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ENDPOINT MANAGEMENT

Accurate and timely validation of clinical end- HOWWE DO IT

points is often a critical safety issue, especially Information from study specific Endpoint

in large mortality/morbidity studies. A+ Science  Forms and relevant source data documents

has extensive experience of large endpoint stu-  are entered into a specially developed data-

dies, in which the primary objective is to assess  base. This enables a continuous flow of end-

fatal and non-fatal clinical events. point data to a designated Endpoint Evaluation
Committee, allowing close monitoring of pro-

WHAT WE DO gress and safety.

We cost effectively perform endpoint handling

and with quality assured SOPs. In studies whe- A+ Science has effectively planned and pro-

re ECG readings are a part of the total endpoint  cessed multinational studies with up to 10.000
evaluation, A+ Science has developed a system endpoints, involving thousands of patients.
for processing large amounts of ECGs, in

cooperation with a well recognized core center.
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ECG RELATED TRIALS

A+ Science collaborates with the ECG Core
Laboratory at Sahlgrenska University Hospital,
in performing a high standard centralized ECG
coding and interpretation.

ECG Core Lab has evaluated more than
300.000 ECGs worldwide during the last de-
cade. All the coding processes, logistics and
procedures at the ECG Core Laboratory are
governed by SOPs and comply with GLP.

The ECG coding and interpretation services
can be tailored to meet the unique require-
ments of each individual trial.

WHAT WE DO

Establishment of logistics for ECG-based
randomization

Coding of left ventricular hypertrophy
criteria

ECG readings for endpoint classification
Detection of silent myocardial infarction
and other cardiac events
Custom-designed criteria for Holter and
stress ECG outcome

Continuous electronic delivery of coded
results for evaluation

Trials conducted by A+ Science in cooperation with ECG Core Laboratory:

TRIAL PATIENTS  SITES COUNTRIES EXERCISE/HOLTER
Accomplish  11.462 550 US,PR, SE, NO, DK, FI 30000

Allay 466 T4 AR, CO, SE, FI, IT, RU, ES 2333

Ascot 19.257 719 GB, IE, SE, DK, NO, FI 62000

Revival 1.195 80 SE, NO, DE, FI, HU, PL, CZ, RU, SK 5838 Exercise ECGs 700 Holter
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OUTSOURCING OF QUALIFIED STAFF

Our consultants are dedicated to helping your
company succeed with the performance of your
clinical trials.

WHAT WE DO

We outsource Clinical Trial Assistants, Clinical
Research Associates, Clinical Research Mana-
gers and other relevant staff within the field of
clinical trials. A+ Science has offices in Lund,
Goteborg, Stockholm and Umed, with the oppor-
tunity to outsource staff locally. Our consultants
can work in all Nordic countries.

HOWWEDO IT

Regular visits and continuous communication
between the customer, consultant and the
Managing Director regarding both the progress
of work and the work situation, ensures the
highest quality. Planning of training education
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and other agendas are also discussed in close
collaboration with the client.

Our consultants:

® range between junior and senior levels - with
a mentor programme to ensure high quality
services from the junior consultants

¢ hold at least one academic degree

¢ have education and development plans

e are quality checked by Clinical Quality
Manager

e are part of an organisation that values well
being and individual needs

FOR FURTHER INFORMATION PLEASE CONTACT:
Yvonne Malmstrom Grimme,

Managing Director A+ Science Outsourcing
Phone/Mobile +46 (0)8 564 352 58
yvonne.malmstrom.grimme@ a-plusscience.com

www.a-plusscience.com
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CITY SITE

A+ Science City Site is a Site Management
Organization (SMOJ. We conduct Phase II-IV
clinical trials and Medical Device Investigations
within many therapeutic areas. City Site is staf-
fed with fully experienced study nurses.

Our location in the heart of Stockholm allows
easy access to a large number of people -
making us the top recruiter in all clinical trials
we've conducted.

WE PROVIDE:

e experienced and GCP trained research
nurses

* investigators with the required therapeutic
experience

e Electronic Patient Record (Ergomed)

e medical equipment
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To ensure the highest quality of services we use
SOP. Furthermore, our operation is frequently
audited by a Quality Assurance Manager.

FOR FURTHER INFORMATION PLEASE CONTACT:
Camilla Andersson, Managing Director

A+ Science Clinical Services

Phone/Mobile +46 (0)8 564 352 64
camilla.andersson@a-plusscience.com

Visiting address:
Sveavagen 17, 3rd floor
111 57 Stockholm
Sweden

Operator +46 (0)8 21 82 60

www.a-plusscience.com
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OUTSOURCING OF EXPERIENCED

RESEARCH NURSES

Our research nurses are dedicated to helping
your company succeed with the performance
of your clinical trials.

WHAT WE DO

We provide skilled nurses to strengthen your
resources within clinical trials and other types of
research projects. You decide the extent of our
services, whether it is help with the labour in-
tensive start-up of a study, parts of the process
or providing assistance throughout the entire
project.

HOWWEDOIT

Our consultants work for you when you need
them and contribute effectively to ensure that
a sufficient number of patients is available for
the study in question. This minimizes the cost
for both the pharmaceutical company and the
clinic. We take care of patient visits, sample
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taking, documentation and other study admi-
nistrative tasks, independently and with the
highest quality.

Our research nurses are:

e experienced in working with research
projects and clinical trials

e qualified to work in many therapeutic
areas, with Phase |-V trials and with
Medical Device Investigations

e GCP-trained

e quality checked by Clinical Quality Manager

e part of an organisation that values well
being and individual needs

FOR FURTHER INFORMATION PLEASE CONTACT:
Camilla Andersson, Managing Director

A+ Science Clinical Services,

Phone/Mobile +46 (0)8 564 352 64
camilla.andersson@a-plusscience.com

www.a-plusscience.com
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CONTINUING MEDICAL EDUCATION (CME)

CME helps healthcare professionals to maintain
medical knowledge and learn about new and
developing research in their therapeutic area.

An accredited CME activity has been reviewed
and approved by an independent board and is

in compliance with the EACCME Guidelines.
This ensures that the contents are of high qua-
lity, developed for an international audience,
and free of commercial bias. In several countries
physicians are required to attend CME activities
on a regular basis.

WHAT WE DO

Through close cooperation with the University
of Gothenburg and The Sahlgrenska Academy,
we provide endorsed scientific education
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programmes that meet the EBAC accreditation
standards for scientific content and didactic
approach. Upon completion, participants
receive certificates signed by Academy appoin-
ted Course Directors.

The services provided by A+ Science include:

e Seeking accreditation

e Thorough reviewel of the material to be
presented

e Registration of attendances

e Management of diplomas to be sent to the
participants

A+ Science has managed CME programmes
since 2004.

www.a-plusscience.com
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ONCOLOGY TEAM

The experienced A+ Science oncology team
works in close cooperation with the Oncology
Department of the University Hospital in Umea.
The collaboration provides access to medical
expertise within the field, and to relevant patient
populations.

HANDLING COMPLEXITY

Oncology clinical trials are complex and require
a different approach than trials in many other
therapeutic areas. The toxicity and common
long wait for survival rates are just a couple
factors that affect how trials must be well plan-
ned. Also oncology trials, especially phase | and
I, are often performed in specialized units.

HOWWEDO IT
Our qualified oncology team is supported by
Professor Roger Henriksson, a highly regarded

DIAGNOSE COUNTRIES
Breast Cancer, metastatic disease 12
Malignant glioma 6

Head & Neck cancer 1

Prostate cancer 1
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oncology specialist at the University Hospital in
Umea. We have also established good working
relationships with several hospitals making
further oncology experience and patient popula-
tions available.

Being a full service CRO, A+ Science can

help you from start to finish, from planning and
designing to post-market authorization servi-
ces. We have experience of several oncology
trials (please see chart).

FOR FURTHER INFORMATION PLEASE CONTACT:
Elisabeth O Karlsson, Managing Director

A+ Science Oncology Team

Phone/Mobile +46 (0)90 206 50 31
elisabeth.o.karlsson@a-plusscience.com

SITES SUBJECTS
80 512

20 300

9 700

7 recruiting

www.a-plusscience.com
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SMALL AND MEDIUM ENTERPRISES

A+ Science has profound experience in perfor-
ming phase I/Il clinical studies for small and
medium sized biotech, pharmaceutical and
medical device companies. We test your concept
in a clinical context and assist you in further
clinical development, whether you plan to conti-
nue independently, with a partner, or to sell
the project. From experience, we have learnt to
match our services to the wide range of needs
and goals that companies with various experi-
ence in performing clinical studies have.

WHAT WE OFFER

We offer full project management and coordina-
tion of other involved parties such as pharmacy,
lab, statistician and study sites. Furthermore,

in addition to the services regularly provided in
planning, conducting and reporting clinical stu-
dies, we are also able to contribute to the design
of the study from the very first stage of planning
and onwards.
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Our experience includes but is in no way
limited to:

e Full project management of sequential clini-
cal studies with a novel vaccine. Subjects in
the studies ranged from 36 in the first phase
| study to about 300 in the phase Il study.

e Support and full project management
including regulatory support of investigator-
initiated studies for medical device products.

e Full project management of consecutive
studies including dose finding/pharmaco-
dynamics/pharmacokinetic aspects for
small biotech companies.

We have had the opportunity to work with
several companies while performing their first
studies — companies that have since become
repeat customers.

www.a-plusscience.com



_I_

SCIENCE

A full service CRO,
Clinical trials phase I-1V, Medical device investigations, Monitoring, Data management and biostatistics,
Regulatory affairs, Pharmacovigilance, Patient recruitment specialists, Quality management, Medical writing,
Outsourcing, Site management services

Our offices
Goteborg: Haraldsgatan 5, SE-413 14 Goteborg, Sweden. Tel +46 31 703 18 50, Fax +46 31 703 18 60
Umea: Tvistevagen 47, Box 7969, SE-907 19 Umea, Sweden. Tel +46 90 206 50 31, Fax +46 90 15 49 67
Stockholm: Smidesvagen 10-12, SE-171 41 Solna, Sweden. Tel +46 8 564 88 230, Fax +46 8 564 35 260
Lund: Gasverksgatan 1, SE-222 29 Lund, Sweden. Tel +46 46 276 30 10, Fax +46 46 12 76 70

www.a-plusscience.com





