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Background: Health Technology Assessment is used to support the process of drug appraisal and reim-
bursement decisions in a variety of health systems. Examples can be found in mature Western countries,
such as Canada, and in emerging economies of Central and Eastern Europe, such as Poland. The value of
HTA in the process is influenced by the evidence used and the stakeholders involved.
Methods: Qualitative interviews with 29 members of two appraisal committees were held in Canada and
Poland between July 2017 and March 2018. An a priori thematic framework was applied and supple-
mented with emergent themes.
Results: We report on the results of a core emergent theme - threats identified by respondents to the
value of HTA in the formulary process. We classified these into internal threats that arise due to undue
influence on the individuals involved in appraisal, and external threats that arise due to undue influence
on the production of evidence.
Discussion: Findings align with previous evidence regarding political and corporate pressures on the
process, and a perception of declining quality of evidence. We contribute to the discussion by highlighting
the importance of motivation of experts involved in the appraisal process.
Conclusions: The recognition of internal and external threats lays the groundwork for a discussion of
policies used to mitigate them. We offer suggestions about potential policy responses.

© 2018 The Authors. Published by Elsevier B.V. This is an open access article under the CC BY-NC-ND

license (http://creativecommons.org/licenses/by-nc-nd/4.0/).

1. Background

Definitions of Health Technology Assessment (HTA) offered by
a number of international bodies describe HTA as a process for
the evaluation of health technologies along multiple criteria with
the purpose of supporting policy decisions and often conducted by
groups of experts from several disciplines [1,2].

In this paper we explore the threats to the value that HTA brings
to policy in terms of informing and influencing decisions, using
the examples of the pan Canadian Oncology Drug Review (pCODR)
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and the Polish Agency for Health Technologies Assessement and
Tarriffication (AOTMIT Agencja Oceny Technologii Medycznych
i Taryfikacji). We focus on two core characteristics of the HTA
process: (i) multi-criteria information; and (ii) multi-disciplinary
committees. Specifically, we highlight how both elements are
exposed to threats that can undermine the value of HTA, as per-
ceived by members of the committees associated with the two
agencies.

The health care systems in Canada and Poland are an interesting
comparison. Canada’s core system is funded publically and there is
no opportunity to purchase publicly funded services in the private
market. The private market in Canada is supplemental, but not par-
allel. Poland’s system is dual — parallel public and private markets
exist for most health services. Canada relies on general taxation for
the financing of the public system, whereas Poland’s public sys-
tem relies predominantly on employment based statutory health
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Table 1
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Comparison of Formulary Processes in Canada and Poland.

CANADA

POLAND

Characteristics of the Process
Agency

Committee Name
Committee Composition

Authority
Scope of Review

Meeting Frequency
Meeting Volume

Remuneration
Appraisal Criteria

Appraisal Outcome
Phases of the Process
Initiation of Process

Health Technology Assessment

Health Technology Appraisal

Price Negotiation

CADTH - Canadian Agency for Drugs and Technologies in
Health; and pCODR - pan Canadian Oncology Drug Review
PERC - pCODR Expert Review Committee

Up to 16 voting members; 8 oncologists, 1 non-oncology
physician, 1 pharmacist, 3 health economists, 2 patient
members, 1 alternate patient member

Recommendation
Oncology therapies

Once per month

2 to 3 submissions

Yes (amount confidential)
o Clinical benefit

o Economic Evaluation

o Patient-based Values

o Adoption Feasibility

Vote

Manufacturer submits application package that contains a
review of clinical literature, an economic analysis, and a
budget impact analysis.

Patients are invited to submit an input form. Provinces are
invited to submit an input form.

External guidance panels (clinical and economic) prepare a
critical analysis of the manufacturers submission. A
clarification meeting is scheduled with the manufacturer
once during the assessment phase.

The pCODR Expert Review Committee appraises clinical,
economic, patient, and organizational criteria during an in
camera meeting. A patient member of the committee is
present and has a vote. Consensus is sought. Meetings take
place once per month, and an average of two submissions
are appraised.

pan Canadian Pharmaceutial Alliance (pCPA) - price
negotiation with the manufacturer on behalf of all
Provinces and Territories except Quebec. Since 2017,

AOTMIT - Agencja Oceny Technologii Medycznych i
Teryfikacji (Agency for HTA and Tariffication)
Transparency Council (TC)

Full committee has 20 members, each meeting has a
random selection of 10 members, 7 is quorum. Each
meeting must include a representative from the National
Health Fund, Ministry of Health, Office of Patient Advocate.
Recommendation

All drugs/ therapies, medical devices, procedures, health
care programs, emergency access

Once per week

7 to 10 submissions

yes (amount confidential)

o Clinical efficacy analysis

e Economic analysis

e Analysis of the impact on the health care system

Vote

Manufacturer submits application package that contains a
review of clinical literature, and economic analysis and a
budget impact analysis.

The agency'’s analytical team prepares a critical analysis
(Verification Analysis) of the manufacturers submission.

The Transparency Council appraises clinical, economic and
at times other criteria during an in camera (recorded)
meeting. Patients or patient representatives may speak
during meetings (ad hoc). Majority voting with possibility
of dissent. Meetings take place once per week and an
average of 10 submissions are appraised.

Economic Commission — price negotiation with
manufacturer on behalf of the Ministry of Health and the
National Health Fund

pCODR and pCPA does not accept submissions with

confidential prices.
Reimbursement Decision
formularies + Employer insurance

10+ 3 Provincial/ Territorial formularies, Federal

Ministry of Health (national)

insurance contributions collected by the National Health Fund (NFZ
- Narodowy Fundusz Zdrowia), and supplementation of financing
from social insurance and the general national and local govern-
ment budgets [3-7].

In both countries, governments offer reimbursement for
selected health technologies and health care services. In both
countries, the selection of items for drug reimbursement lists (for-
mularies) is assisted by an HTA process (Table 1). An important
difference is thatin Poland there exists one national drug formulary,
whereas in Canada, drug formularies are narrower in scope, vary by
jurisdiction and decisions about them are made at the sub-national
level.

1.1. The HTA process in Canada (pCODR and the pCODR Expert
Review Committee)

The Canadian HTA process originated with the establishment
of an HTA agency in 1989, which is today known as the Cana-
dian Agency for Drugs and Technologies in Health (CADTH) [8]. The
Canadian system does not include a general pharmacare program;
only select drugs are considered for reimbursement, particularly
those administered by hospitals, and those prohibitively expen-
sive. Oncology drugs are considered unique in that they exhibit
both characteristics, therefore a separate process exists for oncol-
ogy - the pan Canadian Oncology Drug Review (pCODR) [9]. Central

to pCODR is the pCODR Expert Review Committee (pERC), a 16
member committee composed of clinical experts in oncology sub-
specialties, economists, ethicists, and patient lay members.

The formulary process refers to the series of events between
the application for reimbursement and the creation of the reim-
bursement list or formulary [9]. The Canadian formulary process
is initiated by the manufacturer with an application for reimburse-
ment and the submission of the requisite HTA package. The package
must contain a synthesis of clinical trial evidence, an economic
analysis, and a budget impact analysis. The economic and budget
impact analyses are typically prepared by private consultants con-
tracted by the manufacturer. The package is assessed by external
reviewers, the Clinical Guidance Panel, and the Economic Guidance
Panel, who prepare assessment reports. In addition, patient orga-
nizations and provincial advisory groups have the opportunity to
submit written commentary. The assessment reports, patient and
provincial submissions are reviewed by the pERC, who is responsi-
ble for appraisal. The pERC prepares a recommendation, which can
be either positive, negative or conditional (e.g. upon a price reduc-
tion). pERC recommendations are posted publicly on the CADTH
website and available to decision-makers. They can also be used by
the pan Canadian Pharmaceutical Alliance, who engages in price
negotiations with manufacturers. Decisions about reimbursement
are made at the Provincial or Territorial level by Ministries of
Health. [4,9]
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1.2. The HTA process in Poland (AOTMiT and the Transparency
Council)

The foundations of the Polish HTA process were laid with
the creation of an HTA agency in 2005, and its current form
was solidified with the Reimbursement Act of 2011 [10]. Central
to the process is the AOTMIT [11], a legally independent entity
[12] whose objectives are to provide the Ministry of Health with
reimbursement recommendations [13], to ensure transparency in
reimbursement and pricing, and to rationalize expenditures of the
NFZ [14]. Central to the Agency is the Transparency Council (TC), a
20 member committee composed of clinical and/or pharmacology
experts, and representatives from public bodies, including the Min-
istry of Health, the NFZ and the Commissioner for Patients’ Rights
[11,15].

The initiating step in the Polish formulary process is an appli-
cation for reimbursement and the submission of the requisite HTA
package by the manufacturer. The package must contain a synthesis
of clinical trial evidence, and an economic analysis. The economic
analysis is prepared by private consultants contracted by the man-
ufacturer. The HTA package is assessed by a team of analysts
internal to the Agency, who prepare a Verification Report [6,16].
The report, alongside other information, serves to inform the Trans-
parency Council, who prepares an opinion about the desirability of
reimbursement for the product under consideration. The President
of AOTMIT prepares a recommendation regarding the reimburse-
ment, which can be either a positive, a negative, or restricted with
a condition or a requirement to use in specific circumstances [17].
The recommendation can be used by the Economic Committee of
the Ministry of Health in pricing negotiations with the manufac-
turer. Last is the reimbursement decision made by the Minister of
Health, who can, but is not required to, take into consideration all
preceding steps [6,13,15].

2. Literature

We identify two major strands of literature that explore HTA
processes: (i) studies that focus on the outcomes of assessment
and appraisal; and (ii) studies that focus on the perceptions and
workings of assessment or appraisal committees. Our contribution
is to the second.

First, previous studies have investigated the determinants of
appraisal outcomes with the use of revealed preferences tech-
niques [18-22], or stated preference experiments [23-25]. The
primary question in these studies relates to the influence of selected
appraisal criteria (e.g. clinical benefit, cost-effectiveness) on the
appraisal outcome (such as a positive, negative or conditional
recommendation). There have also been several studies that com-
pare appraisal outcomes and reimbursement decisions within and
between jurisdictions [26-29].

Second, previous studies have also explored the perceptions and
experiences of individuals involved in appraisal. For example, sev-
eral studies investigate the use, and barriers to/ facilitators of the
use of economic evidence by appraisal committees [30-32]. Fund-
ing of specific drugs [33], and considerations of disease severity
[34], or general approaches used by committees in priority setting
[35] are also assessed. Lastly, studies describe the stakeholders’
evaluations of desirable process characteristics, such as fairness
[36], transparency [37], or involvement of a variety of stakeholders
[38].

Our study contributes to the literature by discussing the motiva-
tions of committee members, and situating the perceived threats
to motivations in the context of perceived threats to the broader
appraisal process and the value of HTA. We have not found other
studies that explore the issue of motivations of HTA committee
members.

3. Methods

Thirty (n=29) qualitative interviews were held, 18 with past
and present members of the TC (or previously Consultancy Coun-
cil) in Poland, and with 11 past and present members of pERC or
similar sub-national cancer committees in Canada. Interviews were
conducted in person in Poland by WDW between December 2017
and February 2018, and via telephone in Canada by LG between
July 2017 and March 2018. Each interview was audio-recorded
and transcribed verbatim by a professional transcriber (Canadian
interviews in English) and DZ (Polish interviews in Polish). Tran-
scriptions were analysed using a basic content analysis approach
[39] with the assistance of the Dedoose Qualitative Software [40].

The study protocol was approved by the Dalhousie University
Research Ethics Board. Respondents were invited to participate via
an email that included a description of the study, the assurance
of confidentiality, and a consent form. The names of committee
members are publicly available online, and we identified their
contact information through web-searches. In addition to being
invited directly by the researchers, many respondents were also
approached through their agencies (pCODR invited all present and
past members; AOTMIT invited present members). Prior to send-
ing the invitations in Poland, WDW presented the study protocol
during a meeting of the TC. The response rate was approximately
40% (we cannot give a precise value, because pCODR’s mailing list
is confidential).

An initial coding scheme was developed on the basis of deduc-
tive codes from the research questions and the literature and agreed
upon between the authors. The initial coding scheme was applied
by all authors and refined during a first round of coding. Induc-
tive codes that emerged during the first round were discussed
and agreed upon. Interviews were re-analyzed with the focus on
both ex-post emergent themes in addition to the ex-ante expected
themes in order to articulate interconnections between themes.
Codes in the English language were applied to original transcrip-
tions in English (Canada) and Polish (Poland); quotations were
translated from Polish into English by the lead author. WDW and
DZ are fluent in both languages.

Presented here is the analysis of the inductive emergent themes
related to threats perceived by respondents that potentially com-
promise the value of the HTA process to the health care system.
Respondents were not asked explicitly to identify such threats, and
these are not the only issues discussed by respondents.

4. Results

To support the arguments in this paper, we illustrate the
formulary process as consisting of three broad phases: health tech-
nologies assessment, appraisal, and the reimbursement decision.
This frames our discussion of threats to the value that HTA brings
to the process. We note that the use of HTA in the formulary pro-
cess is not at the brink of disaster, the process has many strong and
positive elements as discussed by our respondents, and those are
described elsewhere [41] (Fig. 1).

The assessment phase rests primarily on information, whereas
the appraisal phase rests primarily on expert judgement. The reim-
bursement decision phase is either simultaneous with the appraisal
by one group of experts (e.g. United Kingdom) or it is a political
judgement that lies with a different group of people (e.g. Canada,
Poland). We use the term ‘primarily’ to account for the conflation of
appraisal and assessment during the identification of which tech-
nologies to review and which information to include. [42]

For purposes of our discussion, external threats are those that
have undue influence on the production of information, whereas
internal threats are those that have undue influence on the indi-
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Fig. 1. The formulary process.

Table 2
Typology of Threats to the Value of the HTA Process.

Type of Threat Description

INTERNAL THREAT Undue influence on the individuals involved in
appraisal and/or reimbursement decisions.
Credibility refers to the absence of conflicts of
interest, and the ability to remain objective.
Motivation refers to the pecuniary and
non-pecuniary rewards reaped from
participation in the process.
Undue influence on the production of
information.
Quality of evidence depends on the
characteristics of studies, such as design,
assumptions, data collection, analysis etc.
(iv) to sources of information Sources of information refer to those who
produce evidence as well as their funders.

(i) to credibility of actors

(ii) to motivation of actors

EXTERNAL THREAT

(iii) to quality of evidence

viduals involved in the appraisal and/or reimbursement decision
(Table 2).

Internal threats can further be divided into threats to the (i)
credibility of actors; and (ii) motivation of actors. The latter have
not been explored in the literature to date. Our results support
the argument that it matters to actors that their voice have an
impact [43]. We argue that this has been largely de-emphasized
in the discussions of including stakeholders’ voices as a means to
supporting procedural justice or achieving Accountability for Rea-
sonableness within the HTA process [36,44]. Committee members
have not typically been discussed as stakeholders in this context.

External threats include threats to the unbiasedness and objec-
tivity of information supplied to the process, including threats to
the (iii) quality of evidence, and (iv) sources of information. Our
results suggest that these threats grows along with the trend to
include more types / variety of information. With the addition of
each new information source a new door is opened for the manip-
ulation of evidence.

4.1. Internal threats

4.1.1. Credibility of actors

In general, the importance of ensuring and demonstrating the
credibility of committee members is explicitly emphasized in both
countries. Great care is taken to ensure that committee members
are seen as impartial objective experts. Committee members are
experts selected from a pool of specialist physicians, represen-
tatives of public institutions, and in Canada also economists and
patient representatives. Those selected are thoroughly vetted for
potential conflict of interest in the form of financial ties to the phar-
maceutical industry. (Quotes 1 in Table 3; refer to Table 3 for all
illustrative quotations).

A financial conflict of interest is recognized as a threat and man-
aged in both Canada and Poland. Other types of conflict are not as
explicitly managed, for example the conflict faced by a commit-
tee member who is a representative of the Ministry of Health (the

Minister can submit an application for appraisal of local health care
programs), or who is a patient. (Quotes 2)

Also unmanaged is the potential for a political conflict of interest
arising due to a non-transparent procedure of selecting committee
members, as described by Polish respondents. (Quotes 3) The Cana-
dian process is more clear in this regard, a public call for committee
members is made and individuals can be nominated or nominate
themselves, and are subsequently selected by a committee.

4.1.2. Motivation of actors

Individuals who participate in the expert advisory committees
in Canada and Poland almost exclusively do this in addition to full-
time clinical, academic and/or public sector careers [8,11]. Experts
are drawn from a relatively small potential pool. Their motivation
to participate is vital to the process, and threats to motivation must
be identified and addressed. Our results highlight that the two com-
mittees experience motivation differently, which is potentially due
to differences in the processes.

We frame the discussion of committee members’ motivations
in the context of motivation theories borrowed from organiza-
tional design literature [45]. A distinction is made between two
types of motivators: (i) motivators contributing to job satisfaction
include challenging meaningful work, recognition, responsibility,
involvement in decision making, and the sense of importance to an
organization; and (ii) “hygiene factors”, or job characteristics the
absence of which can lead to dissatisfaction, including status, pay,
work conditions, fringe benefits, job security [46].

Financial compensation was mentioned, but not emphasized. It
was seen as, on the one hand, creating added incentive to partici-
pate, and on the other hand, creating a disincentive to express what
may be seen as controversial. (Quotes 4)

The critical role of intrinsic motivators was emphasized. Sev-
eral respondents in Poland perceived that motivators may be
threatened through insufficient recognition and responsibilities,
inadequate involvement in decision making, and a decreased sense
of importance to the process. Respondents in Canada generally
perceived their position in the process to be strong and highly
regarded. Only partially could this be attributed to a higher level of
financial reward, and relatively lower workload in Canada (Table 1).

First, while the advisory nature of the committee was under-
stood and accepted, some respondents were concerned with the
discrepancies of their advice and the subsequent recommendations
and reimbursement decisions. Real or perceived, such discrep-
ancies devalue as opposed to offering recognition for committee
members’ efforts. This concern was evident primarily in Poland,
which we attribute to the centrality of the reimbursement decision
and the general expectation of Canadians that health care budgets
vary by jurisdiction. (Quotes 5)

Second, some committee members in Poland were also con-
cerned with the lack of transparency of subsequent steps, and the
absence of feedback information that would allow them to rational-
ize final decisions. Committee members felt that they were ‘kept in
the dark’, so to speak, which diminished their sense of importance
and involvement in decision making. (Quotes 6)
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THEME

QUOTES

Source

INTERNAL THREATS - Credibility of Actors
QUOTES 1 Conflict of interest managed

QUOTES 2 Conflict of Interest remaining

QUOTES 3Selection of committee members

INTERNAL THREATS - Motivation of Actors
QUOTES 6
Financial compensation

QUOTES 5

Demotivating discrepancies
between recommendations and
decisions

QUOTES 6
Non-transparent next steps

QUOTES 7
Recommendations not leading to
equal access for all citizens

Generally committee members have not been in the pharmaceutical business. They may have been
researchers and that was their extent of involvement with the pharmaceutical industry. It is rare that
a committee member knows the pharmaceutical business from the inside, this would be a serious
conflict of interest. Some representatives of public institutions have been in this position. .. .[The TC]
must build public trust ... it must be independent of pressures, and not tied to pharmaceutical
producers. Not just the committee members, but their families. We sign conflict of interest
declarations before every meeting.

(...) there were even concerns whether someone, who works at the Ministry, should even be there,
because this is a conflict of interest, when for example we are appraising a submission made by the
Minister (the Minister can submit for the appraisal of health care programs). (...)

In my opinion the process of selecting committee members in Poland is not specified, and this is a
weakness. There is no procedure and most people do not know how selection takes place. This is a
secret also for committee members. (. ..) the Minister is not even bound to select members from
particular societies. Yes, we know which public institutions are to be represented, but it is not clear
how the clinical experts are to be found (.. .) the Minister has a great degree of flexibility here.

Committee members are compensated for participating in the meetings (amounts redacted). In the
Polish context, this is very good income for one day. So whether they are a professor or a doctor, one
or two meetings per month are valuable. Once a person has been appointed to the committee, they are
reluctant to risk the position by sticking their neck out. So there is a tendency to try and please the
Minister.

In this line of work there is a lack of time, as people are pressed for time in general. All time put into
the committee should be compensated, not just attendance of committee meetings. This would ensure
that committee members could give up other paid responsibilities and take more time to prepare for
meetings.

We as committee members submit an appraisal that is not binding to the President of the Agency, and
the President can easily, without providing any rationale, disagree with our appraisal. He does this
quite often when giving a recommendation. The Minister, in turn, is not obligated to respect the
recommendation of the Agency. (.. .). To be honest, when our opinion is rejected or ignored, this is
sad, and we never speak about that publicly that we don’t know why it was ignored. Was it due to
political reasons, economic, or some other health policy reasons we don’t know.

We were quite surprised by the large discrepancy between our recommendations and the Minister’s
decisions. Less surprising were situations where our recommendation was positive, but the decision
negative — because I understand that there may be economic reasons that were decisive. We were the
most surprised by situations, maybe 20% of the discrepancies, where we gave a negative
recommendation but the Minister’s was positive. I can speculate (.. .), but the absence of feedback
means that we do not truly know the reasons for these discrepancies.

In another instance, when we say ‘no’ and the president says ‘no’ but the minister refunds, this is a
controversial situation. Why did this happen, when advisory bodies had justified doubts, and the
decision was favourable anyways? Someone described, some two years ago, the positive and negative
reimbursement decisions and their relation to the committee’s advice. Indeed there were instances,
when the president rejected, the committee rejected, and the Minster refunded anyways. This could
be the result of a hierarchical decision structure - things do not work like this in all countries, for
example NICE has a binding decision authority.

It is definitely a challenge that the committee is not privy to knowing the subsequent fate (dalsze losy)
of the submissions it reviews. They do not return after some time for discussion with the Minister and
the Agency'’s President - here are the reasons why we decided not to fund something that you
recommended, what was the reason for this decision ... these discussions did not happen and that
was a barrier.

A shortcoming is that we receive very little to no feedback. We only know about the discrepancies
between our recommendations, the President’s recommendations and the Minister’s decisions due to
some research work by an external non-governmental agency. But this kind of feedback is not
provided officially, and I believe that it would be very valuable for us.

[ did not have a way to know how the recommendation was received at the Ministerial level, how
much our opinions were binding and whether the ministry took them seriously. I did not know to
what extent our recommendations weighted into the Ministry’s decisions (. ..).

[ would prefer, this is my personal opinion, if the committee was composed more of experts and was
made co-responsible for decisions, to a specified degree. But the selection is political, not a selection
by experts, and not necessarily the right decision.

[...]Tthink it's hard enough aligning it kind of nationally and kind of getting to some kind of
agreement of what we want to do nationally based on a national process. And then taking that back to
a province who may have different ideas within that province because of the different culture and
treatment algorithms and all of those kinds of things, saying that this now what you need to do, and
having that constant dialogue backwards and forwards so they don’t feel that there’s something being
done to them, and getting them involved, is really challenging. Because you want people at a
provincial level who are actually prescribing these drugs and treating patients to also feel that they
have access to procedural justice. And if they don’t because they don't feel that it’s accessible, that
their voices aren’t being heard, then that makes it challenging.

Again by involving the provincial clinicians or the expert groups more, a lot of those things a lot of the
people had already anticipated. Like it's not new to them. they have thought about it. So it would be
nice if they have an easy channel to feed that back through to pCODR. Now officially I believe that the
clinical guidance panel, they are supposed to seek input from as many people as possible across the
country. But in practice, I don’t know how easy that is for them to do that.

POL9

POL 10

POL9

POL 17

POL 6

POL 17

POL XX

POL 10

POL 3

POL9

POL7

POL8

CAN 2

CAN 1
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THEME

QUOTES

Source

QUOTES 8
Logistical expectations

QUOTES 9
Insufficient influence on
procedural design

QUOTES 10
Cynical about role of committee

EXTERNAL THREATS - Quality of Evidence

QUOTES 11
Decreasing quality threshold for
clinical evidence

The big challenge with this at the actual decision making point is, you know, even at the provincial
level, there’s pushback from some of the politicians because. .. and I understand this. You know,
they’re responsible for the provincial budget. So they don’t necessarily want to tie themselves into
decisions made at the pan-Canadian level. And NS and NL are a good example of this. You know there
are rich provinces. And both NS and NL's tax base is a little more limited. It's hard to get some of these
things done.

We don’t see a written report for feasibility, we just get a summary of it in the clinical and the
economic guidance reports. But basically it looks at the impact of what it would be like for the funding
agencies if this drugs is funded in Canada. And again, that’s really different across the country. Because
in the west, it’s the Cancer Agency whose budget will be impacted. They will purchase the drug, they
will administer the drug, they will monitor the side effects. Ontario and east, it’s different again. In
Ontario, infusible drugs are covered but oral drugs are not. And most of the new drugs are oral. So then
it's a question of insurance and Trillium and all those sorts of things. It’s different again in the
Maritimes because the number of patients who are going to be getting a specific drug may be less, and
there are economies of scale, that it can’t be implemented in a smaller center than could be
implemented in Toronto and Vancouver.

So pCODR, it said, you know, when things are uncertain, it would be really beneficial for the provinces
to collaborate and come to consensus on this. And you went, it would be really beneficial for the
provinces? Like where did you as pCODR think that was going to happen? Because you shouldn’t be
putting up stuff that is just impossible, right.

I think the politicians make the decisions they do in part because of what they perceive the public is
going to want from them. And so part of our job is to educate politicians. [...] So we will make our
recommendation [...] to the Minister, but we know that other considerations may lead to a different
decision.

Often there is little time to prepare an appraisal. We receive the documents quote late, often it
happened a few days before the meeting. The meetings are on Mondays, work should be done of
Fridays, and we had to sit down to the appraisal on Saturday and Sunday. This also makes it difficult to
consult with experts, since these are non-working days.

We have to prepare the appraisal in a very short time, typically we find out the topic for discussion a
week in advance. Given that we want to thoroughly read the clinical part, at least, there is truly not
enough time to test models.

In all jobs there is a lack of time, because people generally lack time. This should be addressed,
committee members should receive really good compensation for their work. Not just their
participation in meetings, but for the work, and this would ensure that committee members could
have more time by giving up other additional tasks, and they would be better prepared for the
meetings.

In my perspective this is an extracurricular task. If | am expected to discuss 2 to 3 health care
programs and 3 drugs per meeting - it is very difficult to verify the evidence, to commit the time that
should be committed, and to look into the models. This is the biggest problem - the number of
submissions and the amount of work per person.

One thing I always questioned was the lottery approach to selecting the sub-committee from the full
council. We say that our recommendations are those of the Transparency Council, but we rarely meet
as a full council. If 10 members are selected (via lottery), and three do not show up, then we still have
a quorum with 7. This has been questioned many times, not just by me, that we include in the lottery
individuals who in advance indicated that they are not available.

One issue that keeps coming up, we have been discussing it for two years, and the legal experts think
it cannot be changed, is the random lottery based selection of the sub-committee for each meeting.
Ten members are selected. If we are not able to participate in a particular meeting, we note that we
are not available. But the ten members are selected first, then their availability is confirmed. (... We
petitioned many times that these people not be included in the lottery, but legally the change is not
possible. The consequence is that a meeting can have seven people. I cannot understand this, it runs
counter common sense.

Let’s be honest, the committee the way it is constructed today - it is a fig leaf for the Minister. Because
for the Minister ours is only an opinion, and he can respect it or not.

This situation is messy, our role is in fact quite often decorative. We simply provide the Ministry with
an “alibi” that it’s all right to include this or that drug or procedure in the basket, or to use this drug
off-label. Our role ends here.

There are times when we say ‘no’ and the president says ‘no’ but the Minister refunds. These are
controversial situations, why did this happen, when the expert advisory body had reservations but the
decision to fund was made. There even was a report, some two years ago, someone counted the
positive and negative decisions and how they related to the Committee’s recommendations. In some
cases, the president in fact gave a negative recommendation, the Committee as well, and the Minister
decided to refund. This is the outcome of a very hierarchical decision structure, regardless of what is
happening, the Minister can make a decision. I am sure it does not work like this in all countries, for
example NICE has a binding decision authority.

There is maybe 300 cases at best in Canada every year [of a subset of adenocarcinomas], and not all of
those are going to be treated. And yet they won't accept phase 2 data that shows response rates in
progression-free survival far in excess of what you would expect from chemotherapy. So sometimes
you have to use lower levels of evidence.

Ideally it (clinical evidence) would be a randomized phase 3 study. But more and more there seems to
be randomized phase 2 data, lower levels of evidence that may provide a more compelling case that
the sponsor feels should be relevant and useful despite the fact there not being a randomized phase 3.
The kind of clinical evidence is based on hopefully clinical trials, ideally large randomized phase 3 but
maybe other levels of evidence depending on what's available.”
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QUOTES 12
Reliance on expert opinion

QUOTES 13
Increased desire for real world
evidence

QUOTES 14
Uncertainty of results

We actually never had case reports, thankfully, but we do get phase 2 stuff. [...] Now some of that is
just because the numbers are so small, so you can never do a phase 3 study. But other times, it's the
drug companies just trying to get their drug to the market quickly based on very preliminary evidence.
It used to be called Phase 4 post-marketing trials. But industry didn’t like doing that because
historically a drug will do its best in phase 2. It never performs as well in phase 3. And it’s expected to
drop as it comes to market in real world. So industry does not want to support phase 4 because that’s
going to tell them that the drug isn’t even working as well as phase 3

Clinical studies - they have to be RCTs - randomized clinical trials. This is the gold standard. (.. .) this
is very important, we compare to a placebo or another comparator drug. Sadly, for some time now,
there is a tendency to focus on non-interiority of the drug. This is a huge problem - what does it mean
that a drug is not inferior than its comparator . ..?

(We scrutinize evidence) differently depending on whether it is rare or common, life-threatening, or
just decreasing the quality of life, what are the end points of the study, what types of studies, how are
they ranked in the HTA guidelines, what is the strength of the evidence ... we know that in the case of
rare diseases, or some other clinical states, it is impossible to obtain strong evidence due to ethical
concerns or due to the rarity of the disease. We take this into consideration.

[...] and that's why we put the lead for the clinical guidance panel on the telephone when we are
discussing the clinical part. Because some of us may be very expert in one cancer. [ know a good deal
about lung cancer but I'm not the smartest person about management of say an acute leukemia or a
lymphoma. So I need to have some kind of that kind of discussion with the experts to help me make
my decision.

The RTC [randomized clinical trial] is the gold standard. If the therapeutic product passed this trial
successfully - it cured a group of ill patients - this is very important, we compare to a placebo or a
comparator drug. Unfortunately, in the last while (. ..) we apply the principle that the intervention
drug should not be worse than the active comparator. This is a big problem (goes on the explain the
pitfalls of the non-inferiority principle).

Being able to rely on expert opinion, formally or informally, is a big plus. Formally they are invited to
participate in meetings, and informally we can contact our colleagues, or others whom we consider
specialists, and consult. Official consultants (experts) also often provide opinions as a part of the
agency’s assessment report. POL9

“[...] and that’s why we put the lead for the clinical guidance panel on the telephone when we are
discussing the clinical part. Because some of us may be very expert in one cancer. [ know a good deal
about lung cancer but I'm not the smartes person about management of say an acute leukemia or a
lymphoma. So I need to have some kind of that kind of discussion with the experts to help me make
my decision.”

At the end, we obtain expert opinions, which are subject to all kinds of shortcomings, this is their
nature. We generally rely on the gradation of clinical documents, recommendations from clinical
associations are ranked higher than prospective studies, higher than case reports. At the top are large
European or global trials, often from the United States.

After 3 to 5 years of use we can see, if the initial results that the manufacturer produced in the clincial
studies were realistic, or overstated. As a physician, and I have worked 40 years as a physician, I
remember many drugs that were hailed as wonderful, and how they are in the trash and no one
remembers them. I am a proponent of not only evidence from randomized studies, but also data from
the patient pool who take specific drugs, and the analysis of their quality and effectiveness after
several years of real usage.

Unfortunately we know about randomized studies that they are to a large extent not verified after
some time. So they are not the best source of information, but there is great pressure to consider their
results, or even lower level results.

[ tripped into that because we started trying to do a real world evidence around a drug where pCOER
had called out the uncertainty for duration. And we went, well, I guess we could do that. So we're
doing it. But meanwhile the whole year worth of patient access that had duration in it, we couldn’t get
access because they hadn’t got the proper patient consent. And we looked at them and said, “Man, that
is informing the real world use of your drug, and you didn’t get the right patient consent? Man, you
guys have got to clean up your act.” Because that’s a whole year’s worth of data that’s not accessible.
And I think that’s where it would be really helpful so that we have real world patient experience
instead of just the ones that we can find or, you know. .. I don’t know how they even get the patient
input right now. So I just think it needs to get some structure better to it.

I think I find what is more important ones would be some direct patient feedback on the effect of the
disease or the effect of the new treatment or existing treatment on their quality of life, on their daily
life. Particularly in disease sites, [ may be less familiar myself. So obviously you can read that in the
clinical guidance but it’s a little bit different when you’re reading it from the patients’ perspectives,
you know.

Studies of neurological drugs at time choose an outcome scale that is not used anywhere else, and
they show improvement - for example that the patient can take 15 instead of 10 steps. This is
statistically significant, and it indeed has some benefit to the patient, although it is controversial in
light of the adverse events.

There have been situations where the meta-analysis of international studies showed a models effect,
and that clinical effects were differentiated between countries. In some countries the drug was shown
effective, and in others its effectiveness was questioned. We considered these results to be dubious. Of
course, we would consider how large the samples were in these trials, and the reputation of the site
that conducted them. Trials on small samples were even less credible.

One thing that I have asked before, for the economic analysis to come out to be a little bit more
consistent or a little bit more explicit, is to let us know how good or how poor the model actually is. So
we all know there’s uncertainty but we just want to know like qualitatively, you know, is it highly
uncertain or medium uncertain - that kind of thing. But they don’t seem to consistently describe it in
the same way. So quite often we don’t. . .there’s uncertainty but we don’t know qualitatively how
much there is. So I don’t think they actually have adopted that approach.
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So I think that’s one of the surprises, is just how expensive these drugs are. The second one is how the
data is never quite what you want. You know, it’s always there’s quality of life not there, the
comparator in the clinical trial is not the comparator that’s used in Canada at this point in time. The
outcome measure is new and not one that we really understand. There’s always some threat to internal
validity or external validity that you can’t control for. The data is never good enough. And you know,
as aresearcher, | understand why that is. But it’s frustrating that you’re making decisions that affect
people’s lives based on a lot of probability. You'd like, you know, more definitive data than you get.

EXTERNAL THREATS - Sources of Information

QUOTES 15
Manipulation of clinical trial data

QUOTES 16
Manipulation of economic data

QUOTES 17
Pharmaceutical influence on
patient groups

On the drug front, I know that a pharmaceutical company is going to present data in the best possible
light for their particular product. And quite often there are things that they can do, like not giving a
head to head comparison’ with the one that we are interested in. So I basically would like take drug
company data and take it with a pinch of salt, and want to go and reanalyze everything myself
Sometimes [ have the impression that this is stretched in the various reports. I would like
straightforward information: There is a patient sick with cancer or diabetes, and I would like to see the
effects of the drug versus a placebo. And here we sometimes get case descriptins, sometimes the
clinical results are captured from several angles, and sometimes I read this and thing ... [ don’t know
if they showed effectiveness or not. The patients enter the studies, then they disperse, they re-enter
subsequent results, and sometimes it is really hard to tell if the drug was effective — so much depends
on how the manufacturer presents things.

Many rare diseases have broken into sub-groups of rare and ultra-rare diseases, because they are
classified by their molecular characteristics. Then it sometimes happens that we admit drugs, for
which the quality of clinical evidence is low.

It has happened that the clincial trial comparator selected four years ago is different from the current
standard of care. The submission does not follow the standard, and there is no opportunity for a direct
head-to-head clinical trial. The manufacturer, we, conduct an indirect comparison, which is less
reliable, but there is no other option. Often we will not see the direct comparison for a long time,
results may appear with great delays. The manufacturer is required to prepare an indirect comparison,
which is analysed by the Agency and the committee, and we consider that it has a lower level of
credibility.

I think in terms of geography, if a trial has been done in China, do we have reasonable confidence that
protocol was followed correctly, it's been university accredited in the right way [...] in Europe and
North America, we have some regulation and accreditation in place to give use confidence. I'm not
sure how far they’re extended to other parts of the world.”

The biggest challenge for me is the patient population that is never clear. And then the rare diseases,
that are not discussed in the reimbursement statute, and then the QALY - the problem with economic
data is that we do not have official statistics that would tell us how many patient in Poland have this
disease, and how many need this drug. Five consultants will each give a different number, and this is a
challenge. It makes a difference, whether we have 200 patients and need to pay 2 million (Polish
zlote), or we have 600 patients and need to pay 6 million.

Each time we formulate a recommendation I know that the price we see is not the final price. The
Economic Committee negotiates the price with the manufacturer after we give our recommendation.
If we knew the final price and could see that it is realistic, we could take on more binding discussions.
But when we know that the initial price will subsequently change, it is hard to say anything concrete.
This burden is passed on to the Economic Committee.

The assessment of the QALY is key in Poland, this is a requirement in the regulations of the committee,
and this parameter should not exceed a specified threshold. We look at this closely, but usually the
estimations of these parameters are fraught with great uncertainty in both directions. This is why the
committee is quite flexible is assessing this parameter. [Author’s note: The threshold is for the ICER not
the QALY. This mistake is made often and highlights the committee’s lack of training in economics.]
(comparing the range of manufacturer to those of economists) gives you some sense of what you think
the economic group thought the manufacturer was doing to play games to make the drug look as cost
as effective possible.

I don't like the feeling sometimes that the system should not be run by industry. I mean I get that
they're supposed to make a submission. But we've got to make sure that it’s added to as we touch it.
And the variable of market share. if it is a second entry, third entry drug, and they make projections
about, you know, it will be 30% of the market in the first year and 50 in the second, you know it’s a best
guess by someone, usually underestimated so as to not worry the government officials too much.
Because frankly it colours my attitude towards drugs in more than looking at the ICER. For example, if
the company submits what I consider to be a flagrantly bad economic analysis, which I perceive to be
just to make their drug look better, then it biases me against all the information about that drug. It's
human nature I think. Because the sense is they are trying to cheat.

[ think in terms of geography, if a trial has been done in China, do we have reasonable confidence that
protocol was followed correctly, it's been university accredited in the right way [...] in Europe and
North America, we have some regulation and accreditation in place to give use confidence. I'm not
sure how far they're extended to other parts of the world.”

An invitation of patients to attend meetings of the committee usually leads to the patient telling us
their story. And this is supposed to be an argument to support the recommendations we make.

I am always leery about the Commissioner for Patients’ Rights because I can observe that the
representatives from that office always try to take the patients’ side. But the evidence they use to
support their position is so simplistic. Their reasoning is that they are representatives of such and such
an office. They should gather patients’ opinions more often, maybe not from patient organizations, but
from patients directly.

Sometimes we have experts from non-government organizations, but this is rare, because we know
that these organizations will always want any drug that is available.
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But also you need to be very, very mindful that the pharmaceutical industry is incredibly sophisticated in
manipulating patient groups. And we government people making funding decisions are very small in
number and very inexperienced compared to market access teams that the pharmaceutical industry has.
We really are kind of a David and Goliath thing. So I think you really do have to the patient voice but you
have to be very careful about how you interpret that in the process.

there is too much drug company influence in the patient reports. You can sort of see that the drug
company’s been involved quite often in the writing. And that to a certain extent the reports that come
through are always the same. You know, patients want to live longer, want to have a better quality of life,
they want to have hope, and they want to have access to alternatives.”

In addition, it is hard not to suspect that these patient organizations typically have a conflict of interest. [
know they look for donors on the pharmaceutical market, and there are manufacturers very interested in
helping in these situations. This could lead to the organization and individuals not having an objective
view.

We don’t even ask anymore, because we know: all patient organizations are steered by the
pharmaceutical industry, all without exception. They are subsidized and educated by the industry, so
really when fighting for their own cause, their patients, they are fighting for the interests of the industry.
This (considering patient input) is always challenging, because the patients are always represented by
someone. These patient organizations, at least in our country, are strongly influenced by manufacturers.
We have to be careful when considering patients’ opinions that are expressed by a representative, that this
representative is not paid by the manufacturer and has no conflict of interest. But it happens often, because
who will put in time and effort to represent patients for free. Who else would reimburse their time?

We know that many organizations are backed by the pharmaceutical industry, and we regard them in a
particular way. If the manager of an organization tells us: we had three such patients, and we treated
them and the drug was effective. One withdrew. But the drug was effective. This will not convince the
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Committee.

Conversely, some respondents in Canada felt that governments
generally acted on their recommendation, and that they were able
to educate governments at times. Curiously, Canadian governments
also do not provide a rationale for their funding decisions, but this
was not mentioned by Canadian respondents. (Quotes 7)

Third, committee members observed some weak elements in
the logistical design of the appraisal process, for example, the ran-
dom selection of a review panel, the insufficient time given to
review, and unreasonable workload expectations, including an ever
increasing scope of health technologies reviewed. (Quotes 8) They
also expressed disappointment with the committee not being able
to influence the design of the process. (Quotes 9)

Agencies should care about the motivations of individuals.
We know from Vroom'’s Expectancy Theory that motivations can
influence individual performance, and in turn the outcomes of
the organization. The extent to which individuals are motivated
depends on (i) how much value they place on their own perfor-
mance and organizational outcomes; and (ii) what their perception
is of the probability that effort increases performance and perfor-
mance improves outcomes [47]. Committee members described
situations that decrease the perceived probability of influencing
outcomes.

While the value that committee members place on their own
performance (e.g. in-depth critical understanding of evidence) is
intrinsic and not likely affected by process, their perception of the
probability that their work influences outcomes is undermined.
Some cynically characterized the role of the committee as “an alibi”,
“decorative”, or “a fig leaf” for the politician. (Quotes 10)

We speculate that the perception of insufficient influence on
outcome is magnified in Poland by an additional step in the process.
While in Canada, the recommendation of the committee becomes
the recommendation of pCODR, in Poland, the agency’s president
renders her/his own recommendation, which can be (and has been)
different than the advice of the committee. In that sense, the work
of the commiittee is devalued by its own Agency.

4.2. External threats

External threats (real or perceived) can potentially compromise
the integrity of the HTA process, such as objectivity, unbiasedness,
and trustworthiness. They arise during the collection of information

on two fronts, (i) the quality of evidence and (ii) the sources of
information.

External threats are growing in number due to several inter-
national trends. First, the push to incorporate information from
patients, and/or patients’ organizations in the HTA process [48,49].
Second, the trend to incorporate Real World Evidence (RWE) in
the broadest sense of the term, given the limitations of clini-
cal trial evidence and the demands for additional evidence by
assessors and decision makers [50,51]. For example, in Poland,
RWE on effectiveness and safety has been explicitly considered
in 45% of reimbursement submissions between 2012 and 2015
[16]. Third, a trend to make processes more transparent and pub-
lic, thereby creating additional pressure for reduced timelines and
decisions/recommendations made in the absence of full informa-
tion.

4.2.1. Quality of evidence

Several respondents perceived that the quality of evidence
used for purposes of appraisal is declining. While all respondents
expressed a desire to have high quality clinical evidence, several
referred to an increasing push to accept lower than best quality.
In addition, many discussed the deliberate use of what would for-
mally be considered a low level of evidence [52,53], typically in
order to create a deeper contextual understanding of the disease or
therapy under consideration. Examples are observations from the
‘real world’ or expert opinion. (Quotes 11-13)

In addition, respondents discussed the challenges with a grow-
ing uncertainty of results, in part stemming from lower quality of
evidence. (Quotes 14)

4.2.2. Sources of information

Additional types of information provided by additional sources
create new potential points of entry for undue corporate or political
influence, despite their potential to improve procedural fairness.

Respondents expressed concern with the influence of political
agents, and/or the pharmaceutical industry in all domains of infor-
mation. Some respondents indicated that their trust in clinical trial
results was negatively influenced, due to, for example, the financ-
ing of trials by the industry, or the opportunity for trial results to
be presented with overstated benefit. (Quotes 15)
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Discussion of economic evidence was more detailed in the case
of Canadian respondents, who pinpointed frequent weak points
of economic analyses (e.g. time horizon; model choice; source of
utility values). Polish respondents discussed economic evidence in
a cursory fashion, interpreting it primarily to refer to the budget
impact analysis. This is likely due to the differential workload of
the two groups (Table 1) and the time spent discussing economic
analysis of each submission during meetings. Canadian respon-
dents showed a marked lack of trust in economic analyses of
cost-effectiveness and cost-utility, while Polish respondents were
equally leery of budget impact estimations. Specifically they were
concerned with the lack of certainty about the price of the therapy
and the size of the potential patient population. A concern was also
raised about the contracting of economic consultants by pharma-
ceutical companies resulting in non-objective estimates. (Quotes
16)

The reliance on information from patients is formally embedded
into the Canadian appraisal process, whereas in Poland this ele-
ment of the process is ad hoc and unstructured. Patients in Canada
are invited to provide formal submissions to the appraisal commit-
tee using a formal template. Submissions are accepted only from
registered patient organizations. In addition, a patient member
participates in the appraisal committee’s deliberations and votes.
Patients in Poland are welcome to attend meetings of the commit-
tee, but guidance about their involvement in not as developed. Both
committees perceived that patient organizations were vulnerable
to undue influence from the pharmaceutical industry, who offered
financial support and packaged information for patients in many
instances. (Quotes 17)

5. Discussion

We identified threats to the value of HTA in health care bud-
get allocations in two systems that bear similarities in structure,
but play out in distinct cultural and regulatory environments. The
Canadian political and economic environments have been rela-
tively stable over the past century as compared to their Polish
counterparts, giving the Canadian health care system a less turbu-
lent environment. Despite system level differences, threats to the
value of HTA described by core stakeholders in the two countries
have significant overlaps.

The potential conflict of interest of committee members is
recognized and managed through screening and conflict of inter-
est disclosure. This in contrast with findings by Ozieranski et al.
(2012), who state that cooperation between members of the (at that
time) consultative council and the pharmaceutical industry was not
unusual [15]. The conflict of interest of patients and patient groups
isless emphasized. While in Canada, patient organizations face spe-
cific requirements that are meant to address their financial conflict
of interest, and patients may be required to sign financial conflict
of interest disclosure forms, the question of the ‘health’ conflict of
interest remains. Patients necessarily face the internal conflict of,
on the one hand, being a patient who desires to get or feel better at
all costs, and on the other hand, being involved in a process that is
to divide scarce resources with all of society’s interest in mind.

The challenge of being forced to make drug funding decisions
in the face of uncertainty has been documented recently [19,54].
Uncertainty arises in part due to the increasingly low quality of
evidence, clinical and otherwise, submitted by the pharmaceuti-
cal industry to drug appraisal committees. This has been recently
documented in the case of submissions made to the Australian
Pharmaceutical Benefits Advisory Committee [55], as well as in the
case of submissions to the to the NICE single technology appraisal
process [56]. Our findings of perceived quality degradation of evi-
dence in Canada and Poland support previous literature.

The threat of undue influence of the pharmaceutical industry on
patient organizations has been noted in Poland [15,57], in Canada
[58], and elsewhere [59]. In fact, the pharmaceutical industry has
been described as using any possible avenues to influence the HTA
process [57], therefore our findings in this regard are in line with
the literature.

For example, previous studies have noted that medical experts,
from whom external advice is often sought, have been a target on
which manufacturers had exerted influence [15]. As this potential
conflict of interest has been noted, the current practice in Poland
is to exclude opinions from experts who have declared a conflict of
interest, a practice contested by some of our respondents as overly
cautious.

The core contribution of our study is the argument that the moti-
vation of committee members plays an important role in the HTA
process and should not be ignored. The threat to the motivation
of committee members has not been identified as such in the con-
text of drug appraisal committees to date, even though some of the
factors leading to potential demotivation have been described. As
such, discrepancies between the opinions of the appraisal commit-
tee, the recommendations of the agency and the reimbursement
decision have been demonstrated in Poland [13,14,60], while in
Canada, the reimbursement decisions have been shown to vary
across jurisdictions [61]. Furthermore, previous studies describe
a lack of transparency of the process surrounding the appraisal
phase in Poland [15]. A quantitative study of determinants of NICE
decisions shows that the workload of the committee can have an
impact, specifically that a greater number of submissions reviewed
during one meeting reduces the probability of a positive recom-
mendation [62].

Committee members can experience frustrations and demor-
alization, when they perceive a lack of influence over the use of
the HTA information that they appraise, or over the process of HTA
appraisal in which they participate. Similar situations can have dif-
fering effects on the motivation of committee members depending
on the institutional context.

Drummond et al. (2008) specify 15 key principles for the con-
duct of HTA in resource allocation, the last of which is “The link
between the HTA findings and decision-making process needs to
be transparent and clearly defined” [63]. This transparency is lack-
ing in both countries, where the decision about reimbursement
remains political and latent. While in Canada, this reality does not
appear to cause frustration, Polish committee members comment
on its demotivating nature. While the Canadian federalist context
necessitates that regional funding decisions be divorced from a
centralized appraisal, the Polish health system context presumes
no such division. In addition, the Polish institution has and exer-
cises the option of developing recommendations counter to the
committee’s opinion, and this does not occur in Canada.

6. Conclusions

Much attention is paid in the design of HTA processes that they
be transparent, fair, and that they follow procedural justice prin-
ciples. In recent years, efforts have focused on the inclusion of all
relevant stakeholders in the appraisal of new health technologies
for potential reimbursement by public health insurance. This dis-
cussion typically emphasizes patients or members of the public as
the relevant stakeholders, whose perceptions of procedural justice
must be nurtured. The discussions have somewhat overlooked the
motivations of the very stakeholders who are at the heart of the
appraisal - the experts who sit on appraisal committees. Infringe-
ments on their expertise could lead to demotivation, which we
identify as a threat to the value of the HTA process in the formu-
lary process. We categorize this as an internal threat. Coupled with
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other internal threats to the conflict of interest of stakeholders,
and external threats to the quality of evidence and the credibil-
ity of information sources, these can pose serious challenges to the
integrity of the HTA process.

Relatively simple solutions could include the clarification/
increased transparency of funding decisions that follow appraisal.
There may be value in separating the appraisal process into stages,
where the rapid evidence assessment focusing on clinical effective-
ness would act as a gatekeeping arrangement for a new submission
to enter the full HTA process. In other words, submissions would
be judged on their clinical merit first, and progress to full HTA
appraisal only upon satisfying the clinical criterion. Another poten-
tialimprovementis a formalized feedback system in which decision
makers provide a rationale for making decisions opposite the rec-
ommendations of appraisal committees. Lastly, a co-development
of procedures within the HTA process with the involvement of the
committee members is advisable, as they are in the best position
to identify logistical challenges and offer solutions.
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