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19. APPENDICES
Appendix 1: Case Report Form Visit 1 - PART A



	 	

Case	Report	Form	Visit	1	–	PART	B_EN_Final	Version	1.1,	08-Mar-2017	
SPPA	trial	 	 1	of	1	

	

	
	
	

	
1st	BP	measurement	–	LEFT	ARM	 	

systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

1st	BP	measurement	-	RIGHT	ARM	 	
systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

2nd	BP	measurement	on	the	arm	with	higher	BP	 	
systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

	
If	there	is	a	disparity	in	the	1st	and	2nd	measurement,	perform	a	3rd	measurement	on	
this	arm:	
3rd	BP	measurement	on	the	arm	with	higher	BP		 	

systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

	 	
Final	BP	(average	of	measurements	from	the	arm	with	higher	BP)	 	

systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

	

Case	Report	Form	Visit	1	-	PART	B	
Blood	pressure	measurement	

Patient	Trial	Code:	 	

Date	of	Visit	1:	 	

Appendix	2:	Case	Report	Form	Visit	1	-	PART	B



	 	

	
Case	Report	Form	Visit	1	–	PART	C_EN_Final	Version	2.1,	08-Mar-2017	
SPPA	trial	 	 1	of	2	

	

	
	
	

You	indicated	that	you	are	taking	medication(s)	for	your	high	blood	pressure.	
		
Individuals	have	identified	several	issues	regarding	their	medication-taking	behavior,	and	we	are	
interested	in	your	experiences.			
	
There	is	no	right	or	wrong	answer.			
	
Please	answer	each	question	based	on	your	personal	experience	with	your	blood	pressure-lowering	
medication(s)	
	
1.		Do	you	sometimes	forget	to	take	your	blood	pressure-lowering	medication(s)?	

YES	 NO	
2.	People	sometimes	miss	taking	their	medication(s)	for	reasons	other	than	forgetting.		
					Thinking	over	the	past	two	weeks,	were	there	any	days	when	you	did	not	take	your		
					blood	pressure-lowering	medication(s)?	

YES	 NO	
3.	Have	you	ever	cut	back	or	stopped	taking	your	medication(s)	without	telling	your		
				doctor,	because	you	felt	worse	when	you	took	it?	

YES	 NO	
4.	When	you	travel	or	leave	home,	do	you	sometimes	forget	to	bring	along	your	blood		
					pressure-lowering	medication(s)?	 	 	 	

YES	 NO	
5.	Did	you	take	your	blood	pressure-lowering	medication(s)	yesterday?	

YES	 NO	
	 	

Case	Report	Form	Visit	1	-	PART	C	
Medication	Adherence	Measurement	(MMAS-8)	
Patient	Trial	Code:	 	

Date	of	Visit	1:	 	

Appendix	3:	Case	Report	Form	Visit	1	-	PART	C



	 	

	
Case	Report	Form	Visit	1	–	PART	C_EN_Final	Version	2.1,	08-Mar-2017	
SPPA	trial	 	 2	of	2	

	
6.	When	you	feel	like	your	blood	pressure	is	under	control,	do	you	sometimes	stop	taking		
					your	medication(s)?	

YES	 NO	
	 	

7.	Taking	medication(s)	every	day	is	a	real	inconvenience	for	some	people.	Do	you	ever		
					feel	hassled	about	sticking	to	your	blood	pressure-lowering	treatment	plan?					

YES	 NO	
8.		How	often	do	you	have	difficulty	remembering	to	take	all	your	medication(s)?																																															

1.	Never/Rarely	 	

2.	Once	in	a	while	 	

3.	Sometimes	 	

4.	Usually	 	

5.	All	the	time	 	

	
	
	
	

	
	
	
	
	
	
	
	
	



	

Case	Report	Form	Visit	1	–	PART	D_EN_Final	Version	1.1,	08-Mar-2017		 	
SPPA	trial	 	 				Page	1	of	3	

	
	
Please	mark	with	a	cross	the	applicable	answer	(Your	answer	will	remain	anonymous)	
example	:		
	
Should	you	have	any	questions,	please	do	not	hesitate	to	ask	you	trial	pharmacist,	he/she	will	
gladly	assist	you.	
	
1)	Sex	
			Please,	mark	whether	you	are	female	or	male.	 		

female		 		
male	 		

2)	Education		
				Please,	mark	the	highest	level	of	education,	you	have	achieved.		 		

primary	school	 		
high	school	(grammar	school)	 		
university	undergraduate	(BSc)		 		
university	undergraduate	(MSc)	 		
university	postgraduate	(PhD)	 		

I	don’t	wish	to	disclose	this	information		 		
3)	Monthly	Income		
					Please,	mark	in	which	of	the	ranges	your	monthly	income	belongs.	 		

<	300	EUR	 		
300-600	EUR	 		
601-800	EUR	 		

801-1000	EUR	 		
>	1000	EUR	 		

I	don’t	wish	to	disclose	this	information	 		
4)	Marital	Status		
				Please,	mark	the	option	best	best	describing	your	current	marital	status.	

single	 		
married	or	in	a	long-term	partner	relationship	 	

divorced		 		
widowed		 		

I	don’t	wish	to	disclose	this	information	 		

Case	Report	Form	Visit	1	-	PART	D	
Patient	information	form	

Patient	Trial	Code:	 	

Date	of	Visit	1:	 	

x	

Appendix	4:	Case	Report	Form	Visit	1	-	PART	D



	

Case	Report	Form	Visit	1	–	PART	D_EN_Final	Version	1.1,	08-Mar-2017		 	
SPPA	trial	 	 				Page	2	of	3	

5)	Living	Arrangement	
			Please,	mark	the	option	best	describing	your	current	living	arrangement.	

living	with	my	partner/	husband	(wife)	 		
living	with	my	family	or	friends	 		

living	in	a	nursing	home		 		
living		alone		 		

I	don’t	wish	to	disclose	this	information	 		
6)	Hypertension	Duration	
				Please,	mark	how	many	years	before	now	your	doctor	prescribed	you	blood	pressure-lowering		
				medicines	for	the	first	time.	

<	5	years	 		
5-10	years	 		
>	10	years	 		

7)	Smoking	Status	
				Please,	mark	the	option	best	describing	your	current	relationship	to	smoking.	

non-smoker	 		
current	smoker	 		

ex-smoker	 		
I	don’t	wish	to	disclose	this	information	 		

8)	Current	number	of	daily	medications		
				Please,	mark	the	number	of	drugs	you	are	taking	per	day	(please,	consider	all	your	current	drugs.	

<	2	 		
3-4	 		
5-6	 		
7-8	 		
>	8	 		

9)	Concomitant	diseases	
			Has	a	doctor	or	nurse	ever	told	you	that	you	have	(please,	tick	all	that	apply):	 		

high	cholesterol	 		
diabetes	 		

atherosclerosis	 	
heart	failure	 	

arthritis	 	
back	pain	 	
asthma	 	

any	other	disease	 	
please,	write	down	any	other	disease,	your	doctor	or	nurse	has	told	you	that	you	have:	

	
	
	
		



	

Case	Report	Form	Visit	1	–	PART	D_EN_Final	Version	1.1,	08-Mar-2017		 	
SPPA	trial	 	 				Page	3	of	3	

10)	Use	of	pillboxes		
							Please,	mark	if	you	use	pillboxes	to	help	you	remember	to	take	your	medicines	in	time.	

NO	 		
YES	 		

11)	Use	of	other	reminder	devices	
							Please,	mark	if	you	use	any	other	devices	to	help	you	remember	to	take	your	medicines	in	time?		
						(e.g.	alarm-clock,	reminders	from	family	members,	etc.)	

NO	 		
YES	 		

if	YES,	what	kind	of	reminder	system:	
		
	
	

	
12)	Purpose	of	using	a	mobile	phone	
						Please,	mark	the	most	relevant	way	you	use	your	mobile	phone.	

mostly	personal		 		
mostly	professional		 		

personal	and	professional		 		
I	don’t	wish	to	disclose	this	information	 		

13)	Receiving	SMS		
						Please,	mark	the	approximate	number	of	SMS	you	received	last	year	

one	or	more	SMS	a	day		 		
approximately	one	SMS	a	week	 	

approximately	one	SMS	a	month	 	
less	than	one	SMS	a	month	 	

I	don’t	wish	to	disclose	this	information	 		
14)	Sending	SMS	
					Please,	mark	the	approximate	number	of	SMS	you	sent	last	year.	 		

one	or	more	SMS	a	day		 		
approximately	one	SMS	a	week	 		

approximately	one	SMS	a	month	 		
less	than	one	SMS	a	month	 		

I	don’t	wish	to	disclose	this	information	 		
	
	
	
Thank	you	very	much	for	your	precious	time	and	your	participation	in	the	SPPA	clinical	trial	!	
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Appendix	5:	Case	Report	Form	Visit	2	-	PART	A



	 	

Case	Report	Form	Visit	2	–	PART	B_EN_Final	Version	1.1,	08-Mar-2017	
SPPA	trial	 	 1	of	1	

	

	
	
	

	
1st	BP	measurement	–	LEFT	ARM	 	

systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

1st	BP	measurement	-	RIGHT	ARM	 	
systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

2nd	BP	measurement	on	the	arm	with	higher	BP	 	
systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

	
If	there	is	a	disparity	in	the	1st	and	2nd	measurement,	perform	a	3rd	measurement	on	
this	arm:	
3rd	BP	measurement	on	the	arm	with	higher	BP		 	

systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

	 	
Final	BP	(average	of	measurements	from	the	arm	with	higher	BP)	 	

systolic	BP	[mmHg]	 	
diastolic	BP	[mmHg]	 	

	

Case	Report	Form	Visit	2	–	PART	B	
Blood	pressure	measurement	

Patient	Trial	Code:	 	
Date	of	Visit	2:	

(If	patient	did	not	attend	Visit	2	at	the	pharmacy,	
strike-through	the	whole	CRF	Visit	2-PART	B	form	

from	this	patient)	
	

Appendix	6:	Case	Report	Form	Visit	2	-	PART	B	



	 	

Case	Report	Form	Visit	2	–	PART	C_EN_Final	Version	2.1,	08-Mar-2017	
SPPA	trial	 	 1	of	2		

	
	
You	indicated	that	you	are	taking	medication(s)	for	your	high	blood	pressure		
Individuals	have	identified	several	issues	regarding	their	medication-taking	behavior,	and	we	are	
interested	in	your	experiences.			
	
There	is	no	right	or	wrong	answer.			
	
Please	answer	each	question	based	on	your	personal	experience	with	your	blood	pressure-lowering	
medication(s)	
	
1.		Do	you	sometimes	forget	to	take	your	blood	pressure-lowering	medication(s)?	

YES	 NO	
2.	People	sometimes	miss	taking	their	medication(s)	for	reasons	other	than	forgetting.		
					Thinking	over	the	past	two	weeks,	were	there	any	days	when	you	did	not	take	your		
					blood	pressure-lowering	medication(s)?	

YES	 NO	
3.	Have	you	ever	cut	back	or	stopped	taking	your	medication(s)	without	telling	your		
				doctor,	because	you	felt	worse	when	you	took	it?	

YES	 NO	
4.	When	you	travel	or	leave	home,	do	you	sometimes	forget	to	bring	along	your	blood		
					pressure-lowering	medication(s)?	 	 	 	

YES	 NO	
5.	Did	you	take	your	blood	pressure-lowering	medication(s)	yesterday?	

YES	 NO	
	
	
	

	

Case	Report	Form	Visit	2	-	PART	C	
Medication	Adherence	Measurement	(MMAS-8)	

Patient	Trial	Code:	 	
Date	of	Visit	2:	

(If	patient	attended	Visit	2	in	the	pharmacy	 	
Date	of	phone	call:	

(If	MMAS-8	was	completed	via	phone	call)	 	

Appendix	7:	Case	Report	Form	Visit	2	-	PART	C



	 	

Case	Report	Form	Visit	2	–	PART	C_EN_Final	Version	2.1,	08-Mar-2017	
SPPA	trial	 	 2	of	2		

	
6.	When	you	feel	like	your	blood	pressure	is	under	control,	do	you	sometimes	stop	taking		
					your	medication(s)?	

YES	 NO	
	 	

7.	Taking	medication(s)	every	day	is	a	real	inconvenience	for	some	people.	Do	you	ever		
					feel	hassled	about	sticking	to	your	blood	pressure-lowering	treatment	plan?					

YES	 NO	
8.		How	often	do	you	have	difficulty	remembering	to	take	all	your	medication(s)?																																															

1.	Never/Rarely	 	

2.	Once	in	a	while	 	

3.	Sometimes	 	

4.	Usually	 	

5.	All	the	time	 	

	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



Satisfaction	Questionnaire_EN_Final	Version	1.0_15-Dec-2016	
SPPA	trial		

Satisfaction	Questionnaire	
SPPA	trial		

	
We	would	like	to	express	our	gratitude	for	your	participation	in	our	clinical	trial!	

	
This	questionnaire	addresses	your	experience	with	the	additional	pharmaceutical	care	service	of	

SMS	reminders	helping	you	to	take	your	blood	pressure-lowering	medicines	on	time.	
Your	answers	will	guide	us	in	improving	the	service	for	you	and	other	patients	in	the	future.	

	
Please,	circle	the	answer	that	most	appropriately	describes	your	opinion	

	
1. Do you feel SMS reminders helped you to remember to take your blood pressure-lowering drugs? 

 
1 2 3 4 5 0 

Fully agreed Rather agreed Neither agreed nor 
disagreed 

Rather 
disagreed 

Completely 
disagreed 

I don’t know 

 
2. Do you feel SMS reminders have disrupted your medication intake? 

 
1 2 3 4 5 0 

Fully agreed Rather agreed Neither agreed nor 
disagreed 

Rather 
disagreed 

Completely 
disagreed 

I don’t know 

 
3. Was the wording of the SMS reminders understandable? 

 
1 2 3 4 5 0 

Fully agreed Rather agreed Neither agreed nor 
disagreed 

Rather 
disagreed 

Completely 
disagreed 

I don’t know 

 
4. Would you suggest the SMS reminders od drug intake to your friends or family members? 

 
1 2 3 4 5 0 

Fully agreed Rather agreed Neither agreed nor 
disagreed 

Rather 
disagreed 

Completely 
disagreed 

I don’t know 

 
5. Was the frequency of the SMS reminders right? 

 
1 2 3 4 5 0 

Fully agreed Rather agreed Neither agreed nor 
disagreed 

Rather 
disagreed 

Completely 
disagreed 

I don’t know 

 
6. Would you like to continue receiving SMS reminders of your blood pressure-lowering medication? 

 
1 2 3 4 5 0 

Fully agreed Rather agreed Neither agreed nor 
disagreed 

Rather 
disagreed 

Completely 
disagreed 

I don’t know 

 

Appendix	8:	Sa;sfac;on	Ques;onnaire



Satisfaction	Questionnaire_EN_Final	Version	1.0_15-Dec-2016	
SPPA	trial		

7. In general, are you satisfied with the additional pharmaceutical service of daily SMS reminders of 
your blood pressure-lowering medication? 

 
1 2 3 4 5 0 

Fully agreed Rather agreed Neither agreed nor 
disagreed 

Rather 
disagreed 

Completely 
disagreed 

I don’t know 

 
8. Would you like to regularly receive also other information related to your health in from of short 

informational SMS from your pharmacist (e.g. helpful advice about diet, wellbeing, exercise, 
medication etc.)? 
 

1 2 3 4 5 0 
Fully agreed Rather agreed Neither agreed nor 

disagreed 
Rather 

disagreed 
Completely 
disagreed 

I don’t know 

 
9. If you would like to continue receiving SMS reminders of your blood pressure-lowering medication, 

would you like to receive them: 
 

1 2 3 4 0 
Once a day Once a week Once a month Before each 

medication dose 
I don’t know 

	
 
Below, you can leave your observations, comments and experiences with the SMS reminders of blood 
pressure-lowering drug intake:  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Thank you very much for your precious time! 
 

Your SPPA trial Research Team 
	

	



Trial	Centre	(Pharmacy):
Address:

Principal	Investigator	(Pharmacist):
Female Male	
1659 1203
1546 1837
1765 1199
1970 1954
1832 1922
1011 1286
1350 1577
1130 1620
1106 1788
1604 1250
1602 1928
1929 1420
1620 1471
1186 1834
1585 1310
1281 1529
1735 1896
1795 1782
1571 1383
1380 1893
1361 1727
1387 1469
1487 1534
1357 1809
1211 1034
1895 1143
1902 1644
1594 1209
1612 1528
1607 1273

Randomization	and	Allocation	List
SPPA	Trial

In
te
rv
en

tio
n	
gr
ou

p
Co

nt
ro
l	g
ro
up

	

Appendix	9:	Sample	RandomizaFon	and	AllocaFon	List



Randomization	Envelopes_EN,	Final	Version	1.0,	15-Dec-2016	
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Appendix 12: Adverse Events Report Form - Sites 
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Appendix 13: Adverse Events Report Form - Project Leader
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Appendix 14: Discontinuation Log - Sites
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Appendix	15:	Discon;nua;on	Log	-	Project	Leader



Co
nt
ac
t	R
ep
or
t	F
or
m
_T
ri
al
	P
ha
rm
ac
ist
s	-
	P
ar
tic
ip
an
ts
_E
N
,	F
in
al
	V
er
sio
n	
2.
1,
	0
8-
M
ar
-2
01
7	

	
	

SP
PA
	tr
ia
l	

	
	

Pa
ge
	1
	o
f	1
	

		 	 	 	
P
a
ti
e
n
t	
T
r
ia
l	
C
o
d
e
:	
	

	
1
s
t 	
p
h
o
n
e
	c
a
ll
	c
o
n
ta
c
t	
(
o
n
ly
	f
o
r
	p
a
ti
e
n
ts
	w
it
h
	s
p
a
r
e
	p
il
ls
	o
f	
a
n
ti
h
y
p
e
r
te
n
s
iv
e
s
	a
t	
h
o
m
e
)
	

D
AT
E:
	__
__
__
	.	_
__
__
_	.
		2
01
7	
	

b
lo
o
d
	p
r
e
s
s
u
r
e
	l
o
w
e
r
in
g
	d
r
u
g
	

n
u
m
b
e
r
	o
f	
p
il
ls
	l
e
ft
	a
t	
h
o
m
e
	

#
1
	
	

	

#
2
	
	

	

#
3
	
	

	

#
4
	
	

	

#
5
	
	

	

#
6
	
	

	

#
7
	
	

	

#
8
	
	

	

#
9
	
	

	

#
1
0
	
	

	

2n
d 	p
ho
ne
	ca
ll	
co
nt
ac
t	(
al
l	p
at
ie
nt
s)
	

D
AT
E:
	__
__
__
	.	_
__
__
_	.
		2
01
7	
	 Pl
an
ne
d	
da
te
	o
f	V
is
it	
2:
	
__
_	
__
_	
	.
	_
__
_	
__
_	
.		2
01
7		

W
ill
	th
e	
pa
tie
nt
	a
tt
en
d	
Vi
si
t	2
	a
s	p
la
nn
ed
?	

YE
S	

NO
	

	
If	
NO

:	D
at
e	
of
	r
e-
sc
he
du
le
d	
Vi
si
t	2
:	
__
_	
__
_	
	.
	_
__
_	
__
_	.	
20
17
	(i
f	n
ot
	ap
pli
ca
ble
	st
rik
e	t
hr
ou
gh
)	

Pa
tie
nt
	r
em

in
de
d	
to
	b
ri
ng
	th
e	
m
ar
ke
d	
dr
ug
	p
ac
ka
ge
s:
	
YE
S	

NO
	

If	
th
e	
pa
tie
nt
	is
	n
ot
	a
t	a
ll	
ab
le
	to
	a
tt
en
d	
Vi
si
t	2
	

R
e
a
s
o
n
		

(
O
N
L
Y
	i
f	
th
e
	p
a
ti
e
n
t	
is
	w
il
li
n
g
	t
o
	p
r
o
v
id
e
	a
	r
e
a
s
o
n
)
	

p
il
l	
c
o
u
n
t
	p
e
r
fo
r
m
e
d
	

d
u
r
in
g
	p
h
o
n
e
	c
a
ll
	

M
M
A
S
-8
	q
u
e
s
t
io
n
n
a
ir
e
	f
il
e
d
	

o
u
t
	d
u
r
in
g
	p
h
o
n
e
	c
a
ll
	

S
a
t
is
fa
c
t
io
n
	q
u
e
s
t
io
n
n
a
ir
e
	(
if
	

a
p
p
li
c
a
b
le
)
	f
il
e
d
	o
u
t
	d
u
r
in
g
	p
h
o
n
e
	c
a
ll
	

	 	
YE
S	

NO
	

YE
S	

NO
	

YE
S	

NO
	

C
o
n
ta
c
t	
R
e
p
o
r
t	
F
o
r
m
	

Tr
ial
	Ph

ar
ma

cis
ts	
-	P
ar
tic
ipa

nt
s	

S
P
P
A
	T
r
ia
l	

Appendix	16:	Contact	Report	Form	-	Trial	Pharmacists	-	ParKcipants	
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Appendix	17:	Contact	Report	Form	-	ParKcipants	-	Sites
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Appendix	18:	Contact	Report	Form	-	Par;cipants	-	Project	Leader
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Training	Log_EN,	Final	Version	1.0,	20-Dec-2016	
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Appendix	20:	Training	Log
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Appendix	21:	SPPA	Scheme	for	Blood	Pressure	Measurement



Patient	Card_EN,		Final	Version	1.0,	10-Jan-2017	
SPPA	trial	 	

Front	side:	

	
	
	
Back	side:	
	

	
	

P a t i e n t  C a r d
S P P A  t r i a l

 This patient is participating in a clinical trial investigating patients' adherence
to blood pressure-lowering drugs.

The trial does not involve any investigation products or investigational drugs.

Trial Code: 
Trial Sponsor: Faculty of Pharmacy, Comenius University in Bratislava
Trial Centre:

Trial duration: _________________________________________________

Date of the scheduled follow-up visit:________________________________

Patient Trial Code:  _____________________  

_______________________________________________________

Project Leader: PharmDr. Zuzana Haramiová

Telephone Number: 

Please, feel welcome to contact PharmDr. Zuzana Haramiová, who is the Project Leader of the clinical trial,
in case you have any questions regarding the clinical trial.

Please, also contact her in the following cases:
 - you have lost your mobile telephone
 - you have changed your mobile telephone number
 - you have been hospitalised
 - your doctor has changed your blood pressure-lowering medication 
 - you won't be able to participate in the clinical trial
 - you no longer wish to participate in the clinical trial and would like to withdraw your consent 

You can call anytime you feel need for it.

The phone call will be of no cost to you.

Appendix	22:	SPPA	Trial	Pa;ent	Card
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