l. Background

Astellas (the “Company”) is committed to supporting high quality, evidence-based independent medical
education (IME) that seeks to improve the overall safety and quality of patient care and treatment.
Independent Medical Education must be designed to close knowledge and practice gaps identified in the
public healthcare landscape, drive measurable improvements in knowledge, competence and
performance of healthcare professionals, and advance patient health outcomes. “Independent” means
that the projects funded by the company are the full responsibility of the recipient organization.
Astellas does not have influence over any aspect of the supported projects and only asks for interim and
final outcomes reports including a description of the impact of the projects.

These guidelines provide transparency and clarity on how proposals are evaluated for support. They
outline the criteria Astellas uses to assess quality, independence, compliance, and expected impact of
proposed activities. Proposals that align with these guidelines will be considered stronger candidates for
support, as they demonstrate thoughtful planning, measurable outcomes, reference-backed
methodology, and a clear commitment to independent, evidence-based education.

For all grant proposals, please adhere to the following guidelines in addition to the established
requirements for the Astellas IME grant application process. All applications must be submitted online
through the Astellas Grant Management System, accessible at
https://www.astellas.com/en/science/research-and-development/external-funding/medical-education
Where applicable, information included in your proposal should align with the data entered within the
online application.



https://www.astellas.com/en/science/research-and-development/external-funding/medical-education

. Eligibility

Geographic Scope:

United States (Primary percentage of target audience from US for global
activities)

Applicant Eligibility
Criteria:

Eligible applicants (the “Organization”) include hospitals, academic medical
centers and medical schools (Note: the CME Office must submit the request for
accredited activities); professional medical associations/societies; medical
education companies; and publishers of medical and scientific publications.

Grants may not be provided to individuals, sole proprietorships, private medical
practices, medical group practices, or other for-profit healthcare provider
organizations.

Collaborations within institutions (e.g., between departments and/or inter-
professional), as well as between different institutions/ organizations/
associations are strongly encouraged. Please note all partners must have a
relevant role and the requesting Organization must have a key role in the
project. For programs offering continuing education credit, the requesting
Organization must be the accredited grantee. Non-accredited medical
education may be submitted by the lead organization.

1. Guidelines

Section

Guideline Summary

Gap Analysis /
Needs Assessment

Proposals must include a comprehensive gap analysis and needs assessment,
referenced and demonstrating clear understanding of specific practice gaps,
underlying educational needs, root causes, and barriers to change specific to each
target audience(s) included in the activity. Practice gaps and needs must be
distinguished from each other. Each practice gap should have a documented root
cause . If more than one audience is targeted, the gaps and needs for each
audience must be clearly described. Multiple data sources should be used to
support the assessment.

In addition to describing each identified gap, providers must assign a
prioritization rating (High, Medium, Low) to indicate its relative significance. This
prioritization should reflect the anticipated impact on patient outcomes and the
degree to which the gap is under-addressed in current education. Prioritization
will guide the depth of coverage for each gap in the proposed activity

Target Audience

Clearly define the intended learner population, including specialties, roles, and
care team members. The proposal should explain why these audiences are critical
to addressing identified gaps and needs. For multi-disciplinary audiences,
describe how each audience’s unique educational needs will be addressed.




In addition to describing the intended target audience (e.g., specialists, primary
care, allied health), providers must estimate expected audience size and impact,
broken out by live learners versus enduring learners. Providers should also
explain how they will verify actual audience composition post-activity (e.g.,
registration data, specialty breakdown, practice setting). This distinction will allow
flexibility in determining support for the live and/or enduring components
separately.

Learning Objectives

Provide specific, measurable, achievable, relevant, and time-bound (SMART)
objectives that align with the needs assessment. Objectives should focus on
measurable changes in knowledge, competence, or performance, rather than
vague intentions.

Educational Design

The proposed educational design should be innovative, interactive, and evidence-
based, reflecting adult learning principles. Proposals must cite authoritative
sources (e.g., NBME, AMWA, ACCME, peer-reviewed literature) when referencing
'standard practice.' Designs should demonstrate how they will address the
identified needs, engage learners, and lead to measurable change relative to the
identified learning objective. Multi-format approaches are encouraged to reach
diverse audiences.

Providers should move beyond simply naming adult learning principles and
instead clearly describe how each principle will be implemented in the
educational activity. Explanations should include the planned methods, formats,
or instructional techniques that will bring these principles into practice. This level
of detail will allow reviewers to assess whether the design meaningfully
incorporates adult learning theory into the learner experience, ensures active
engagement.

Outcomes
Measurement

Proposals must include an outcomes plan aligned with established frameworks
(e.g., Moore’s Levels of Outcomes). Outcomes should demonstrate meaningful
learner impact—knowledge, competence, performance, or patient outcomes,
based on the goals of the program—not just participation counts. Methods for
data collection, analysis, and reporting should be described clearly. Any claims of
'best practice' must be supported with references. Moore’s Level 3 (knowledge)
or higher is required for all IME activities.

If multiple-choice questions are proposed as part of the outcomes strategy,
applicants must describe how they will capture baseline (pre-activity) data to
enable valid pre/post comparison. This ensures that improvements can be
attributed to the activity rather than assumptions about learner knowledge

*Impact reports from previous activities must be fully reconciled in order to be
eligible.

Independence and
Accreditation

All applicants must ensure that proposed educational activities adhere to all
applicable legal, regulatory and (when relevant) accreditation requirements.




Activities must be independent, evidence-based, present a balanced view of
therapeutic options, and remain free from commercial bias at every stage of
planning, implementation, and evaluation.

For accredited CME/CE activities, the accredited provider holds full responsibility
for ensuring compliance with all relevant accreditation standards, including
ACCME requirements related to independence, content integrity, and the
eligibility of any non-accredited collaborating organization.

Proposals must describe how independence criteria, and (if applicable)
accreditation requirements will be met.

Budget

Budgets must be transparent, reasonable, and detailed, with costs aligned to fair
market value. Astellas reserves the right to request clarification or justification of
budget items.

If funds are being provided to patient advocacy organizations, each collaborative
partner and amount provided must be listed.

Multi-supported initiatives are highly preferred. If multi-support isn’t possible,
the following must be included:

e Indicate how many companies were sought for monetary funding support
for the specific grant, and their responses.
e A detailed rationale for sole support

Proposal Content

Proposals should include only information directly relevant to the proposed
educational activity. Marketing materials, awards, organizational history, or
unrelated achievements are not relevant and will not be considered.

Patient Centricity

Preference will be given to proposals that meaningfully incorporate the patient
perspective through deliberate and well-considered strategies. Proposals should
clearly demonstrate how patient input influences the design, delivery, and
relevance of the education in ways that improve communication, decision-
making, and individualized care.

Independence and
Compliance

Proposals must demonstrate that educational content and design will remain
independent from industry influence. All activities must comply with relevant
Accreditation Criteria, PARMA Code, OIG guidance, federal Anti-Kickback Statute,
and other applicable U.S. regulations and standards.

Collaborations

Roles and responsibilities of all collaborative partners must be clearly described.

Applicants must define the role of any collaborating organizations or partners,
including their specific responsibilities in planning, delivery, or evaluation of the
activity. A ‘relevant role’ is one in which the partner provides substantive
contributions (e.g., content expertise, learner access, or outcomes analysis) that
materially impact the program’s quality and reach.

Contingency Plans

Proposals must include a contingency plan should full funding not be achieved.




V.

Review Criteria

The grant review committee evaluates proposals according to their scientific merit, alignment with
Astellas’ areas of interest, compliance with these guidelines, and available funding, along with the
following criteria:

Ability to adhere to all requirements in submission.

Requestor’s knowledge of and experience within the relevant therapeutic area or disease state.
Quality of researched gap analysis/needs assessment specifying the current practice gap of
identified learners.

Education focused on supporting excellence in patient care.

Linkage of educational needs to practical and measurable learning objectives.

Incorporation of adult learning principles, instructional design methods, interaction, and
innovation in the educational format reflecting the preferred learning styles of the target
audience.

Outcomes measures aligned with learning objectives and educational format, using best
practices in assessment methods and supported by references.

Audience generation methods specific to the activity and target audience.

Rigor of mechanisms to validate content and mitigate financial relationships, including review
and revision of content to ensure a balanced view of therapeutic options and elimination of
bias.

Compliance with guidelines, regulations, and local governance related to medical education,
such as accreditation, as applicable.

Fiscal responsibility and fair market value.

Clarity and relevance of submission: proposals must include only activity-specific content;
extraneous material such as awards, marketing claims, or organizational promotion will not be
considered.

Validity of rationale for sole support or equity of support of other organizations.

Alignment of timing of proposed activity with other supported activities



Submission Checklist

Eligibility

1 Organization is U.S.-based (hospital, academic medical center, medical school, national
society/association, medical education company, or scientific publisher).

(1 If CE credit is offered, the accredited provider submits the request.

1 All collaborating partners have a defined, relevant role; the requesting organization holds primary
responsibility.

I Impact reports from any previously funded Astellas-supported activities are complete and up to date.

Required Proposal Components

Gap Analysis / Needs Assessment

1 Clearly distinguishes gaps, needs, and root causes.

1 References multiple data sources (e.g., literature, learner data, practice metrics).
1 Identifies gaps for each target audience.

(1 Includes prioritization of gaps (High / Medium / Low) based on significance and impact on patient
outcomes.

Target Audience

[ Defines intended learners (specialties, roles, care team members).

1 Explains why each audience is essential to addressing the identified gaps.

[ Estimates expected reach (live and enduring) and describes how actual audience composition will be
verified post-activity.

Learning Objectives
[1 Objectives are SMART—specific, measurable, achievable, relevant, and time-bound.
1 Each objective directly aligns with identified gaps and needs.

Educational Design

] Evidence-based, interactive design incorporating adult learning principles.

L Clearly describes how each principle will be applied (methods, formats, instructional techniques).
[ Educational formats are appropriate for the audience; multi-format approaches encouraged.

1 References credible sources when citing “standard practice.”

Outcomes Measurement

1 Outcomes plan aligns with Moore’s Levels of Outcomes (Level 3 or higher required).
I Includes baseline (pre-activity) and post-activity data collection for valid comparison.
[ Focuses on learner knowledge, competence, or performance—not only participation.
1 Methods for data collection, analysis, and reporting are clearly defined.



Independence and Accreditation (if applicable)

1 Describes how accreditation criteria and independence standards will be met by all educational
partners.

Budget
L] Budget is transparent, detailed, and reflects fair market value.
[ Lists all collaborative partners and funding allocations (especially for patient advocacy organizations).
1 For sole support, includes:
— Number of other companies approached and their responses.
— Justification for single-support funding.

Patient Centricity
1 Demonstrates meaningful incorporation of patient perspectives into the educational design.
L] Explains how patient input enhances communication, decision-making, or individualized care.

Independence & Compliance
[ Educational content and design are independent of industry influence.

1 Complies with all relevant regulations and standards (PhRMA Code, OIG, Anti-Kickback Statute,
ACCME Criteria, etc.).

Collaborations
1 Clearly defines roles and responsibilities of each partner.

(1 Each partner provides a substantive contribution (e.g., content expertise, learner access, or outcomes
analysis).

Contingency Plans
LI Includes a clear plan for partial funding or unanticipated changes in support.
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