Patient Management & Logistic Support
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ProclinicaE is an indepen-dMaRit wunit

specializing since 2000 in Direct and ProActive Management of Patients in Studies

A unique set of services...

é dedicated to the patients
which enhance quality and
efficiency of your study

Friendly, Adaptable, Powerful, Cost-Efficient ...

... our services can be combined
and tailored to offer the best
solution to meet your needs
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The Patient-Friendly Services Provider

A From Me to You™

Direct and proactive collection of PRO data from patients, in a

multilingual and multi  -channel environment (pen & paper,

tel ephone, web, |l nteractive Voice Res
either alone or combined depending on
requirements: nature of PRO data to be collected, target

population, study type, budget, countries involved

AHel p me toé

Patient Help Desk providing information and assistance to patients

A Make my Treatment Easier

Home delivery of treatments for clinical trials with the possibility
of administration by a local nurse

A Remind me"

Reminders via e -mail, SMS, letter, fax, automated or personal
message via land line or cell phone
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The Patient-Friendly Services Provider

A Organise my Test$

Organisation and follow -up of tests and examinations required for
a study in collaboration with health care professionals who have

an established relationship with the patient (Local laboratory,

Nurse, Physicians)

A Refund me™

Centralised management of patient expenses and allowances
according to a standardised process, simple for all, quick to set
up, whether at a local or an international level

A Set up and management of one to one programs dedicated to
patients suffering from chronic diseases: therapeutic education,
day to day individualized support , practical information, training in
use, at home iIintervention, &
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Your benefits

Increased study / treatment acceptance by patients

A

Improved compliance with the protocol, the study methodology and the

scheduled processes

>

Increased response rate, f ewer drop -outs or patients lost to follow -up

>

More reliable PRO data: Control of some evaluation biases, specifically
confusion bias and patient selection bias, fewer missing and/or inconsistent

data

>

Original, quick and cost-effective study design, meeting the

practitionersd expectations better

>

Safeguards ambulatory procedures and facilitates their follow  -up

>

Makes it possible to carry out some procedures in an ambulatory -

patient environment

>

Strengthen and support evidence-based data for Health Authorities

>

More efficient study organization and follow -up

>

Assistance for international logistic coordination
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General Resources

A International Call Center : 24/ 7

AOnline Computer Services (I VRS,
b Designing
b Programming
b Hosting
A Network of resources
D Nurses

b Pharmal ogi stics providers, &
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Remind me

Investigator
a Don’t forget to...
If vou need help

please contact me

¥ G PR(Q_Ilnlca
E—s— N

Mail ﬁ
Web

Patient

ProClinica | 27 rue de la Viflette | F 63003 LYON | Tel: +33 {004 72 1366 77 | Fax: +33 (0)4 72 13 66 76 | proclinica@procinica tr | www.proclinica fr
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From Me to You

%_,/g(e,hmca

’ Questionnaire Assessment
(Computer Assisted
Telephone Interview)

EEEEENNNNAEENENE . Amnymwsmusﬂm
If contact failure Warning as appropriate
Medical call back when needed
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ProClinica | 27 rue de la Villette | F 69003 LYON | Ted: 33 (0M 72 1386 77 | Fax: +33 (04 72 13 66 76 | proclinica@prociinica fr | www,proclinica.tr
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Pationt Help me to...
—»@ ,%PR@Iinica

/t; Call Qualification: ¢
- Emergency Level
- Nature: Pharmacovigilance, Information, Training, Assistance...

Autonomous Managemant
according to operator's accreditation
and using pre-defined supports (FAQ)

Contact with Technical Back Office
Prochnica's Physician '
Product Information Unit

PharmacoVigilance... Resulting Process Organisation
On-site interventions,

Sending of documentation, Re-supply, Training,

Travel Organisation, other logistic services..,

A

ProClinica | 27 rue de |a Vilette | F 69003 LYON | Tel: +33 (0)4 72 13 66 77 | Fax: +33 {0)4 72 12 66 76 | prociinica@proclinica fr | www.proclinica fr
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Investigator Make my Treatment Easier

@ : | Prescription for | = %
Delivery of Treatment I
‘ W %—» ( PR(Q‘I N Ica Hospital Pharmacist I
ey Gjl%

/@J_a. %4 R

fal All contacts necessary
e | { to manage and secure
\1) =

product shipment
I 2 and administration processes

’m i <3 Delivery

ProClinica | 27 rue de fa Villette | F 83003 LYON | Tel: +33 (0)4 72 13 86 77 | Fax: +33 (0J 72 13 68 76 | proclinica@proclinica fr | www.procinica fr
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investato Organise my Tests

%_’ (,f)PRQ_Ilnlca
1 MM I Local Lab p9 Jl'z
A
All contacts necessary
ﬁ-» -7 *-\. S

. / <
Sampling Kit 8" . M
Sy

Patient 3

ProClinica | 27 rue de la Villette | F 63003 LYON | Tek: +33 (0)4 72 13 66 77 | Fax: +33 (0 72 13 65 76 | proclimca@proclinicafr | www.proclinicafr
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Refund me

(PR 3
Expenses or ,} LI l n Ica
Compensation "

|

claim form Request
contl‘ol :‘ég\t--l-u--.n-.. fOrappmvaIJ

if out of range

Proof of payment documentation

=
T :
€ S £ ] Payment -~ Uu '

Patient . | ;)
AnORYMOUS D
status reports

ProClinica | 27 rue de la Villette | F 69003 LYON | Tel: 433 (04 72 13 66 77 | Fax: 433 (0}4 72 13 66 76 | procinica@proclinicatr | www.prochinica fr
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Some Studies Examples

V Nordic countries Cohort: Epidemiological study over 4 countries,
25 000 to 28 000 subjects managed per country : paper-form +
web + telephone PRO questionnaire.

V Post hospitalization ambulatory follow up of children in an
Epidemiological study (disease evolution + costs incurred for
the family circle); phone assessment of 600 to 850 patients
per year x 3 years

V' Hospital visit organization for patients and their care giver
(appointment + taxi): 140 patients with cognitive disorders,
1 visit per year over 5 years.

VV Patient Reported Symptoms phone assessment in pacemaker
patients : 200 patients, 1 contact per week over 6 months, 5
countries, phase III

V' Patient diary in a non interventional study: Reminders and
explanation for best use (1800 patients, 3 contacts per patient)
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Some Studies Examples

V Consequences of insulin side effects on patient
compliance: Recruitment using a representative panel of
Pharmacists: PRO Questionnaire assessed by phone (651
over 2 months)

V Diet questionnaire (1 hour) assessed before inclusion in
a phase III study (250 patients).

V QoL and Economics outcomes telephone follow up for an
international phase III study: 260 patients, 2
assessments per year over 3 years, 15 countries
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(,}PR(Q:Iinica

ProclinicaE i s an independent uvwAPIt of REGI STRAT
specializing in Direct and ProActive Management of Patients in Studies

Contacts:

proclinica@proclinica.fr  /+33 (0)4 72 1366 77
or

WWW.reqistratmapi.com / info@reqgistratmapi.com

APl mpany’ =

GROUP
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