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ABSTRACT

Background: The introduction of biosimilar drugs has significant
effects on health care systems, and a variety of approaches are required
to support acceptance, adoption, and use of these drugs. Literature
exists on the enablers of, and barriers to, biosimilar implementation, but
frameworks that support the evaluation of biosimilar implementation
strategies are currently lacking.

Objective: To develop an evaluation framework for assessing the
effects of biosimilar implementation strategies on patients, clinicians, and
publicly funded drug programs.

Methods: The scope of the evaluation was determined by a pan-
Canadian working group through the creation of a logic model

of activities and expected outcomes associated with biosimilar
implementation. Each component of the logic model was considered
under the RE-AIM framework, which led to a set of evaluation questions
and indicators. Feedback to inform the final framework was sought from
stakeholders through focus group sessions and written responses.

Results: An evaluation framework was created that articulates
evaluation questions and indicators across 5 priority areas: stakeholder
engagement, patient experience, patient outcomes, clinician experience,
and system sustainability and affordability. Stakeholder feedback was
obtained through 9 focus group sessions with a total of 87 participants.
Feedback was used to refine the framework on the basis of stakeholder
priorities and feasibility.

Conclusions: Through extensive stakeholder consultation, an evaluation
framework was developed to measure and monitor the effects of
biosimilar implementation on the 5 identified priority areas, as well as to
inform future biosimilar implementations. This framework can be used as
a starting point for evaluating the implementation of biosimilars across
health care systems.

Keywords: biosimilar drugs, evaluation framework, biosimilar
implementation, indicators

INTRODUCTION

Biologic drugs are expensive and represent a growing seg-
ment of the pharmaceutical market. Global biologics sales
increased by 70% between 2011 and 2016.! Canada has the
second-highest per capita spending on biologics within
the member countries of the Organisation for Economic
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RESUME

Contexte : L'apparition de médicaments biosimilaires a eu et continue

d'avoir des effets importants sur les systémes de soins de santé et diverses
approches doivent étre mises en place pour qu'ils soient acceptés, adoptés
et utilisés. Il existe de la documentation sur les catalyseurs et les obstacles
a leur mise en ceuvre, mais les cadres entourant I'évaluation des stratégies
de mise en ceuvre des médicaments biosimilaires font actuellement défaut.

Objectif : Développer un cadre d'évaluation pour estimer les retombées des
stratégies de mise en ceuvre des biosimilaires sur les patients, les cliniciens et
les programmes de médicaments financés par les deniers publics.

Méthodes : Un groupe de travail pancanadien a déterminé la portée
de I'évaluation a I'aide d'un modele logique des activités et des
résultats attendus associés a la mise en ceuvre des biosimilaires. Chaque
composante du modeéle logique a été examinée dans le cadre RE-AIM,
ce qui a donné lieu a un ensemble de questions d'évaluation et des
indicateurs d'évaluation. Des commentaires pour éclairer le cadre final
ont été sollicités aupres des parties prenantes au moyen de groupes de
discussion et de réponses écrites.

Résultats : Un cadre d'évaluation a été défini. Il articule les questions
d'évaluation et des indicateurs d'évaluation dans 5 domaines prioritaires :
I'engagement des intervenants, I'expérience des patients, les résultats

des patients, I'expérience des cliniciens et la durabilité et I'abordabilité du
systéme. Les commentaires des intervenants ont été obtenus au cours de
9 séances de groupes de discussion avec un total de 87 participants. Les
commentaires ont été utilisés pour affiner le cadre sur la base des priorités
des parties prenantes et de la faisabilité.

Conclusions : Une vaste consultation des parties prenantes a permis de
définir un cadre d'évaluation pour mesurer et surveiller les effets de la mise
en ceuvre des biosimilaires sur les 5 domaines prioritaires identifiés, ainsi
que pour éclairer les futures mises en ceuvre des biosimilaires. Ce cadre
peut étre utilisé comme point de départ pour évaluer la mise en ceuvre des
biosimilaires dans les systémes de soins de santé.

Mots-clés : médicaments biosimilaires, cadre d'évaluation, mise en ceuvre
des biosimilaires, indicateurs

Co-operation and Development, not accounting for con-
fidential price rebates resulting from product listing
agreements.? In 2018, Canadian sales of biologics reached
$7.7 billion, representing 30.1% of the country’s total phar-
maceutical sales.? However, the biologic shares of claims in
Canadian public and private plans were much lower, at 1.5%
and 1.9%, respectively.> Health care payers are looking for
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ways to contain costs in light of limited budgets and the
need for health care system sustainability. Biosimilars rep-
resent lower-cost alternatives to existing biologic drugs. A
biosimilar is a biologic drug that is highly similar to a bio-
logic drug already authorized for sale (commonly referred
to as the reference biologic), with no expected clinically
meaningful differences in efficacy or safety.®> Biosimilars
offer an opportunity for significant cost savings, because
they enter the market after the reference biologic drug’s
patents and data protection have expired.*

Canada has a mixed system of private and public drug
coverage. Each of the 10 provinces and 3 territories has its
own drug funding policies for nonhospitalized patients,
which differ between oncology and non-oncology thera-
peutic areas. Oncology biologic drugs are primarily publicly
funded and are usually administered in a hospital out-
patient setting, whereas non-oncology biologic drugs are
funded through a mix of public insurance, private insur-
ance, manufacturer-sponsored patient support programs,
and out-of-pocket payment, and they are typically admin-
istered in private clinics. The pan-Canadian Pharmaceutical
Alliance, a network of representatives from the provincial,
territorial, and federal governments, guides and defines the
process of how prices for biologic and biosimilar products
are negotiated for public drug plans. Federal, provincial, and
territorial drug plan managers make independent decisions
on funding policies and coverage. Since 2018, a variety of
approaches stemming from the action plan for oncology
biosimilar implementation® have been implemented across
Canadian jurisdictions and therapeutic areas to support
the appropriate use of biosimilars and related reference bio-
logics and to enhance patients’ access to clinically relevant
and cost-effective treatment options. These approaches have
included engagement with stakeholders throughout imple-
mentation efforts,®” development and dissemination of edu-
cational resources for patients and providers,®® identification
and development of funding policies'*!® to promote uptake
of biosimilars, and development of recommendations to
support changes to the practices of heath care providers.!®

Extant literature on the enablers of, and barriers to,
biosimilar implementation'’?! focuses largely on clinician
perspectives and features the need for clinician-directed
education about biosimilars and facilitation of adminis-
trative processes related to prescribing them. Literature
was also found on patient perspectives before, during, and
after the implementation of nonmedical switching poli-
cies; this literature highlights patient concerns, enablers
of and barriers to implementation, and impacts of policy
changes on affected patients.?>2* However, no comprehen-
sive evaluation framework was found in the literature to
assess the effects of enablers, barriers, and implementation
strategies on biosimilar implementation. As such, this study
was undertaken to develop, through extensive stakeholder
consultation, an evaluation framework for effectively and
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objectively evaluating the impacts of implementation
approaches on drug utilization and uptake, cost savings,
patient experiences and outcomes, clinician experiences,
and education and resource needs.

METHODS

A pan-Canadian Evaluation Working Group (EWG) was
established to help with this initiative. EWG participants
represented ministries of health and cancer agencies from
across Canada, health technology assessment organiza-
tions, a provincial health authority, Health Canada, and the
Canadian Association of Provincial Cancer Agencies. EWG
participants were nominated through jurisdictional repre-
sentatives of the pan-Canadian Pharmaceutical Alliance and
included a mix of pharmacists, physicians, nurses, health
economists, policy advisors, and drug formulary managers.
At monthly teleconferences, the project team presented on
the progress of their work and facilitated generative discus-
sion for the EWG to identify priorities for evaluation and
to provide input on the feasibility of data collection and
analysis. The EWG determined the scope of the evalua-
tion by developing a logic model showing the activities and
expected outcomes associated with the various approaches
to biosimilar implementation across Canada. Box 1 shows a
summary of the Biosimilars Implementation Logic Model.

Evaluation Framework

The RE-AIM framework is a tool that helps program plan-
ners, evaluators, funders, and policy-makers develop effect-
ive, sustainable health programs and interventions.?> When
applied for purposes of evaluation, the framework proposes
that different perspectives be used to evaluate the success
of a program or intervention. Each activity and expected
outcome identified within the Biosimilars Implementation
Logic Model was considered from the 5 perspectives of
the RE-AIM framework—Reach, Effectiveness, Adoption,
Implementation, and Maintenance—as facilitated by the
RE-AIM planning and evaluation tool.2° This process gen-
erated an extensive list of evaluation questions and indica-
tors that formed the first draft of the evaluation framework.
The draft framework was reviewed by the EWG, who pro-
vided feedback on its alignment with jurisdictional evalu-
ation priorities and on the feasibility of data collection and
analysis. EWG feedback also ensured that the framework
was comprehensive and that irrelevant or infeasible ques-
tions and indicators were excluded.

Stakeholder Consultations

To ensure that the framework reflected the priorities and
perspectives of the stakeholders most affected by changes
in biosimilar policy, consultations on the draft framework
were conducted through focus group sessions and requests
for written comments from key stakeholder groups.
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Invitations were extended to 26 patient groups and 13 clin-
ician groups across disease areas where biosimilars were
approved for use (oncology, rheumatology, dermatology,
gastroenterology, endocrinology, ophthalmology, and rare

BOX 1. Summary of Biosimilars Implementation

Logic Model

Inputs

e Perspectives from patients, pharmaceutical industry, and clinicians
e Existing funding policies and implementation strategies

e Biosimilar implementation experiences at treatment settings

e Existing resources for patients and physicians

Activities

¢ Development of action plan for pan-Canadian biosimilar
implementation

¢ Consultations with stakeholders on implementation strategies and
funding policies

¢ Development, publication, and dissemination of educational
resources

¢ Implementation of biosimilars

Outputs

e Number and type of stakeholders consulted

¢ Number of engagements

e Stakeholder perceptions

¢ Themes and insights generated by consultations

¢ Number of brands funded in each jurisdiction

e Biosimilar funding policies

e (Cost savings

e Utilization (new patients, switched patients)

¢ Exception requests and approvals

¢ Time from jurisdiction funding announcement to local
implementation (i.e., at hospitals/clinics and other care settings)

e Effort/resources to implement a biosimilar in the treatment setting

e Operational changes at the treatment setting

¢ Patient experiences switching to biosimilars

¢ Number and types of educational resources developed

e Views/downloads of educational resources

Outcomes

e Increased awareness, acceptance, and understanding of biologics
and biosimilars

¢ Increased confidence in biosimilars (reduced uncertainty around
safety and efficacy)

e Increased transparency and awareness of biosimilar
implementations and funding policies among stakeholders

e Sustainable market for multiple products

¢ Improved access to treatment options and reduced risk of supply
shortages

¢ Increased readiness to implement biosimilars at the treatment
setting

¢ Alignment and awareness of practices across treatment settings

¢ Increased awareness of policy options, including facilitators
and barriers

¢ Plan for monitoring outcomes of biosimilar implementation

¢ Achieve target biosimilar uptake and cost savings

¢ Reinvestments of cost savings into patient care

e Sustainable provincial/territorial drug budgets

¢ Enhanced information systems that allow effective
pharmacovigilance
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disorders), 4 pharmaceutical industry groups, 3 providers
of patient support programs with private infusion clinics,
1 organization representing private health insurers, and 13
Canadian drug plan managers representing federal, provin-
cial, and territorial ministries of health and cancer agencies.
Organizations were identified by reviewing lists of partici-
pation in prior pan-Canadian biosimilar consultation ses-
sions and through an online search of additional Canadian
national organizations with an overt interest in biosimilar
implementation. Invitations were sent to the leaders of the
organizations, with a request to identify 1 or 2 representa-
tives to participate in the focus group sessions.

Nine focus group sessions involving a total of 87 partici-
pants were conducted via Microsoft Teams videoconferen-
cing software (Microsoft Corporation) in November 2020,
4 with patient groups (grouped by therapeutic area) and
1 each with clinician groups, the pharmaceutical industry,
providers of patient support programs, private health insur-
ance representatives, and public drug plan managers. Box 2
lists the participating organizations. Participants were not
compensated for their time. Each session was facilitated by
2 of the authors (L.M., a program manager, and S.W., a meth-
odologist) from the core project team, who had no known
conflicts of interest. Meetings were recorded to facilitate
transcription and subsequent analysis of the discussion.

To ensure efficient use of time during focus group ses-
sions, evaluation questions and indicators that were most
aligned with the perspectives of the various groups were
prioritized for discussion. Clinician sessions prioritized
themes of local implementation and education; patient
group sessions focused on funding policies, local imple-
mentation, and education; industry sessions prioritized
funding policies and education; and payer sessions focused
on funding policies. All groups were given time to discuss
questions and indicators related to stakeholder engagement.
Time was reserved at the end of each session for discussion
on any of the other evaluation questions or indicators, so
that all stakeholders could comment on any aspect in the
draft framework. Following the focus group sessions, stake-
holders had the opportunity to provide additional feedback
on the draft framework through the electronic platform
Microsoft Forms (Microsoft Corporation). This ensured
that all focus group participants had the opportunity to be
heard on all issues.

Analysis

Transcripts from the focus group sessions were analyzed
using NVivo qualitative data analysis software (QSR
International Pty Ltd; version 11, 2015) to identify areas
of importance for each stakeholder group. All feedback,
including focus group discussions and written responses,
was synthesized and thematically analyzed to inform the
final list of indicators and evaluation questions. The final
evaluation plan was developed from the draft plan by first
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BOX 2. Organizations that Participated in Focus Groups

Patient organizations

e Arthritis Consumer Experts

e Arthritis Society Canada

¢ Canadian Arthritis Patient Alliance

¢ Canadian Breast Cancer Network

e Canadian Cancer Society

e Canadian CML Network

¢ Canadian Council of the Blind

¢ Canadian Digestive Health Foundation
¢ Canadian Organization for Rare Disorders
e Canadian Skin Patient Alliance

e Canadian Society of Intestinal Research
e Canadian Spondylitis Association

¢ Colorectal Cancer Canada

¢ Diabetes Canada

e Fighting Blindness Canada

e Gastrointestinal Society

e Lymphoma Canada

Clinician groups

e Arthritis Health Professions Association

¢ Canadian Association of Gastroenterology

¢ Canadian Association of Pharmacy in Oncology
¢ Canadian Dermatology Association

e Canadian IBD Nurses

¢ Canadian Ophthalmological Society

e Canadian Pharmacists Association

¢ Canadian Rheumatology Association

¢ Canadian Society of Hospital Pharmacists

Industry
e Biosimilars Canada
¢ Canadian Biosimilars Forum

Private payer
¢ (Canadian Life and Health Insurance Association

Private infusion clinics
e Bayshore HealthCare
¢ Innomar Strategies

removing evaluation questions and indicators that were not
important to any stakeholder group and then expanding
and clarifying the questions and indicators in the areas that
stakeholder groups felt were most relevant to understand-
ing the implementation of biosimilars. Priorities emerging
from each stakeholder perspective were equally weighted,
and thus emergent themes with high priority for any par-
ticular stakeholder group were included, even if other
stakeholder groups did not consider the area to be a prior-
ity. For example, if patient support programs and private
health insurance representatives prioritized different areas,
both sets of priorities were included in the framework.

RESULTS

Through the process of considering the activities and out-
comes of biosimilar implementation under the RE-AIM
framework and incorporating the EWG’s feedback
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regarding relevance and feasibility, a draft framework was
developed that contained the evaluation questions and
indicators pertinent to assessing the effects of biosimilar
implementation. In this framework, evaluation questions
and indicators were thematically grouped into 5 priority
areas: stakeholder engagement, patient experience, patient
outcomes, clinician experience, and system sustainability
and affordability.

Feedback received during the focus group sessions
and through written feedback mechanisms highlighted the
evaluation and implementation priorities for the various
stakeholders and clarified which aspects were most relevant
to measure. Feedback on the priority areas is summar-
ized below.

Feedback on Stakeholder Engagement

All participants described the importance of collaborative
engagement and consultation with stakeholders for the suc-
cessful implementation of biosimilars. The following are
key aspects that were identified to help measure the scope
and effect of stakeholder engagement:

+ Awareness of which stakeholders were involved in the
development of funding policies

« Times and frequency of engagement

» Methods used for stakeholder engagement

« Stakeholder perceptions of the engagement process

o Intended recipients of communicated funding policies

« Inputs used in the development of funding policies

Feedback on Patient Experience

Patient groups indicated that clear and objective informa-
tion on biosimilars was helpful to support acceptance and
comfort with biosimilar therapy. However, in some juris-
dictions and therapeutic areas, patients were faced with
changes in out-of-pocket expenses and changes in treat-
ment location. The following key aspects were identified to
help measure the effects of patient experiences:

o Patient knowledge of biosimilars

o Available educational supports for patients
» Change in travel distance to treatment site
+ Change in patient out-of-pocket expenses

Feedback on Patient Outcomes

Some patient groups and clinicians expressed a lack of con-
fidence in the safety and effectiveness of biosimilar drugs
when a patient was switched from a reference biologic to
a biosimilar. These concerns may stem from limited evi-
dence in support of switching. Participants suggested that
real-world data be collected to measure and monitor patient
outcomes compared with historical cohorts (i.e., patients on
the reference biologic), such as the following:

« Number of physician visits, hospitalizations, and
emergency department visits
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+ Drug discontinuation rates
» Use of concomitant drugs

Feedback on Clinician Experience

Clinicians (physicians, pharmacists, nurses) indicated that
policy and process changes resulted in increased workload
when they were prescribing or administering biosimi-
lars to patients. They wanted to examine these changes in
early phases of biosimilar implementation to improve the
efficiency of future implementations. Clinicians also indi-
cated that the quantity, quality, and availability of credible,
objective, evidence-based information on biosimilars dif-
fered across diseases and that it is important to understand
where knowledge gaps exist. The key aspects that were iden-
tified to help measure the effects on clinician experiences
included the following:

« Changes in clinician and administrator time to support
patients switching to a biosimilar

o Activities associated with implementing biosimilars
on the front line (e.g., information system upgrades,
education delivery, revisions to policies and procedures)

» Resources needed to implement biosimilars on the front
line (e.g., time, money, human resources)

» Readiness of existing information systems to enable
data collection and clinical operations with biosimilars

« Clinician knowledge of biosimilars

+ Access to educational materials regarding biosimilars
(e.g., who has access, what materials are available, how
they are incorporated into practice)

+ Changes in prescribing patterns (e.g., switching patients
to a new therapeutic class instead of switching to a
biosimilar)

Feedback on System Sustainability and Affordability

Some stakeholders identified cost savings as a driving
force for biosimilar implementation. Other stakeholders
cautioned that a focus on costs alone does not align with
the goals of better patient care and increased treatment
options. A focus on driving down drug costs may also lead
to decreased manufacturer profit margins and a disincen-
tive for manufacturers to remain in the biosimilars market,
resulting in potential drug shortages, supply interruptions,
or fluctuations in pricing. The following key aspects were
identified to help measure the effects on market and finan-
cial sustainability in a publicly funded system:

 Biosimilar utilization

o Cost savings

» Market share distribution

o Use and effect of exception policies to remain on or
switch back to the reference biologic (including number
of requests and approval rate)

o Time to drug funding availability
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Biosimilars Implementation Evaluation Framework

The stakeholder feedback received through the focus groups
and written contributions, summarized above, was used to
refine and develop the Biosimilars Implementation Evalu-
ation Framework presented in Appendix 1 (available from
https://www.cjhp-online.ca/index.php/cjhp/issue/view/214).
Data to support these indicators may come from a variety
of sources, including existing administrative data sets (infor-
mation routinely collected about program operations that is
used for performance management, funding, or reporting),
new organizational data sources (information about how
a program is constructed and operates, which is used to
understand how a program is implemented), and qualitative
methods (information about context that is used to under-
stand why a program worked or did not work well) such
as informational interviews, focus groups, or surveys. The
evaluation framework also includes supporting questions to
further explore perspectives related to the qualitative indica-
tors (Box 3). Because of differences in drug funding policies
and the delivery of care across Canada, stakeholders recom-
mended stratifying analysis of the indicators across thera-
peutic areas, jurisdictions, and care settings, when necessary,
to demonstrate different effects and outcomes.

DISCUSSION

The Biosimilars Implementation Evaluation Framework
consists of evaluation questions and indicators to measure
and monitor the effects of biosimilar funding policies and
implementation strategies on patients, clinicians, and drug
programs. Stakeholders who are most strongly affected by
biosimilar policy changes helped to refine the indicators
and improve the robustness and relevance of the evaluation
framework. The EWG’s input on the feasibility of data col-
lection and reporting helped support jurisdictional buy-in
from those who may be responsible for executing com-
ponents of the framework. Most stakeholders were inter-
ested in participating in the process, as they were given an
opportunity to share their feedback on what would be most
important to measure.

Similar to what has been reported in the literature,
stakeholders identified the need for more education, such
as a centralized source of accredited, evidence-informed,
objective educational material for physicians. They also iden-
tified the need for patient information, purposeful stake-
holder engagement, and clear and timely communication to
support the use and acceptance of biosimilars. In addition,
stakeholders identified the need for clear and transparent
policies for switching and substitution of biologic drugs.

Through the inclusion of diverse stakeholder perspec-
tives, such as patient and industry groups, additional areas
for evaluation were articulated. System sustainability and
affordability were of particular importance to policy- and
decision-makers, given the nature of public drug funding in

17-21
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BOX 3. Qualitative Questions and Probes

Assessing perspectives on stakeholder engagement

¢ How were stakeholders engaged throughout the continuum of biosimilar implementation?

— What were the time points at which stakeholders were engaged?

¢ Do stakeholders believe their contribution was valued, making them champions of the work?
— Were the methods, timeliness, and frequency of engagement appropriate for the intended outcomes and the stakeholder groups that

were engaged?
¢ Are stakeholders interested in engaging in future discussions?

— What are the stakeholder preferences for continued engagement and why?

¢ Who was engaged in developing the funding policies, and to which stakeholder groups were these policies communicated?
What method(s) were used in communicating funding policies to stakeholders?

What method(s) were used to engage with each stakeholder group?

— Were the methods of engagement and communication with each stakeholder group appropriate?
— Was the timing and frequency of engagement with each stakeholder group appropriate?
— What are the preferences for future engagement (e.g., earlier or later, frequency) with each stakeholder group?

Assessing perspectives on local implementation (e.g., hospitals, clinics)

e Which individuals and groups of people (e.g., roles/positions) were engaged in preparing for the implementation of biosimilars at your site? How

were they engaged? What were their roles?

— What types of techniques were used to implement biosimilars (e.g., technical upgrades, education, policies, and procedures)?
— What resources were required for implementation of biosimilars (e.g., time, money, human resources)?

e What intended outcomes or targets were monitored at the local level?

— What types of indicators, targets, or metrics were collected at the local level?

— What worked, what did not work, and what were the reasons why?
e Were the targets reached and after how long?

— To what extent were the desired outcomes and/or targets achieved?

— What was the length of time to reach the intended outcomes?

— What contextual information is available to understand met or unmet targets?

e What enablers or barriers affected biosimilar implementation at the local level?
— What are the known enablers and barriers encountered in local implementation (e.g., stakeholders, existing information systems, existing

practices/operations, available staff)?
— What gaps were identified during implementation?
e What changes were made at the local level to implement biosimilars?
— How was education delivered to clinicians and to patients?

— What system upgrades and/or revisions to policies and procedures were made?
— What were the changes in clinician (physician, nursing, pharmacist) and administrative time (in full-time equivalents or number of extra visits)

for each patient switched to a biosimilar?

e What supports are in place to ensure the ease of ongoing use of biosimilars?

— What gaps were identified or additional supports needed?

— What types of resources were in place to support new biosimilar implementations?

— How are supports for biosimilars embedded into standard practice?

Canadaand theincreasing cost of biologic drugs. Patientand
industry groups acknowledged the importance of the future
sustainability of the health care system and also highlighted
the need for a sustainable market where multiple biosimi-
lar brands can coexist. Patient groups expressed interest in
additional safety and effectiveness data on switching (from
reference biologic to biosimilar and from one biosimilar to
another), psychological supports, and genuine collabora-
tion and transparency to improve patients’ and clinicians’
experiences. More information about these consultations in
Canada, as well as a Canadian-specific evaluation frame-
work, is available by contacting the corresponding author.
There were some limitations in the development of
the Biosimilars Implementation Evaluation Framework.
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First, although a concerted effort was made to consult
with a diverse set of stakeholders, it is recognized that
some perspectives may not have been captured. Although
all stakeholders had prior knowledge of biosimilars and
were engaged in various consultations and activities in
preparation for the introduction of biosimilars and fund-
ing policies in Canada, only a few stakeholders had lived
experienced with mandated switching. However, given
the diversity of organizations that were invited for engage-
ment, a wide range of perspectives was included. Second,
although all participants had the opportunity to comment
on the entire draft framework, participants may not have
discussed every indicator directly, as a subset of indica-
tors were prioritized for discussion at each focus group
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session. In addition, new indicators that were suggested
at focus group sessions or through written feedback were
not subsequently reviewed by all focus group participants.
Therefore, the EWG had to decide whether to include those
new indicators in the final evaluation framework without
additional consultation. Decisions were based on expected
value of the indicator, importance to stakeholders, and
feasibility of data collection. Lastly, no prioritization exer-
cise was conducted to reduce the number of indicators
included in the framework. Some stakeholders expressed
concern that the draft evaluation framework would be
expensive and time-consuming to execute, given the large
number of indicators. The framework, however, can be
used as a toolkit, which can be customized or narrowed in
scope, to align with the specific considerations of an indi-
vidual jurisdiction or organization.

CONCLUSION

The introduction of biosimilar drugs has significant effects
on health care systems. Jurisdictions across Canada have
taken a variety of approaches to funding policies and
implementation strategies, which will affect patients, clin-
icians, and drug programs. The Biosimilars Implementa-
tion Evaluation Framework contains evaluation questions
and indicators to measure and monitor the introduction of
biosimilar drugs. This framework may be used as a start-
ing point for jurisdictions evaluating the implementation of
biosimilars in their health care systems.
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