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How guidance on the use of
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produced in different countries:
An international survey
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Objectives: Technology assessment systems for interventional procedures (including sur-
gical operations, minimally invasive procedures, and others) have lagged behind those for
pharmaceutical treatments. Such systems have been introduced in some countries during
the past decade amid debate about how they should be organized, but there is no collated
information about where they exist or how they work. This study was designed to provide
hitherto unavailable information about the existence, organization, methods, and outputs
of systems aimed at influencing the use of interventional procedures in different countries.
Methods: Data were gathered from a questionnaire survey of key informers associated
with healthcare technology assessment (HTA) organizations in different countries.
Results: Responses were received from key informers working for twenty-eight HTA
organizations in twenty-five countries (response rate 83 percent). Information about a
national system for assessing interventional procedures was obtained for fifteen
countries. There was substantial variability in the type and funding of these organizations,
the systems used for the selection of procedures, the types and sources of evidence
used, the personnel involved in the appraisal of the evidence, the arrangements for
consultation on the draft assessment, the format of assessment recommendations, the
status of the guidance, and the use of guidance from other countries.
Conclusion: Guidance on interventional procedures is produced variably in different
countries—and not at all in some. Greater international collaboration in the assessment of
new interventional procedures could help to optimize the efficiency of existing systems as
well as the quality of the assessments, by capitalizing on the outputs from scarce
(international) resources and expertise.
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Decision making about the appropriate use and dissemina-
tion of new healthcare technologies needs to be supported
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by the provision of timely and high quality evidence. For
pharmaceutical treatments, strict licensing and regulatory
processes motivate the production of a reasonable evidence
base, but new surgical and other interventional treatments
may be adopted into clinical practice with a limited amount
of evidence (1). Although systems exist for the regulation of
medical devices, there has been little demand for legislation
on interventional procedures or for the production of guid-
ance on their use. This has meant that the evidence base for
new interventional procedures is typically constrained and
that such procedures have often disseminated with a poor
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evidence base and in the absence of any kind of control or
monitoring (9).

In the United Kingdom, since 2002, the Interventional
Procedures Programme (IPP) of the National Institute for
Health and Clinical Excellence (NICE) has had responsi-
bility for assessing the efficacy and safety of new interven-
tional procedures and for producing guidance on their use
(8). Given the paucity of similar systems for this purpose
elsewhere in the world, there were almost no examples from
which to draw, and the development of this program was,
therefore, innovative. The IPP reviews evidence and consults
widely to produce guidance on the efficacy and safety of pro-
cedures and the circumstances in which they should be used,
including, when appropriate, stipulations about data collec-
tion and analysis. When the evidence about efficacy and/or
safety is inadequate, guidance may recommend that a pro-
cedure should only be carried out in the context of research
(Box 1, Example 1); or that special arrangements should be
made to ensure that: (i) hospitals have given approval for
the procedure to be performed within their local governance
strategies; (ii) patients are advised in a full and explicit way
during the process of consent; and (iii) details of all proce-
dures are audited and reviewed (Box 1, Example 2). When
the evidence on efficacy and safety is judged as adequate, the
guidance recommends that normal arrangements should be
in place for governance, consent, and audit (Box 1, Exam-
ple 3). Where there is positive evidence of lack of efficacy
and/or safety about a procedure, guidence may recommend
that procedure should not be used. The guidance may also
make recommendations about the type of specialist clini-
cians who should select patients and undertake procedures,
the need for training, submission of data to specific registers,
and the need for particular information from further research,
so that guidance can be reviewed in the light of an improved
evidence base.

From exchanges with Healthcare Technology Assess-
ment (HTA) groups and with organizations planning health-
care around the world, it became clear to us that there was
considerable interest in the issue of assessing and providing
guidance on the use of interventional procedures—especially
those that were new. However, there was no collated informa-
tion about whether systems were in place in different coun-
tries and what form they took, to provide a basis for discus-
sions. This study was set up to acquire and collate that infor-
mation. Its aim was to provide a source of reference for those
wishing to develop systems, and to stimulate debate about the
most effective and efficient ways of guiding the uptake of new
interventional procedures. Despite a previous international
survey of HTA organizations (4), no similar study concentrat-
ing on interventional procedures currently exists.

METHODS

We aimed to identify key informers working for HTA orga-
nizations with a national remit rather than those with sub-

Box 1. Examples of the type of ‘headline’ guidance on the
efficacy and safety of interventional procedures provided by
NICE’s Interventional Procedures Programme.

Example 1 (5)

Guidance

The evidence on the efficacy of endovascular stent insertion
for intracranial atherosclerotic disease is currently inadequate
and the procedure poses potentially serious safety concerns.
Therefore, this procedure should only be used in the context
of clinical research including collecting data which should be
submitted to a national register when available. Research
should clearly define patient selection and be designed to
provide outcome data based on follow-up of at least 2 years.

Example 2 (6)

Guidance

Current evidence on liposuction for chronic lymphoedema is
based on small numbers of patients but suggests that there
are no major safety concerns; however, the evidence on
efficacy is limited in quantity. Therefore, this procedure
should be used with special arrangements for clinical
governance, consent, and audit or research.

Example 3 (7)

Guidance

Current evidence on the safety and efficacy of endobronchial
ultrasound-guided transbronchial needle aspiration
(EBUS–TBNA) for mediastinal masses appears adequate to
support the use of this procedure provided that normal
arrangements are in place for consent, audit, and clinical
governance.

This procedure requires a combination of skills, and
clinicians planning to undertake it should receive specific
training.

national (e.g., regional or federal) responsibility. Such key
informers were identified by using three different strategies:
First, Web site inspection of relevant HTA organizations that
are members of the International Network of Agencies for
Health Technology Assessment (www.inahta.org/); Health
Technology Assessment International (www.htai.org/); and
European Network for Health Technology Assessment
(www.eunethta.net/)—. This strategy proved to be the most
successful. The second strategy was by writing to relevant
HTA organizations from which no key informer had been
identified, in an effort to find such individuals. The third

INTL. J. OF TECHNOLOGY ASSESSMENT IN HEALTH CARE 25:2, 2009 125

https://doi.org/10.1017/S0266462309090175 Published online by Cambridge University Press

https://doi.org/10.1017/S0266462309090175


Plumb et al.

Table 1. Organizations (n = 38) in Thirty Countries Contacted to Identify Key Informers for Participation in the Survey

Country Organization

Argentina IECS - Institute for Clinical Effectiveness and Health Policy
Australia ASERNIP-S - Australian Safety and Efficacy Register of New Interventional Procedures –Surgical

MSAC - Medicare Services Advisory Committee
Austria Ludwig Boltzmann Institut für Health Technology Assessment (LBI HTA)
Belgium KCE - Belgian Federal Health Care Knowledge Centre
Brazil DECIT-CGATS - Secretaria de Ciëncia, Tecnologia e Insumos Estratégicos, Departamento de Ciência e Tecnologia
Canada CADTH - Canadian Agency for Drugs and Technologies in Health
Denmark DACEHTA - Danish Centre for Evaluation and Health Technology Assessment
Finland FinOHTA – Finnish Office for Health Care Technology Assessment
France HAS - Haute Autorité de Santé
Germany DAHTA @DIMDI - German Agency for HTA at the German Institute for Medical Documentation and Information

G-BA - Der Gemeinsame Bundesausschuss
Hungary HunHTA - Unit of Health Economics and Health Technology Assessment
Iceland The Directorate of Health
Ireland Ireland - HEALTH Information & Quality Authority
Israel ICTAHC - Israel Center for Technology Assessment in Health Care
Japan Institute of Healthcare Technology Assessment
Latvia VSMTVA - Health Statistics and Medical Technologies State Agency
Malaysia Kementerian Kesihatan Malaysia
Mexico CENETEC - Centro Nacional de Excelencia Tecnológica en Salud Reforma
Netherlands CVZ - College voor Zorgverzekeringen

CBO Kwaliteitsinstituut voor de Gezondheidszorg
New Zealand NZHTA - New Zealand Health Technology Assessment

Health Services Assessment Collaboration (HSAC)
New Zealand Ministry of Health

Norway NOKC - Norwegian Knowledge Centre for Health Services
Poland AHTAPol - Agency for Health Technology Assessment in Poland
Portugal OPET - Observatóde Prospectiva da Engenharia e da Tecnologia - Home
Singapore HSA Health Sciences Authority
South Africa SA Medical Research Council
Spain AETS - Agencia de Evaluación de Tecnologias Sanitarias
Sweden CMT - Center for Medical Technology Assessment

LFN Pharmaceutical Benefits Board
SBU - Swedish Council on Technology Assessment in Health Care
SoS – Socialstyrelsen National Board of Health and Welfare

Switzerland MTU-SFOPH - Medical Technology Unit - Swiss Federal Office of Public Health
UK NICE
USA AHRQ – Agency for Healthcare Research and Quality

strategy was by directly contacting by e-mail several indi-
viduals personally known to the authors to identify suitable
informers. When there was more than one HTA organization
for a particular country, the organization(s) with a specific
remit for interventional procedures was selected where this
was known, and if there was more than one such organization,
an attempt was made to identify a key informer in each one.
In total, thirty-eight individuals working for thirty-eight dif-
ferent organizations in thirty countries were contacted during
January 2008 (Table 1).

The e-mail sent to each identified key informer was
signed by the senior author (B.C., Chair of NICE’s Interven-
tional Procedures Advisory Committee) and introduced and
explained the purpose and aims of the survey. The e-mail
also included (either in the cover note or as attachments)
the following: a recent example of interventional procedures

guidance published by NICE, to illustrate the background to
the study; an invitation to participate in the survey; a hyper-
link to the Web site where the survey questionnaire could
be found, alongside an electronic copy of the questionnaire
(sent as an attachment); and a prompt for suggestion of al-
ternative/additional key informers within their organization
or country when judged relevant. Those choosing to take
part in the survey could either complete the survey on-line
(through the hyperlinked Web site) or by using the survey
questionnaire attached to the e-mail and returning it to the
investigators (by e-mail or post). Nonresponders were sent
up to two reminders. If there was no response, an alternative
key informer in the same country was contacted if one could
be identified by means of specialists known personally to the
senior author (B.C.), or suggested by colleagues at NICE, or
sourced from Web sites of relevant organizations.
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Table 2. HTA Organizations with a Key Informer Who Provided Information Included in Final Analysis

Country Organization
National
System? Considers? Review

Who
Appraises
Evidence? Consultation

Guidance
Status Uptake Monitored

Australia ASERNIP-S No S,E&CE FSR Ad hoc Yes V No
Austria LBI HTA No S&E RR Other Yes E Yes
Belgium KCE Yes S,E&CE FSR Ad hoc Yes V No
Brazil DECIT-CGATS - Yes S,E&CE RR Ad hoc No M No
Canada CADTH No S,E&CE SC
Finland FinOHTA No S&E RR Other Yes V No
France HAS Yes S&E RR SC No E Yes
Germany G-BA & IQWiG Yes S,E&CE FSR SC Yes M
Hungary HunHTA -
Iceland MoH No S,E&CE RR Other Yes V Yes
Ireland HIQA No FSR Other No E No
Israel MoH Yes S&E RR Other Yes E
Japan IHTA No S&E
Latvia VSMTVA No
Mexico CENETEC No S,E&CE RR SC Yes V No
Netherlands CVZ & CBO Yes S,E&CE RR Other Yes E No
New Zealand MoH No
Norway NOKC No
Poland AHTAPol - No
Singapore HSA No
Spain AETS No
Sweden SBU & SoSa Yes S,E&CE FSR Other Yes E Yes
Switzerland MTU-SFOPH No
UK NICE Yes S&E RR SC Yes E No
USA AHRQ No

aResponse from a third Swedish organization reiterated information received from the other two organizations.
S&E, safety and efficacy; S,E&CE, safety, efficacy, and cost-effectiveness; FSR, full systematic review; Ad hoc, ad hoc Committee; SC, standing committee;
RR, rapid review; V, E, M: (Implementation), voluntary, expected, mandatory.

The survey questionnaire (available form the authors, on
request) enquired about nine different aspects of the process
of assessment and production of guidance for interventional
procedures: (i) presence or absence of a national system with
explicit responsibility for assessment of interventional pro-
cedures; (ii) the type and funding of the organization(s) with
remit for interventional procedures; (iii) the system of se-
lection of interventional procedures for assessment; (iv) the
types and sources of evidence used in the assessment of
interventional procedures; (v) who appraises the evidence;
(vi) consultation on draft assessment (or guidance); (vii) the
format of recommendations or guidance; (viii) status of the
recommendations or guidance (assessment); and (ix) use of
interventional procedures guidance from other countries.

RESULTS

Twenty-eight key informers working for twenty-eight orga-
nizations in twenty-five countries provided information that
could be used in subsequent analysis (representing an 83
percent response rate for the thirty countries with a con-
tacted HTA organization). Table 2 lists the agencies and the
countries from which responses were received. Information
relating to different organizations in the same country (three

in Sweden and two in The Netherlands) was amalgamated in
subsequent analysis for each of those countries, to describe
a national picture.

Presence or Absence of a National System
with Explicit Responsibility for
Assessment of Interventional Procedures

Eight respondents (from eight different organizations in eight
different countries) stated that there was a national pro-
gram for providing guidance to healthcare providers on inter-
ventional procedures in their respective countries (Belgium,
Brazil, France, Germany, Israel, The Netherlands, Sweden,
and United Kingdom; Table 2). For sixteen countries, the
respondents stated that there was no national system for
assessment of interventional procedures. The latter group
had been asked to describe any other systems that existed
in their country and these are summarized in Box 2 (note,
an invalid response to this question was received from one
country). Despite respondents suggesting absence of a na-
tional system in sixteen countries, information in relation
to subsequent questions was nevertheless provided for ten
of these sixteen countries (Australia, Austria, Canada, Fin-
land, Iceland, Ireland, Japan, Mexico, New Zealand, and
Poland).
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Box 2. Summary of responses received from organizations in sixteen countries without a national assessments system for
interventional procedures

“There is not a single national system” (four countries)
Australia: No single national system but several independent organizations assessing interventional procedures and providing

guidance.
Mexico: Partial coverage institutions’ perform this function.
Spain: Several regional systems to identify emergent technologies, but no system to provide guidance.
USA: No central body in the United States for HTA.

“There is a national system for undertaking assessments but it does not provide guidance” (five countries)
Canada, Finland, Latvia, New Zealand, and Poland: There are national programs of HTA for interventional procedures but do not

provide guidance. For example, in New Zealand and Poland, it is used to inform healthcare policy decisions.

“There is not a specific ‘system’ for HTA of interventional procedures” (four countries)
Iceland: Specific requests from healthcare providers and policy makers on the appropriate use of interventional procedures lead to

adaptation or summarizing the findings of other institutions such as UK’s NICE.
Norway: Topics are handled at a local level or nationally using ad hoc procedures.
Singapore: The ministry of health issues national clinical practice guidance which sometimes includes recommendations on

interventional procedures.

“Potential future developments of relevance to HTA for interventional procedures” (three countries, including two countries also
appearing in the above categories)

Ireland: The Health Information and Quality Authority (HIQA) was established in 2007 and holds the statutory function for HTA. It
may assess interventional procedures in the future.

New Zealand: The National Service and Technology Review Advisory Group make decisions about national purchasing, they
administer the Service Planning and New Health Intervention Assessment framework. It is in its early stages and might develop
gsuidelines in the future.

Norway: The recently established National Council for Quality and Priority Setting in Health Care have already considered some
interventional procedures, and its advice is planned to serve as guidance.

Type and Funding of Organization(s) with
Remit for Interventional Procedures

In seven countries, the organizations concerned with assess-
ment and production of guidance on interventional proce-
dures are government departments or organizations, which
receive direct government funding (Brazil, Iceland, Ireland,
Israel, Mexico, Sweden, and the United Kingdom). Arrange-
ments in other countries include the following: direct state
funding of a semi-governmental organization (Belgium), a
private not-for-profit organization (Canada), a public body
funded by National Insurance fees (France) or Healthcare
providers (Germany), state funding of academic university
departments (New Zealand), and academic/research fund-
ing of a non–profit-making organization (Austria). Mixed
funding models also exist: In The Netherlands, CVZ and
CBO are funded by government but CBO also receives
funding from professional organizations. ASERNIP-S (Aus-
tralia) is funded by governmental, academic, and research
organizations and forms part of the Australasian College of
Surgeons.

System of Selection of Interventional
Procedures for Assessment

Procedures are most commonly referred by government, pro-
fessional organizations, or selected by the assessment orga-
nizations themselves, but most organizations also receive
referrals for review of interventional procedures by differ-

ent types of referring or mandating organizations (Table 3).
Stated criteria for deciding which procedures should be as-
sessed for production of guidance included the following:

• Health, public health, or clinical significance considerations
(four countries: Australia, Belgium, Ireland, Netherlands)

• Demand, reimbursement, cost, or health budget considerations
(six countries: Austria, Belgium, Brazil, Iceland, Ireland, Nether-
lands)

• Innovation or uncertainty (three countries: Austria, Iceland, Swe-
den)

• Health ministry involvement or healthcare policy considerations
(four countries: Belgium, Brazil, Israel, Mexico)

Respondents from all but two countries (United Kingdom
and Canada) referred to, or suggested, the existence of a
prioritization process to decide which procedures to assess.

Type and Sources of Evidence Used in the
Assessment of Interventional Procedures

Full systematic reviews are used in five countries and
rapid reviews of the literature in nine (Table 2). Published
peer-reviewed articles are by far the most commonly used
sources of evidence, but there is variation in the use of other
sources, including material submitted for publication (four
countries), conference abstracts (three countries), and data
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Table 3. Selection of Interventional Procedures for Assessment

Country
Self

commissioned
Professional

Organizations Government Industry
Patient

Organizations
Indiv. Health
Professionals

Members of
the Public Other

Australia
ASERNIP-S

� � � � �

Austria LBI
HTA

� � � �

Belgium KCE Anyone, any
organization

Brazil MOH � � �
Canada CADTH �
Finland

(FINOHTA)
Hospitals network

– clinicians
France HAS � � � � � National insurance

fund
Germany G-BA

& IQWIG
� � Self-governing

bodies,
healthcare
providers,
sickness funds

Iceland MoH �
Ireland HIQA � � � � � � � All stakeholders
Israel MoH � � � � � � �
Mexico

CENETEC
� � �

Netherlands
CVZ & CBO

� � � � � � Healthcare
insurance
companies

Sweden SBU &
SoS

� � � � �

UK NICE � � � � � �

from both interventional procedure registers (six countries)
and manufacturers (five countries) (Table 4).

Who Appraises the Evidence

In five countries, a standing committee assesses the evidence
to produce guidance, whereas in three countries, an ad hoc
committee is specially convened for each individual proce-
dure (Table 2). Seven countries provided an “other” response
and described their arrangements, as follows:

• In Austria, the assessment is carried out by two reviewers,
whereas decisions are made subsequently by a committee.

• In Finland, clinicians are selected according to the topic and HTA
experts from FINOHTA act as a small working group to gather
the evidence and write a summary of it.

• In Iceland, there is no committee; the clinical guidelines editor
undertakes the assessment and seeks external expertise to review
the conclusions or summary.

• In the Netherlands, the CVZ medical advisors appraise the evi-
dence to produce guidance.

There is variation in the professional background and affil-
iations of people who appraise evidence and produce guid-
ance, both as committee members and outside the context
of committees. Clinical experts are the most frequent mem-

ber category for committees. Manufacturers and their repre-
sentatives are those most frequently involved as stakehold-
ers who are asked to submit evidence. “Other” contributors
include policy leads, healthcare providers, healthcare fund-
ing organizations, and regulators.

Consultation on Draft Assessment
(or Guidance) (Table 2)

Wide consultation on draft guidance is undertaken in the
United Kingdom (open Web-based public consultation, with
additional targeting of professional bodies, patient groups,
and manufacturers); Mexico (open Web-based consultation);
Sweden (including regional seminars and involving decision
makers and politicians); and Germany (involving healthcare
providers, manufacturers, industry associations, and patient
organizations). Selected experts are consulted (upon the draft
assessment) in Belgium, Finland, Iceland, Israel, and the
Netherlands. In Austria, there is consultation with industry.
Three countries (Brazil, France, and Ireland) do not consult
on their draft guidance.

The Format of Recommendations
or Guidance

Organizations in six countries consider efficacy and safety,
whereas, in addition to efficacy and safety, cost-effectiveness
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Table 4. Source of Evidence Used in the Assessment of Interventional Procedures

Country

Published or
‘in Press’ Peer

Reviewed
Articles

Manuscripts
Submitted for

Publication but
not yet Accepted

Conference
Abstracts

Data from
Clinicians’
Procedure
Registers

Data Submitted
by Manufacturers Other

Australia
ASERNIP-S

�

Austria LBI HTA � �
Belgium KCE � � � FDA / EMEA registration

files, transcripts of FDA
meetings

Brazil MOH �
Finland

(FINOHTA)
� Will develop registers

prospectively and in some
cases national registers
have already been utilized

France HAS � � � Experts’ opinion (registers
and manufacturers data
rarely used)

Germany G-BA &
IQWIG

� � � � Clinical practice guidelines
(for specific purposes)

Iceland MoH � � Full, mini, rapid HTA
reports from all over the
world, alerts; also research
and information from
public (Medical advisory
boards) or private
insurance organizations

Ireland HIQA �
Israel MoH � � � � Registries (such as

epidemiological data)
Mexico � � �
Netherlands CVZ �
Sweden SBU � � Consensus procedure,

registers
Sweden SoS � Consensus process
UK NICE � � � �

FDA, Food and Drug Administration; EMEA, European Medicines Agency; HTA, healthcare technology assessment.

is considered by organizations in another nine countries
(Table 2). Several countries use a standard range of cate-
gories (otherwise, a “typology”) to present their recommen-
dations. In the Netherlands, the categorization is either for
or against inclusion in the national health insurance pack-
age. In France, a recommendation is made about the whether
the “benefit / risk” ratio is sufficient for “coverage” or not:
if there is uncertainty, conditional coverage is recommended
with additional data collection. In Mexico, a recommendation
is made for normal use if safety and efficacy evidence is ade-
quate, for use only in research if there is uncertainty, or for no
funding of the intervention or procedure (advice is also given
on cost-effectiveness). In the United Kingdom, NICE has
four categories of recommendation: evidence adequate for
normal use, inadequate evidence requiring special arrange-
ments for clinical governance, consent and audit, use in re-
search only, or the procedure should not be used. Similar
categories are used in Austria and Israel, and are being devel-

oped in Finland. Australia’s A-SERNIPs categorizes safety
as “at least as safe as the comparator,” “less safe,” or “can-
not be determined”; and efficacy is categorized similarly. It
provides a rating of the evidence as good, average, or poor,
to indicate its strength, quality, and magnitude: if further evi-
dence is required the recommendations advise on appropriate
methods to provide this. In Belgium, Brazil, Germany, Ice-
land, and Ireland, no standard categories are used for recom-
mendations.

Status of the Guidance (or Assessment)

Implementation of guidance is mandatory in two countries
(Brazil and Germany), “expected” in seven (Austria, France,
Ireland, Israel, Netherlands, Sweden, and United Kingdom),
and voluntary in five (Australia, Belgium, Finland, Iceland,
and Mexico). The status of guidance is the same in the in-
dependently funded healthcare systems as it is in the state
funded systems of all of these countries except Germany,
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Table 5. “Who Assesses the Evidence” about Interventional Procedures

Clinical
Experts Patients

Lay
people

Relevant
Manufacturers

Industry
Groups

Country and Organization M NM M NM M NM M NM M NM Others

Australia ASERNIP-S � �
Austria LBI HTA � � � Reimbursers, policy representatives
Belgium KCE � � � � Economic experts, data analysts,

statisticians
Brazil MOH � �
Canada CADTH � �
Finland FINOHTA � National committee of nominated

clinicians can select a smaller
group of “wise persons” that can
ask other experts of their
choosing

France HAS � � � � �
Germany G-BA &

IQWIG
� � � � � � Healthcare providers and sickness

funds
Iceland MoH �
Ireland HIQA � � � � � Organizational managers,

international HTA experts
Israel MoH � � � Professional team supplying

registry data
Mexico CENETEC � � � MoH programme leads
Netherlands CVZ � �
Sweden SBU � � � � SBU laymen group discusses the

most important reports
Sweden SoS �
UK NICE � � � � Other regulators (MHRA & NPSA)

M, committee member; NM, non-committee member asked to submit evidence or commentary; HTA, healthcare technology assessment.

Ireland, and the Netherlands (although HIQA in Ireland may
have responsibility for the private sector in the future).

Four countries have mechanisms to monitor the uptake
and use of procedures after guidance has been published
(Austria, France, Iceland, and Sweden).

Use of Interventional Procedures
Guidance from Other Countries

The survey asked about use of guidance from other countries,
in the absence of that country’s own. In Iceland, guidance
from the United Kingdom, Scotland, Australia, New Zealand,
Canada, United States, Spain, Sweden, and Denmark com-
bined provides more than 95 percent of the information used
in that country, with new information being sought only if
required (e.g., about local use and cost data). Guidance from
other countries is also used in Mexico to produce local or
regional guidance on specific topics.

In France, there is a systematic search of other coun-
tries’ guidance as part of the review of published data. In
The Netherlands, guidance from the UK NICE (primarily),
Germany (GBA), and U.S. insurance companies is used as
part of the literature review, but a new, “own” decision is
always taken.

In Austria, Brazil, Finland, Israel, and Poland, use is
made of guidance from a range of countries but respondents
did not specify the exact purpose. The United Kingdom and
Australia were the most frequently mentioned sources of
guidance used by others throughout the world. In six coun-
tries, there is no formal use of guidance from elsewhere
(Australia, Belgium, Germany, Ireland, Sweden, and the
United Kingdom).

DISCUSSION

Two key findings emerged from our study: First, several
countries with established HTA infrastructures do not appear
to have national programs for providing guidance to their
healthcare systems on interventional procedures, whereas
others have a variety of organizations (some still in devel-
opment). This finding supports the notion of a developing
and evolving field, which contrasts sharply with the estab-
lished national and international frameworks for assessing
pharmaceutical interventions and medical devices. This ob-
servation becomes even more significant if one considers
that established HTA organizations and systems exist in
only a relatively limited number of countries. Second, our
study reveals substantial diversity in the methods, processes,
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extent, and comprehensiveness of existing HTA systems for
interventional procedures in different countries.

Variations in organizational, procedural, and method-
ological aspects of healthcare technology assessment have
previously been shown in a questionnaire-based survey of
twenty-four different HTA organizations, but, unlike our
study, that study did not focus specifically on interventional
procedures (4). Another study has specifically examined the
different guidance format and types of recommendations pro-
duced by different HTA organizations, using thematic anal-
ysis, and has identified substantial variations (2). We have
observed similar variations in the specific area of interven-
tional procedures, in relation to “mandatory,” “voluntary,” or
“expected” nature of implementation of guidance. In addi-
tion we, too, are undertaking a thematic analysis of different
pieces of interventional procedures guidance focused on the
exact type of recommendations produced by different organi-
zations and we aim to publish the findings in the near future.

The heterogeneity of organizations involved in assess-
ing interventional procedures, the fact that many of them
have only recently been established, as well as the resulting
difficulty in identifying them are all reasons that made the
collection of information about systems for producing in-
terventional procedures guidance challenging. We tried hard
to identify people who would have sound knowledge of the
issues addressed by the questionnaire, using a multiplicity
of methods for identification, and succeeded in obtaining
informative responses from experts working in established
HTA organizations with a national remit in different coun-
tries. However, respondents were taking part in a personal
capacity; therefore, it is possible that some items of the in-
formation they provided might have been incomplete, or in-
accurate, or seen as “subjective”’ by other observers. It is also
possible that we failed to obtain truly representative infor-
mation about countries with substantial formal or informal
“subnational systems” that perform healthcare technology
appraisal at regional, or local organization level (for exam-
ple, in the United States, Spain, and the United Kingdom),
as we purposely focused on “national” systems alone. We
recognize that, in reality, important components of the func-
tion of healthcare technology assessment for interventional
procedures may also take place at a much more local (e.g.,
at hospital or healthcare provider economy) level.

Negative responses to the question about the existence
of a national system need to be interpreted cautiously. Free
text responses provided to qualify such “No” responses sug-
gested that the terminology used in our questionnaire may
have influenced how some participants provided information.
Two organizations with established record of HTA for inter-
ventional procedures (CADTH in Canada, and ASERNIP-S
in Australia) did not, in the opinion of our informers, provide
“guidance” as such, nor did they constitute a single national
system. Although these examples demonstrate the attention
required in terminology use when formulating surveys about
different national systems, they also reinforce how context-

specific HTA can be. It should be noted that these informers
did provide information in response to the other questions in
the survey.

The fundamental criteria used in assessing interventional
procedures in any country are safety and efficacy. However,
according to the respondents, organizations in nine countries
also consider the cost-effectiveness of procedures. Four of
these organizations also consider factors such as demand,
reimbursement, and health budgets cost when prioritizing
procedures for assessment. Cost-effectiveness is assessed by
all four of the organizations which use a “full systematic re-
view” for identification and review of the published evidence.

There is wide variation in the ways in which evidence
is selected, the extent of evidence reviews and the appraisal
of the evidence. With regard to selection of evidence, peer-
reviewed publications are universally used, but only a few
organizations consider conference extracts (abstracts). More
organizations undertake rapid reviews than full systematic
reviews. Clinical experts help to appraise the evidence in fif-
teen countries, mainly by acting as committee members. Re-
cent research advocates the usefulness of input from clinical
experts who are not committee members, but also suggests
a need to include experts both with and without operative
experience of the specific procedure under appraisal in such
processes (3). Representatives of industry contribute to as-
sessment of the evidence in seven countries, but only the
United Kingdom’s NICE has an industry representative as a
committee member.

In conclusion, this survey has demonstrated the diversity
of systems and practice for assessing and producing guidance
on interventional procedures in countries around the world.
Although the system for one healthcare organization or coun-
try is not necessarily appropriate for another, further compar-
ison of methods used in different countries will be important
to enable sharing of learning and good practice. Furthermore,
given the current scarcity of HTA resources dedicated to the
assessment of new interventional procedures, there is great
potential for international collaboration. Such collaborations
could maximize the efficiency and quality of the way health-
care systems internationally deal with innovation in surgery
and interventional procedures. In particular, it would seem
worthwhile to explore possibilities for collaborative data col-
lection when the evidence for a procedure is inadequate.
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