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1.3.1 Spc. Labelling and Package Leaflet -
UK and IE proposed leaflet

SanCF oventis

Package leaflet: Information for the patient

Product A 13 million IU/mL, powder and solvent for seluton for injection/infusio
filled syringe

Product A 34 million IU/mL, powder and solvent for selution for injection/infi
filled syringe

Patient Leaflet 1

Whatis a Pa

The Patient Information Leaflet (PIL) is t
information about taking or using a medic
because it may

Read all of this leaflet carefully before vou start taking this medicine because it ¢ F~ oy
important information for yvou.
= Keep this leaflet. You may need to read it again
= If you have any further questions ask vour doctor or pharmacist v v
= This medicine has been prescribed for vou only. Do not pass it on to others. It ¢
even if their signs of illness are the same as yours
= If vou get any side effects, talk to your doctor or pharmacist. This includes any pos
effects not listed in this leaflet. See section 4.

What is in this leaflet:

i 1. What Product A is and what it is used for
Com el ntact details 2. What you need to know before vou take Product A

3. How to take Product A

Chugai Pharma UK Limited 4. Possible side effects
5. How to stare Product A
Address 6. Contents of the pack and other information )
Mulliner Ho 1. Whart Product A is and what it is used for ’ 1
CHUGAI London, W4 The name of your medicine is Product A powder and solvent for injection/infusion % ta o, s %%
Telephone in this leaflet). Product A contains a medicine called Product A’ . This belongsto ¢ , *,% 1, . e %4 .
* ' p P Rew Va,
+44 (0)208 9 called cvtokines. L ¢ s gfe se 2000}
| ¥ o gy e . bl ]

Product A Package leaflet: Information for the patient, Approved-July2018.

| 10
PiPi HP, http://www.pipi.co.uk/services/healthcare-pharmaceutical-packaging/ (BHEH : 2018%7830H)
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GUIDANCE ON THE USER TESTING OF PATIENT

INFORMATION LEAFLETS

1 Introduction

From 1 July 2005 new legal provisions exist in the ||
particularly in relation to involving patients in ensur
is legible, clear and easy to use'. This guidance expa
the European Commission on user testing of patient
been in use since 19997 and in turn adapted aspects ¢
Communication Research Institute of Australia’ in t]
marketing authorisation holders and aims to:

GUIDELINE ON THE READABILITY OF THE LABELLING AND
PACKAGE LEAFLET OF MEDICINAL PRODUCTS FOR HUMAN
USE, Revision 1, 12 January 2009

MA holders*! prepare the draft
of Patient Information
Leaflet(PIL)

MA holders request a suitably
gualified to administer the user
tests of PIL

The agency performs the user
tests

(Alternatively, MA holders can perform it themselves )

MA holders submit reports of
the user test of PIL to MHRA*?

Assessment and approval by
MHRA

BRI (EU) (CHBIBAMREBEBIIERRBIREI-Y—TA, ILAREEF, THLA, H)IIEE. YAKUGAKU ZASSHI 135(2) 277-284 (2015).

11
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<StUdy DeSign> [ 133 underwent random assignment ]
In this prospective multicenter
phase III trial, patients with

advanced lung cancer were 1 J
randomly assigned to be

. . Standard follow- Web-mediated follow-
followed with either a web- [ e P J { e e P ]

mediated prompting of follow-
up imaging or scheduled

interval |mag|ng All patients 5 were found to be 7 were found to be
H ; P ineligible after ran- ineligible aft -
prOVIded thel r ertten domization " gém?ziti?)rnran

informed consent. The study
was conducted by the

Integ rated Center for 61 were included in 60 were included in
Oncology (ICO, Angers, aietvi e ey
France), which gathered the

data using an electronic case

report form " Inte rnal reVIeW / . . . N ) \ /84 imaging performed during trial duration \
boa rd a rova | Wa S ra ntEd b 181 ‘I;r;igl?og t?\?a”;nrglelgg?;r:r?dtgi‘ Icl‘j:ar;ti:‘?;between the 166 visits to the oncologist and 65 Imaging between the

p p g y randomization and the first event (relapse, death, or the last :':;dgg;zrﬁ':rnli:‘?ngtxlg::;:g(;l:::;)dem’ or the
th e | n Stltutl O n . report for living nonrelapsing patients) 48 patients with unscheduled visits and 30 patients with

22 patients with unscheduled visits and 21 patients with
unscheduled imaging between randomization and first event
386 presented a relapse

26 died

\ ) \11 died /

Fabrice Denis, et al., Randomized Trial Comparing a Web-Mediated Follow-up With Routine Surveillance in Lung 82
Cancer Patients J Natl Cancer Inst. 2017;109(9).

unscheduled imaging between randomization and first event
2021 forms were filled
34 presented a relapse
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Hazard ratio for death = 0.32, 95% CI = 0.15 to 0.67, P = .002

Experimental arm

1

Ly
Ll

Median overall survival (months)
Experimental arm (n = 60): 19.0, 95% CI = 12.5 to NC

Control arm

Controlarm (n = 61): 12.0, 93% CI =86 to 164

9-months overall survival
Experimental arm (n = 60): 78.9%, 95% Cl = 61.7 10 §9.0
Controlarm (n = 61): 38.7%, 95% C1=42.7t0 71.6

12-months overall survival
Experimental arm (n = 60): 74.9%, 95% Cl = 56.6 (0 86.4
Control arm (n = 61): 48.5%, 95% CI=31.9t0 63.2

L

10
0.8 -
<Outcome Assessment>
The primary end point was >
overall survival (0OS). 5 087
°
Survival curves in patients from =
the two arms were plotted using S o4
Kaplan-Meier estimates and @
compared using the stratified
log-rank test.
0.2-
00
No. at risk
Exp. arm:
Control am:

0 5 10 15
Time, mo

60 37 19 12

61 36 19 5

Fabrice Denis, et al., Randomized Trial Comparing a Web-Mediated Follow-up With Routine Surveillance in Lung

Cancer Patients J Natl Cancer Inst. 2017;109(9).
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