EQUALIS

Participant terms and
conditions

Who can participate?

The Equalis external quality assessment
scheme is primarily intended for bodies per-
forming clinical diagnostics in healthcare in
Sweden, such as hospital laboratories, clinics
and wards, as well as primary care laborato-
ries, doctors in private practice and occupa-
tional healthcare. Only bodies that have the
necessary authorisation to handle the test
material in question and to carry out the sur-
veys involved may participate in the Equalis
quality assessment scheme.

Manufacturers of medical devices for in vitro
diagnostics and sales organisations for such
products may participate in the schemes pro-
vided the information from Equalis is used to
follow up the quality of the products in ques-
tion, and not for marketing purposes. For some
schemes, Equalis offers the opportunity for
manufacturers of medical devices for in vitro
diagnostics, without actively participating in the
schemes, to access reports that do not dis-
close individual participants' results. An admin-
istration fee is charged.

Schemes offered to foreign participants are
listed at www.equalis.se. For foreign partici-
pants, the same terms and conditions apply as
for Swedish patrticipants (shipping costs may
be charged).

In some countries, registration is made through
local distributors, and special terms may apply.

Registration

Registration can be carried out at any time of
the vyear, on a registration form at
www.equalis.se. Extensions or other amend-
ments to existing registrations is made in the
same way as for new registrations. Unless
stated otherwise on registration, participation in
a scheme continues automatically until it is
terminated on a registration form at
www.equalis.se. To all regularly recurring
schemes participation is thus equivalent to a
subscription.

Each participant is assigned a unique code
(lab code) that is used to identify the partici-
pant in communication with Equalis and for the
use of services from Equalis.
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Participation fee

Equalis finances the activity through participa-
tion fees. The fee for each scheme is stated on
the price list. Foreign participants may be
charged for shipping. Invoices are submitted
once a year, usually during the first semester.
Payments invoiced in advance are non-
refundable.

Confidentiality

Individual results are the property of Equalis
and are confidential. Data on individual results
will be communicated only to the participant
concerned's receiver of reports and to any
group receiver of reports. There may be excep-
tions in certain cases by agreement with the
participant concerned.

Ownership for material that is sent from partic-
ipants to Equalis, or to a third party assigned
by Equalis within the scope of participation in
external quality assessment schemes from
Equalis, is transferred to Equalis. Material that
is sent to Equalis will not be returned to the
participant.

Responsibility and copyright

Reports from the Equalis external quality as-
sessment scheme contain copyrighted materi-
al. The reports and other material from Equalis
shall not be used for marketing of services and
products. For all other uses, prior permission
from Equalis is required. Equalis is not liable
for any indirect consequences, for example lost
trading revenue, as a result of conclusions
based on Equalis reports or other assess-
ments.

Assessment of results

The reports from Equalis show how the partici-
pant's own results relate to the results of other
participants. The participant is solely responsi-
ble for assessing their own results in Equalis
reports and for taking appropriate action if
necessary. The quality goals sometimes speci-
fied in the reports complement the participant's
own assessment criteria, and do not replace
the participant's responsibility for assessing the
results. Participants who report deviating re-
sults are not normally contacted by Equalis.

Test material

Equalis distributes test material to the partici-
pants for the survey in accordance with the
schedule in the appropriate planning calendar.
Calendars can be downloaded from
www.equalis.se or ordered from the Equalis
office. Test material is either commercially
available or manufactured by subcontractors
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on behalf of Equalis. Equalis suppliers are not
generally made public.

As a rule, test material of human origin used in
the Equalis external quality assessment
scheme has been tested and found negative
with regard to HBsAg (hepatitis B virus surface
antigen), anti-HCV (antibodies to hepatitis C
virus) HIV Ag and anti-HIV (antibodies to hu-
man immunodeficiency virus). There are ex-
ceptions, which are noted on the accompany-
ing instructions for use. All test material from
Equalis must be considered potentially infec-
tious, and handled in accordance with the
same safety procedures as for patient sam-
ples.

Participants who need multiple sets of test
material to carry out the surveys in the external
quality assessment scheme can obtain them
by contacting Equalis. The cost of additional
test material depends on the scheme.

Equalis usually retains a limited number of
units of despatched test material that can be
requested after despatch, for example if the
test material is lost or to make additional
measurements (not applicable to materials with
a very short shelf life). The intended use of the
test material is limited to external quality as-
sessment schemes arranged by Equalis.

Amendment of recorded results

Normally, results may only be amended sub-
sequently if they have been recorded incorrect-
ly by Equalis. Unless otherwise stated in the
appropriate instructions for use, any errors
must be notified to Equalis within two weeks of
the report being sent out.

Method details

If necessary, Equalis can help in the investiga-
tion of deviating results in an entire method
group or instrument group by indicating differ-
ences in the methods from method compari-
sons in the Equalis reports to the manufacturer
of the IVD products concerned. For the method
comparisons in the Equalis reports to be relia-
ble, Equalis must have at the result compilation
stage correct details of the methods used by
participants. Participants are responsible for
the correct method details being notified to
Equalis, and for the details being updated
when methods change. Participants may
change their method details via Equalis Online.
Where results are reported by post or fax,
method details can be changed in the reply
form that accompanies each test material. The
details are saved in the Equalis information
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system. They are quoted on the reply form
sent to participants each time an analysis is
carried out, and shown on Equalis Online.

Additional instruments

For participants with several instruments or
measuring procedures registered at the same
address, using the same test material, the
scheme's basic fee applies unless otherwise
stated in the current price list. If the test mate-
rial is not sufficient for the participation, addi-
tional material can be ordered at a cost, se test
material above.

Contact information

The names of the receivers of material, reports
and group reports, as well as address details
and organisational affiliations, are recorded in
the Equalis information system.

Receiver of material

The receiver of material is a person, section or
special body, nominated by the participant, to
whom the test material is sent.

Receiver of reports

The receiver of reports is a person, section or
special body, nominated by the participant,
who is authorised to download the participant's
reports via Equalis Online. When reports are
available to download, Equalis notifies the
receiver of reports by e-mail. Where paper
reports are sent by post, they are addressed to
the receiver of reports. Multiple receivers of
reports can be registered at the same address
for each external quality assessment scheme.

Group receiver of reports

Group receivers of reports are coordinators
who are responsible for coordinating several
participants. The participant must give permis-
sion in writing for Equalis to distribute reports
to receivers outside the participant's own or-
ganisation. A special form must be used, which
is available from Equalis on request. Group
receivers of reports can only download reports
via Equalis Online.

Information security

All new registrations and all changes that affect
participants information are logged with time
and signature in Equalis database. Participants
always have access to all their registered data
via Equalis Online. All information from partici-
pants is stored unencrypted in a database on
Equalis servers. The servers are protected
from unauthorized access by a firewall and by
password protection. All data is mirrored and a
daily backup is performed. Access via Equalis
Online is protected by username and a strong
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password. The login function has protection for
script injection attacks. Equalis Online uses
SSL certificates for authentication and encryp-
tion between the browser and the web server.

Archiving

Reports are available via Equalis Online for a
limited period. If required subsequently, they
can be ordered via the Equalis office. The re-
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ports are saved electronically for at least four
years. Paper reply forms sent to Equalis by
post or fax for the recording of results are kept
until the next despatch within the same exter-
nal quality assessment scheme or a until a
time stated in the appropriate instructions for
use.
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