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The clock is ticking...

After more than 10 years of discussion, the European Parliament gave a first reading to
the Directive 86/609 on 5 May 2009 and thereby cleared an important hurdle in the EU
legislative process.

The Parliament approved the proposed amendments to the original proposal of November

o ] 2008 with a large majority, paving

way to a new directive (s. box).

While EU regulations are the actual laws of the Community that
directly apply for Member States, the EU directives only stipu-
late binding standards. Before the directives can be legally
enforced in the Member States, they must be implemented and
passed by the respective State’s legislative body as law or regu-
lation. Each Member State has the right to make the directive’s
standards stricter.

On 22 September 2010 the new Directive 2010/63/EU finally was adopted and so up-
dates and replaces the 1986 Directive 86/609. Each Member State is now required to in-
corporate the Directive into national law.

One thing is certain: the clock is ticking!

All EU Member States will have to comply with the provisions from 1% January 2013.

Directive 2010/63/EU

The Directive is based on the principles of the Three Rs, to
replace, reduce and refine the use of animals used for scientific
purposes. Its aim is to strengthen legislation, and improve the
welfare of the animals. The scope is now wider and includes
e.g. foetuses in their last trimester of development as well as
animals used for the purposes of basic research. Furthermore it
lays down minimum standards for housing and care, regulates
the use of animals regarding pain, suffering distress or lasting
harm caused to the animals. The development, validation and
implementation of alternative methods also belongs the re-
quirements of the Directive.

For more information about the Directive, visit:
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?
uri=0J:1:2010:276:0033:0079:EN:PDF
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The clock is ticking...

It is certain that the adoption of the Directive poses major challenges, for both facilities
that perform animal experiments and the supervisory authorities in the EU Member
States. This applies even more, of course, to States whose current regulations and laws
up to now only used the EU Directive 86/609 for orientation and did not go beyond it, as
is the case with Germany.

a-tune software ag is a provider of solutions to scientific research institutes, facilities and
companies. Its product tick@lab assists reputable clients in Europe and the US for the op-
timisation of processes, compliance with laws and regulations as well as the fulfilment of
documentation requirements.
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Not only does tick@lab meet existing requirements, e.g. in accordance with German ani-
mal protection legislation and the American IACUC processes, but it also already has all
the capabilities necessary to master the challenges that come with the revised European
Directive. Here are just a few examples:

NOTE: If not otherwise indicated, the information on the articles or capitals of the Directive refers to the ver-
sion from 22 September 2010.




Authorization of Persons

Authorization of Persons
Art. 28ff

Article 28ff of the submitted Directive requires authorization and authorization renewal
every 5 years for persons involved with the keeping of animals for experimental purposes
or use of animals in experiments. In addition, there are requirements to verify and docu-
ment qualification, training for the handling of the specific species used and the applied
methods as well as ongoing training and education.

Especially in large facilities or institutes with high personnel turnover, these requirements
represent a major challenge to the organization and the documentation process.

tick@lab makes it easy for organizations to comply with legal regulations:

o tick@lab’s user administration function collects all of the relevant qualification, train-
ing and certification information as well as experimental animal data and past and
current project information.

User data | Personzl Quslifications Training Certificates
H Save nj Back
Salutation Dr.
First name® Verena
Last name™® Winter
User name® VWI
E-mazil vwinter@a-tune.de

o tick@lab documents and tracks training measures for the handling of animals as well
as for specific procedures and methods.
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Licences and approvals from authorities (e.g. special personal permit as per German

animal protection act) can be directly submitted via the system and are added to the
qualification profile.

Resubmission functions ensure that the participants will be reminded in time to act
before a special permit expires or in time to participate in upcoming training.

Verification functions certify the applicant attempting to register for a project is suffi-
ciently and suitably qualified to work with the specific animal species for the specified
project.
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Projects, Reviews, Ethic

Committees

Approval of Projects, Reviews and Internal Ethic Committees
Art. 25, 31, 35, 37, 38, 40, etc.

The clear structure, access to key master data, verification functions and contextual help
texts simplify for the laboratory supervisor the generation of consistent and valid submis-
sions for approval.

The templates required for this can adapt to meet the content requirements of the respec-
tive approving agency. In addition, several types of application (e.g. different templates
for full or simplified application procedures) are possible.

a-tune Lasw-ADS02 (0.0.1), tick@lab IACUC example
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tick@lab controls and logs the internal processing and approval procedures and forwards
applications to, e.g. animal protection auditors and the internal ethics committee for ap-
proval or to other participants. It saves comments and records the previous statuses and
makes both available to all participants.

As with new submittals, running projects can be submitted for approval annually or upon
expiration of the established deadlines of the internal ethics committee or changed. Com-
pleted protocols may also be evaluated retrospectively.

tick@lab enables the documentation of these evaluations as well as the documentation of
reviews and inspections for the verification of compliance with applicable laws and regula-
tions.
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tick@lab has all the technical and functional capabilities necessary for the reliable control
of the access to confidential and private data. Thus, it is possible for external participants
(e.g. external IACUC members) to participate in the processes and workflows. Interfaces
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with external systems are also possible (e.g. as implemented in Switzerland).
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3R, Methods and Documentation
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3R, Applied Methods
Art. 5, 11, 13, 38 Chapter V, etc.

The purpose of the Directive is to achieve use of the gentlest methods according to most
current science and research knowledge, provided there is not an alternative method
available that would enable work to be performed without the use of animals.

Of course, no software can alone guarantee the use of those methods, but tick@lab as-
sists organisations and users to identify the standards and comply with them as they are
intended in the new regulations or internal organisational directives.

A system catalogue in which, for example, the methods for euthanasia as defined by the
EU Directive are stipulated and are arranged according to species may be of assistance. In
addition, the catalogue could contain stipulations as to anaesthesia or analgesia, surgery
and non-surgery procedures and treatments.

For a new project application, the investigator can go to the catalogue and obtain the ap-
proved procedure without manual effort.

A method database permits the filing and description of standard methods. With the cata-
logue, a standardisation of terminology and procedures for the specific organisation is pos-
sible, leading to increased transparency and the avoidance of misunderstanding.

An auditing workflow, in which the veterinarians or the internal ethics committee can be
involved, reliably ensures the validity of the methods and guarantees, through regular re-
submission, permanent comparison to the current science and research standards.

Documentation & Logging
Art. 29, 30, 31, etc.

Amongst tick@lab’s standard functions, is the maintenance of a resume for each animal,
making available all the important data, starting at the acquisition (purchase, breeding or
transfer) and continuing up to the time when the animal leaves the facility. The system
automatically compiles these data unseen and without additional effort on the part of the
user from the order and administrative events.

Unambiguous numbers and the additional entry and use of tattoo or ear numbers, bar-
codes and transponders permit the unmistakable identification and association of the re-
sume to the respective animal.

If useful and required, this information may be complemented with medical records to pro-
vide a complete picture for evaluation in respect to scientific and animal protection consid-
erations.




Severity, Reuse and Keeping

Severity, Reuse and End of Procedure
Art. 14, 15, 16, etc.

tick@lab permits or requests the documentation of every experiment. Depending on the
legal requirements, additional information, such as the rating of the experiment based on
the level of severity, categorisation of the experiment according to specified criteria or the
methods used, can be recorded or confirmed at the beginning or end of the experiment.
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The system can evaluate and determine, based on various guidelines, if and for which ex-
periments an animal may be reused or if and when a veterinarian must make a decision.
The criteria may be the character of a species or breed, the number of experiments al-
ready performed or the collective burden of the experiments.

This relieves users of excessive documentation work and ensures consistent compliance to
the animal protection directive.

Keeping
Art. 32, etc. Supplements

Besides multifaceted support with the management of the animals, tick@lab assists users
with the management of the cages and space where they are kept. Main guidelines as to
the possible type of cage, enrichments and maximum occupation for each species help
users in their choice of the most appropriate accommodation and compliant care.

The preparation of space with specific accommodations, safety and capacities as well as
the tracking of the past, current and future animals are of significant assistance to users in
maintaining conditions that are compliant with animal protection guidelines and laws.




Reports & Statistics
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Reports & Statistics
Art. 49, etc.

tick@lab records all the relevant experimental data and the animals used at the source
where the information is generated — easy, quick and reliable.

Statistics and reports can be automatically compiled at anytime from this data. As a result,
the time-consuming manual collection of information from the individual laboratories, usu-
ally associated with error, becomes a thing of the past and up to date interim reports can
be pulled up at any time.

Below are several examples of what is possible with tick@lab’s reporting function:
e Animal acquisition according to source, species, intended use

e Experimental use and whereabouts

e User, qualification and authorisations

e Animal use according to intended experimental use, species, methods

e Distress, pain, reuse, methods and much more

Such reports may be obtained upon request and in many different layouts for further use
and processing.




Questions?

Scientific institutes that use animals in experiments control and optimise their processes
and workflows with tick@Ilab.

a-tune software ag’s clients in Germany, Europe and the USA guarantee their compliance
to current laws and regulations with tick@lab.

With tick@lab, you too will be prepared for the future! The clock is ticking...

Questions? - Contact Us!

a-tune software ag }J
-

P: +49 (6151) 95131 0

E: sales@a-tune.de

Information section of the EU pertaining to the new Directive:

http://ec.europa.eu/environment/chemicals/lab _animals/
home en.htm
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make IT simple.

a-tune software ag

Rundeturmstrasse 12
64283 Darmstadt
Germany

Phone: +49 6151 95131 0
E-Mail: info@a-tune.com
http://www.a-tune.com
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@tune and tick@ are registered trademarks.
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a-tune software ag

a-tune software ag is an established software house with
headquarters in Darmstadt, Germany, one of the leading
centres of advanced technologies on the IT market. Highly
innovative, the company is rapidly growing, serving the
international market from its central location in the Rhine-
Main regional hub, which provides a-tune with exceptional
mobility and flexibility.

Since 1998 on the market delivering sophisticated soft-
ware solutions for project management, process control
and optimisation, a-tune today meets the challenges of its
varied clientele’s needs for optimisation and support of
workflows and processes.

All of the projects and solutions utilise a web technology
that features lower costs, higher efficiency and state-of-the
-art technology.

To maintain its edge as a medium-sized company in the
face of competition from larger firms, a-tune relies on
providing its clients with uncompromising premium prod-
uct and service quality. Satisfied clients translate into a
secure company future and constitute the basis for contin-
uous growth.
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