholder involvement, and reviewing and evaluating
Summaries. Future pilots should address these requirements.
Securing buy-in from industry, senior leadership, and committee
members is critical to ensuring sufficient resource allocation for
successful implementation.
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Governance and mitigating bias

Good governance and mitigating bias are two important factors
when discussing the Summaries, particularly when they involve the
provision of information prepared by submitting companies. Both
pilots had clear guidance for companies when completing the
template, and HTA bodies checked that the Summaries were accur-
ate, provided a fair reflection compared to the full technical sub-
mission, and were not promotional before sending them to patient
organizations. Guidance emphasized that the document should be
no longer than twelve pages and in plain language. If not appro-
priately completed, the HTA body returns the documentation to
the company for revision. To ensure equity of access, both SMC and
NICE have made completion of the Summary mandatory for
company submissions.

Adapting the summary template and guidance

HTAi PCIG developed the International Summary alongside a
series of guidance documents providing instructions for companies
completing the form and how patient organizations should use it
(17). These guidance documents were adapted by both NICE and
the CEEU to support the implementation of their pilots (15;18).

A key consideration is the variation in expertise of patient
organizations and how to meet the different types and levels of
need in one plain language summary. Some will be regular con-
tributors to HT'A and understand the process well. Others will have
less experience and may need support to understand not only the
treatment being assessed but also their role in the process. Some
patient organization representatives might have other accessibility
challenges, such as loss of vision, dyslexia, or speaking a non-
English language.

NICE used the SLWG to review and update the International
Summary and guidance to support the pilot. The outputs of the
SLWG were a Summary template for companies, a guide for
companies, and a guide for patient organizations (18-20).

PBAC also updated the guidance for patient organizations to
ensure they were clear on how they should be used. Further revisions
were undertaken to reflect feedback and to refine content (15).

Timing of the summary

In order to best support patient organizations preparing HTA
input, they need to receive information as early as possible but
there can be barriers to this including regulations preventing infor-
mation from being shared with patient organizations ahead of a
company receiving regulatory approval for the treatment.

NICE and PBAC pilot discussions included timings for the
availability of the Summary and how it aligns with existing methods
and timelines, as described below.

NICE summary timing

Issues were raised about when the Summaries are made available
within the timelines of the NICE appraisal. This is principally
because industry provides the Summary with their submission to
NICE at the same time as patient organizations are asked to submit
their written evidence. The SLWG outlined recommendations,
including “that (NICE) timelines are amended so that patient
organizations could receive the Summary before completing their
submissions” (11). To address this, NICE is exploring the possibil-
ity of delaying the time patient organizations are required to submit
their written evidence.

Additional areas of discussion included completing the Sum-
mary earlier in HTA processes to potentially be used at the scoping
stage and updating it as required during the process.

PBAC summary timing
The Summary was provided to patient organizations when the
agenda was published for an upcoming PBAC meeting. From this
time, for ~8 weeks, “consumer comments” could be submitted
ahead of the PBAC meeting. After this period, the information
submitted was collated and summarized by the CEEU and PBAC’s
consumer nominee and presented to PBAC. Eight weeks may not
be sufficient for patient experts to gather information or survey
patient communities to support their input. However, this must be
balanced with avoiding a delay in the decision-making process.
The timing of the availability of the Summary and other plain
language information is becoming increasingly important, raising a
relevant point for industry to consider having plain language sum-
maries available at an early stage as they develop their HTA dossiers.
In the context of the new European Union (EU) HTA Regulation,
which includes the development of a Joint Clinical Assessment (JCA)
before HT'A evaluation at the EU country level, it would be important
for stakeholders to explore how plain language summaries could
support patient organizations to provide input to the JCA. Further-
more, the inclusion of plain language summaries to strengthen the
patient voice at a regional EU HTA level could also enhance patient
involvement in local HTA processes.

Limitations

This study has several limitations. The findings and recommenda-
tions reflect the authors’ interpretations based on feedback from a
limited number of pilots conducted by HTA bodies in high-income
countries, leaving challenges in other contexts unexplored. Feed-
back was collected retrospectively using diverse evaluation methods
rather than systematic prospective planning. Additionally, the
focus on patient organizations, rather than individual patients
and carers, may have excluded perspectives from those less familiar
with HTA processes. Despite these limitations, the international
Summary template, along with locally adapted resources, offers
opportunities for other HTA bodies and patient organizations to
adopt and refine the approach, fostering broader experience and
insight.

Conclusion and recommendations

Pilots by NICE and PBAC confirmed the positive impact of pro-
viding plain language summary information to support patient
organization input to HTA, and the Summary template has been
incorporated into the NICE HTA process. Patient organization and
industry perspectives on the Summary in England and Australia are
consistent with those sought by SMC from patient organizations
and their industry users during the development of the inter-
national template (10). Issues and challenges remain for different
stakeholders, which can be addressed and improved. Based on the
experience and lessons learned from these pilots, the authors offer
the following recommendations for future implementations by
HTA bodies and other stakeholders.

1. Managing and implementing a pilot: Establishing an SLWG
helps gather diverse perspectives and secures buy-in from internal
and external stakeholders. The involvement of committee
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members, patient organizations, and industry is key to the suc-
cessful implementation of a pilot.

2. Evaluating a pilot: Use multiple methods, such as surveys, to
collect data that assess the usability of the Summary, the guid-
ance provided, and its impact on decision-making.

3. Patient organization expertise: Guidance should clarify that
the Summary provides standardized, accessible plain language
information to support HTA decision-making. While it may not
address every information need, it serves as a foundation for
additional research and insights.

4. Clarity and accessibility: Summaries must be clear, concise, and
accessible, with infographics, images, and diagrams enhancing
readability. Guidance provided by the HTA body to companies
on completing the Summary template is critical. Examples can
assist companies in preparing high-quality summaries, and
plain language reviews can also help.

5. Mitigating bias: HTA bodies might consider preparing Sum-
maries themselves, though this would require significant
resources. The SMC, NICE, and PBAC approach, where HTA
bodies review company-prepared Summaries for balance, accur-
acy, and neutrality, is an effective bias mitigation strategy.
Regulations and industry codes also minimize the risk of pro-
motion.

6. Resource impact: Mitigate resource demands with good plan-
ning by weighing resource requirements against the significant
benefits summaries provide.

7. Summary timing: Summaries should be shared early enough to
support meaningful patient input. Integrating the Summary into
existing methods and timelines is a practical first step, with
adjustments made as necessary to optimize timing.

8. Local regulations: National policies and legislation may pose
barriers to adopting the Summary. Strict rules on patient—indus-
try interaction should be explored during pilots to identify
and address real versus perceived challenges, enabling imple-
mentation.

Evaluating patient and public involvement programs in HTA is
crucial for understanding their impact, identifying training needs,
and driving improvements (2). Information on the international
Summary’s impact supports its enhancement and securing stake-
holder buy-in for broader implementation. NICE and PBAC will
continue evaluating their pilots and refining forms, guidance, and
requirements (11;21). HTAi PCIG will update international tem-
plates and guidance based on global learnings. Sharing information
and learning empowers HTA bodies to implement the approach
effectively, ensuring informed patient involvement and strength-
ening the HTA process.

Supplementary material. The supplementary material for this article can be
found at http://doi.org/10.1017/S0266462325100408.
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