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Background: Several countries have developed policy frameworks allowing timely access
to promising health technologies on the condition that additional evidence is generated.
However, an important barrier to evidence generation is the lack of structured
collaboration among health technology assessment (HTA) agencies.

Objectives: One of the aims of Work Package 7 (WP7) of the European network for
Health Technology Assessment (EUnetHTA) Project was to determine the types of
structured collaboration that could facilitate evidence generation and to develop a
Web-based toolkit to support such collaboration.

Methods: Collaboration modalities were defined by all WP7 Partners. Initial emphasis
was on information sharing. Standardized forms for information sharing were developed
and tested. An information technology development phase followed with the creation of
the Web-based toolkit (Web site).

Results: Three levels of collaboration were agreed on: (i) sharing information, (ii)
coordinated action, and (iii) joint action. The Web site allows access to structured and
standardized forms for requesting information, posting information in response to a
request, and posting information spontaneously. An online database contains all of the
information requested or posted. Pilot tests on twenty-one promising technologies were
satisfactory.

Conclusions: This new Web site for sharing information on evidence generation should
help countries reach robust decisions on the timely adoption of promising health
technologies. It will only become fully operational if EUnetHTA Partners supply relevant,
accurate, and updated information, and regularly use the Web site.

All acknowledgements can be found in: Kristensen et al. (7). This study was undertaken within the framework of the EUnetHTA Project, which was supported
by a grant from the European Commission (Agreement number 2005110 project 790621). The sole responsibility for the content of this article (publication,
presentation, etc.) lies with the authors, and the European Commission is not responsible for any use that may be made of the information contained therein.
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Whenever access to a promising health technology is being
considered (e.g., taking a decision on reimbursement or cov-
erage), decision makers often face a lack of strong evidence
not only on the technology’s efficacy and safety, but also
on its effectiveness and cost-effectiveness (10). A compre-
hensive HTA is difficult due to lack of information. Several
countries have therefore developed policy frameworks to al-
low access to the technology on the condition that additional
evidence is generated through: “access with evidence gen-
eration (AEG)” mechanisms (4;9). These mechanisms differ
according to country.

The European network for Health Technology Assess-
ment (EUnetHTA) project (6;7) offered us an opportunity to
construct a model policy framework for AEG mechanisms
(1). The framework comprises five steps (1): (i) a first HTA
report pinpoints lacking evidence and proposes a plan for
data collection; (ii) a decision is made on conditional and
temporary access to the technology based on this report and
is accompanied by a request for evidence generation; (iii) an
interim period of conditional access to the technology fol-
lows, during which the requested data are collected; (iv) a
second HTA report is produced that includes the additional
evidence generated; (v) a revised decision is then made on
access to the technology based on this second report.

A revised decision may nevertheless be difficult to make
due to the many barriers to evidence generation (1;2;4;12)
(Box 1). An important barrier at the international level is the
lack of structured collaboration among the HTA agencies in-
volved in AEG mechanisms. Information is passed on, mostly
by email, from person to person or within informal networks
(e.g., INAHTA listserv). This is inefficient, time-consuming,
a source of misunderstanding, and does not permit easy data
storage and sharing. In addition, the information passed on
is often incomplete or inadequate. More importantly, there
is no way to ensure that the work is not duplicated, wasting
valuable time and resources.

A driving force in the EUnetHTA Project has been the
development of communication facilities to support collab-
orative work among EUnetHTA Partners (3). Hence, the

Box 1. Main Barriers to Evidence Generation

e Difficulty in agreeing on data requirements and study design

e Evidence generated does not meet quality criteria and
cannot therefore inform a decision

e Lack of coordination among the partners and bodies
overseeing data collection

e Limited funds to finance the generation of evidence that
meets HTA agency and decision-maker requirements

e No well-defined regulatory framework governing
coordination and financing

Project has offered an ideal opportunity to establish struc-
tured forms of collaboration on evidence generation relating
to promising health technologies.

OBJECTIVES

One of the objectives of Work Package 7 (WP7) of the EU-
netHTA project has been to determine the types of struc-
tured collaboration that would facilitate evidence generation
and to create a Web-based toolkit that would support this
collaboration.

METHODS

The work schedule included (i) identification of needs, (ii)
definition of Web site content, (iii) technical development
(electronic forms and online database) guaranteeing interop-
erability with the EUnetHTA HTA Information system, (iv)
Web site testing by the WP7-A Lead Partner. WP7 Partners
defined different modes of collaboration to facilitate evidence
generation on promising health technologies and decided to
focus first on sharing information. They discussed and agreed
upon a list of relevant information to be shared and devel-
oped standard forms for information sharing in a three-step
process: (i) planning technical development, (ii) developing
and reviewing the first draft of the forms, (iii) amending the
forms.

Two pilot tests of the forms were carried out. In the first
pilot test, three WP7 Partners completed the forms designed
for requesting information, using as examples technologies
in which they were particularly interested. All WP7 Partners
were then asked to complete the forms designed to answer
queries (posting information form). Their comments were
used to amend the forms. In the second pilot test, all WP7
Partners were asked to test the forms for requesting and post-
ing information on technologies in which they were particu-
larly interested. Their comments were again used to amend
the forms. Each completed form was checked to ensure that
the information provided was in line with the items on the
forms.

A Web-based toolkit (a Web site) with a database was
developed for information sharing based on the use of the
standard forms that were developed.

RESULTS

Types of Collaboration

Three levels of cooperation between EUnetHTA Partners on
promising health technologies were defined: sharing infor-
mation, coordinated action, and joint action (Box 2).
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Table 1. Lists of Health Technologies Used in the Pilot Tests

Technology Request (N) Reply (N)
Bevacizumab in age-related macular degeneration” 2 0
Biochemical markers of liver fibrosis® 1 0
Blood titration of gamma-interferon® 1 0
Colorectal cancer screening” 1 0
High-intensity focused ultrasound® 1 0
Magnetic navigation system” 1 0
Transient elastography® 2 0
Bevacizumab in colorectal cancer® 0 1
Cardiac multislice and coronary computed tomography® 0 1
Deferasirox® 0 1
Endovascular grafts for abdominal aortic aneurysms® 0 1
Human papillomavirus vaccine for cervical cancer prevention” 0 1
Lenalidomide® 0 1
Natalizumab® 0 1
Portable glycosylated hemoglobin measurement systems® 0 1
Extracranial stereotactic radiotherapy® 1 1
Implantable cardioverter defibrillator® 1 3
Intensity-modulated radiation therapy?® 1 2
Percutaneous aortic valve replacement® 1 1
Tympanostomy tubes® 1 1
Ventricular assistance® 1 1

First pilot test.
bSecond pilot test.

Box 2. Levels of Collaboration

1. Sharing information: low level of commitment, that is,
sharing relevant information on evidence generation.

2. Coordinated action: Intermediate level of commitment,
that is, coordinating by agreeing on a common core
protocol. Actions are conducted independently in each
interested country.

3. Joint action: High level of commitment, that is, setting up
a joint study (e.g., multicenter, cross-border prospective
data collection).

Box 3. Information on a Promising Technology

e HTA status (planned, ongoing, completed, reports available)

e Marketing authorization and coverage decision

e Status of interim period of conditional access with evidence
generation requirements

e Protocols and available results (clinical studies or registries)

e Use made of the evidence generated (second HTA report
and/or revised decision on access, coverage).

Information to be Shared

The following key information to be shared was selected
(Box 3).

Design and Pilot Testing of the Standard
Forms

Draft standard data forms for requesting and supplying infor-
mation were tested by seven of the thirty-one WP7 Partners
in the first pilot test and by six in the second pilot test. Par-

ticipation rate was low. Most participants were either WP7
Partners with substantial experience of AEG mechanisms
or the contrary, Partners with little experience. Experienced
Partners were able to consolidate the quality of their work
and less experienced Partners were able to learn.

The participating partners tested the forms for twenty-
one technologies (Table 1). Information was requested on
thirteen technologies; only six of thirteen requests received a
reply. Information on eight technologies was provided spon-
taneously. More than one request or reply was recorded for
four technologies (bevacizumab in age-related macular de-
generation, transient elastography, implantable cardioverter
defibrillator, intensity-modulated radiation therapy [IMRT]).

During quality control of the requests and replies, each
participant was contacted at least once for details. In general,
the participant had not understood one or more items. These
were reworded for greater clarity.

Example of the Value of Sharing
Information

In the pilot test, a request for information was completed
by a Partner who was planning to reassess IMRT. The re-
quest was for information on coverage, effectiveness, and
appropriateness of use. Two Partners replied. However, only
one provided valuable information on the status of IMRT
in their country (marketing authorization, i.e., CE marking
and coverage), on the AEG mechanisms that had been set up
(registry and monitoring of use), the protocol implemented,
and the sources of registry funding. In the light of this reply,

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

https://doi.org/10.1017/50266462309990705 Published online by Cambridge University Press


https://doi.org/10.1017/S0266462309990705

the Partner making the request decided to postpone the re-
assessment of IMRT until the additional data being collected
by the Partner who replied would become available. The new
data would be included in the reassessment report and used
to support the decision on coverage.

Creation of the Web-based Toolkit:
A Web Site

The structured standard forms for information entry are avail-
able on a Web site (Eunethta Interface to Facilitate Furthering
of Evidence Level (http://eiffel.eunethta.has-sante.fr/)). This
Web site is for use by EUnetHTA Partners only and can be
accessed through a link from the EUnetHTA Web site.

Web Site Content. The Web site provides access to
the forms for requesting information (request form), posting
information in response to a request (posting form), and post-
ing information spontaneously (spontaneous posting form).
The Web site also provides an online queryable database con-
taining all the information requested or posted. It will be fed
automatically, as and when the forms are filled. The forms
completed for twenty-one technologies during the pilot test-
ing have been entered into the database.

When completing the forms, users must specify if the in-
formation provided is confidential (to be sent only to the user
requesting the information) or semiconfidential (available to
database users, i.e., EUnetHTA Partners).

Each Partner is responsible for the quality of the infor-
mation they provide. Moreover, this information undergoes
a quality control to ensure that the information entered cor-
responds to the items on the form. This quality control will
be performed by a data manager of the HTA team in charge
of the Web site.

Web Site Access. Figure 1 shows how the Web site
is used and how information is processed: The user searches
the database for information on a promising health technol-
ogy (Action 1). If no or insufficient information is retrieved,
the user completes the standard request form on the request
page (Action 2). The request form undergoes quality con-
trol (Action 3). The request form is published on the Web
site (Action 4), and all EUnetHTA Partners are notified by
email. Partners who can provide the information requested
complete the standard posting form (Action 5). The posting
form undergoes quality control (Action 6).The posting form
is then published on the Web site (Action 7), and the user
who requested the information is informed by email that a
member has responded to the request. Any user can provide
information spontaneously by completing the spontaneous
posting form (Action 5°). All information exchanged is auto-
matically stored in the database. All members are informed
of entries by email alert.

Intended Web Site Users. The intended Web site
users are EUnetHTA Partners, that is, “publicly funded” or-
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Box 4. Web Site User Profiles

1. Someone who seeks information on a promising health
technology (e.g., on diffusion in other countries, clinical
data) to help complete an HTA report (assessment or
reassessment).

2. Someone who seeks information within the context of
AEG. This user would like to know about planned,
ongoing, or implemented AEG in other countries (e.g.,
available clinical data, difficulties encountered, funding)
to advise on an interim period of conditional access for a
given technology. At any time, this user can update the
search to find out what progress has been made and
whether the technology has been diffused.

3. Someone who provides information on a promising
technology either in response to a request or
spontaneously.

ganizations that produce or contribute to HTA. Three user
profiles were identified (Box 4).

Users can use results obtained elsewhere when they are
applicable to their local context.

DISCUSSION

Providing timely access to promising technologies is a major
issue in healthcare. Several European countries have devel-
oped access with evidence generation (AEG) mechanisms to
make decisions on access, but have found that information
is scarce, not easy to find, and that evidence is difficult to
generate (1).

WPT7 Partners developed standardized forms, which re-
place informal emails, for requesting and supplying infor-
mation on promising health technologies. These forms are
available on a dedicated Web site for sharing information on
evidence generation among EUnetHTA Partners. The Web
site is called Eunethta Interface to Facilitate Furthering of
Evidence Level (http://eiffel.eunethta.has-sante.fr/). By this
means, transfer of information becomes more efficient and
the information garnered is more comprehensive. More im-
portantly, the process permits easy storage of information,
saves time, and can ultimately avoid duplication of work.

The overview of AEG mechanisms conducted by WP7-
A found that the amount of required evidence generated for
access to a promising technology differed according to coun-
try (1). Implementation of the AEG mechanism could be full
(all the evidence required was generated), partial (only some
of the evidence required was generated), or passive (none of
the additional evidence required was generated). In practice,
few countries obtain all the evidence they need for a sound
and robust decision. The Web site will help them attain a
critical mass of evidence faster, for a more evidence-based
decision.

We identified three potential obstacles in using the Web
site: (i) the “not invented here” syndrome, (ii) frustration,
and (iii) habit.
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(1) “Not invented here” syndrome: Users may be reluctant to use
information that does not come from their own AEG mecha-
nism as they cannot control its quality directly. A way to over-
come this obstacle is to issue regular reminders to users that
they must ensure the accuracy of the information they supply.
The supplier is responsible for the quality of the information
given. In addition, before making use of the information, the
interested party can directly email the supplier to obtain con-
firmation that the information is indeed still accurate.

(ii) Frustration: Clearly, users will be frustrated if the information
they need is not in the database, as its content will not imme-
diately reach a critical mass. To speed up supply, EUnetHTA
Partners will be regularly solicited for information. Users may
also be frustrated, even annoyed, if the information is obsolete.
Hence, users will also be asked regularly to update information.

(iii) Habit: Users may be reluctant to request and/or post informa-
tion through the Web site and will just continue to share infor-
mation by means of informal emails. This obstacle is already
known to the International Network of Agencies for Health
Technology Assessment (INAHTA) which has long-term expe-
rience of database management (HTA database, Briefs, Check-
lists and Impact forms). INAHTA thus decided to increase the
frequency of reminders to encourage information supply and
to send regularly e-mail alerts about new additions to database
content (INAHTA Secretariat, personal communication). The
further development of our Web site will take their experience
into account and include a training session on Web site use for
EUnetHTA Partners.

Three limitations of a more general nature were also
identified: (i) transferability of the information, (ii) lack of
transparency, and (iii) wording.

(1) Transferability of information: Can the information actually be
transferred directly to be shared? Differences among countries,
for example, differences in terminology, technology use, physi-
cian training, and population risks, come into play (11;13).
Users will need to use the domain classification of the HTA
Core Model (e.g., description and technical characteristics, cur-
rent use) (8), the glossary of HTA terms: INAHTA (5), adapta-
tion terms (11), and the toolkit for adapting an HTA report to
their local context (13).

(ii) Lack of transparency: Only WP7 Partners were involved in
this work. Moreover, they were involved in testing the forms
for information requests and supply only, with a rather dis-
appointing participation rate. They were not involved in Web
site testing. Transparency will increase when we have devel-
oped tests of the Web site for all EUnetHTA Partners. Web site
access is currently restricted to EUnetHTA Partners because
some of the data on promising technologies (e.g., clinical data)
are confidential and not intended for the general public. How-
ever, access to the nonconfidential items may be provided in
the future (e.g., level of diffusion of the health technology in
different healthcare systems, status of HTA reports).

(iii) Wording: The wording used in the forms needs to be improved.
During the pilot tests, explanations had to be given to each
participating Partner on how to complete the forms. The terms
new and promising also need to be defined according to the

Evidence generation on promising health technologies

level of diffusion of the technology in the healthcare system.
For example, some Partners considered technologies such as
implantable cardiac defibrillators and tympanostomy tubes to
be promising, whereas they are in routine use in other countries.
‘We plan to develop an online glossary of key terms used on the
Web site to facilitate common understanding.

For the Web site to become fully operational, it will be
necessary to include the user reminders identified above con-
cerning information supply, quality, and updating, to provide
a glossary of key terms, to perform large-scale tests involving
all EUnetHTA Partners, and to organize training sessions on
the final product. The development of a Web site for sharing
information meets the needs of the first of the three levels of
collaboration we defined for facilitating evidence generation
on promising health technologies. They correspond to the
three levels of collaboration for the EUnetHTA Collabora-
tion (voluntary information sharing, coordination of common
activities, and joint actions) (3).

‘When no or insufficient evidence on promising technolo-
gies is available to share, it will be necessary to coordinate
and even arrange joint actions to generate additional evi-
dence. Toolkits need to be developed for these two higher
levels of commitment:

(1) The toolkit to facilitate coordinated, but independent, genera-
tion of new evidence on a promising health technology may
include a rapid agreement process to define core protocols for
collecting a common set of data and methodological develop-
ments on core protocols (e.g., type of data needed to fill the
evidence gaps, study/register designs for monitoring studies).

(ii) The toolkit to facilitate joint actions may include a framework
for collaborative collection of lacking evidence across EU-
netHTA Partners and methodological developments on criteria
for selecting the technologies to be monitored.

CONCLUSIONS

The Web site serves as a means to share information on evi-
dence generation on promising health technologies. It should
help countries reach robust decisions on the diffusion of these
technologies and thus foster their timely adoption. However,
the Web site will only be worthwhile if all EUnetHTA Part-
ners agree to supply relevant, accurate, and updated infor-
mation — and use it regularly. Committed Partners will need
to oversee the operation and continuing development of the
Web site.
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