Data Collection Tool

Annex I: Structured Questionnaire

Part I: English Version of Information Sheet
Dear participant, Good Morning/Afternoon
Introduction

My name is . I am a member of the study that is carried out at Tikur Anbessa

Specialized Hospital, Ambulatory Hematology Clinic; Addis Ababa, Ethiopia entitled
“Prevalence and Determinants of Non-adherence to Imatinib in the First 3-Months among

Newly Diagnosed Ethiopian Patients with Chronic Myeloid Leukemia”.
Objective

The main purpose of this study is to assess “Prevalence and Determinants of Non-adherence to
Imatinib in the First 3-Months among Newly Diagnosed Ethiopian Patients with Chronic
Myeloid Leukemia”. Your input will be extremely valuable as the information will be
used to assess the medication use and adherence to identify gaps in treatment outcome.

Expected Outcomes and/or Benefits

At the end of the study, the adherence and factors associated with poor adherence will be
evaluated. Therefore, the study will identify and investigate the main gaps and challenges
associated with adherence and will propose the feasible recommendations and may
benefit you directly or indirectly by improving the CML treatment in the hospital.

Thank you so much in advance.



Part I1: English Version of Informed Consent Form

Everything from your information and records would be completely confidential to the research
and the data are stored without your name and only used for the purpose of this study. None of
this would affect the care you receive from Hematology Ambulatory clinic of TASH, but will
help in future planning for the hospital. No identifying names or characteristics will go into my
report, so you may share your thoughts openly. Additionally, taking part in this study is
completely voluntary. It is your choice whether to participate or not. You may skip any questions
that you do not want to answer. Please ask me to stop as we go through the information and |
will take time to explain. | would be grateful if you could sign the attached form to say you have
no objections to our accessing any records and interviewing you. Would you be willing to assist

me by having a 10-15 minutes’?

If the interviewee responds “Yes”, Please proceed and let him/her to sign or replies “No”
gratitude him/her and quit the interview. If you have any questions concerning the study, please
call Atalay Mulu (+251) 23295462.

Signature of respondent Signature of interviewer

Date: (Day/month/year)

Principal Investigator: Atalay Mulu

Addis Ababa University, CHS, School of Pharmacy, Department of

Pharmacology and Clinical Pharmacy

Email: Atalay.mulu@aau.edu.et
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Part I111: Data Collection form from Patient Interview

Socio-Demographic Characteristics

Age: (in years)
Sex:
O  Male O Female
Marital Status
O Single O Married O Divorced O Widowed/er

Educational Level
O Can’tread & write
U Primary Education(1-8)
U Diploma and Above

] Can read and write without formal education
U Secondary Education(9-12)
1 Others

Place of Residence
L Addis Ababa

L Out of Addis Ababa

Region: (Write in words where they are from)
Occupation

U Unemployed U House wife O Student

O Farmer U Daily laborer U Employed

U Merchant U Retired U Other(s) [Specify]

Monthly Income (ETB):

(Write in number)

U Very Low (< 860 Birr)
U Low (861-1500 Birr)
O Average (1501-3000Birr)

O Above average (3001-5000 Birr)
U High (=5001 Birr)
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Part 1V: Adherence Assessment Tool
Morisky Medication Adherence scale (8-item) was employed to measure adherence status.
Part V: Reasons for Non-Adherence

If the finding for the MMAS-8 score is <8 (or any suspicion of things which affects adherence to

treatment), what do you think are the factors?
L Unintentional (forgetfulness, carelessness)

Q Intentional, due to lack of trust on the treatment (personnel beliefs about taking medication

such as cultural beliefs)

L Costs other than medication price (transport cost, cost for home and bed accommodation
while coming for medication refill)

L Hopelessness (consider taking medication lifelong while it is not cured)

O Lack of support from family or friend

L Lack of support from health professionals

Q) Distance from AA or hospital

L Others, specify

Part VI: Safety of Imatinib
What are the adverse effects you faced due to your medication or review on patient chart?

L Edema/Fluid retention U Headache U Nausea/VVomiting
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UFatigue O Muscle pain O Epigastric pain/Burning sensation

QRash Q Diarrhea 1 Skin rash

U Facial Puffiness Q) Skin color change U Others

Based on answers provided in above, do the above adverse events affect your medication

taking behavior?  Yes O No
If yes in question 3.4; how often did you miss your dose?

UNever  URarely O Sometimes U Often
Annex I1: Data Abstraction format from Patient Chart

Part I: Presence of Co-morbid IlInesses

1. Are there any Co-morbid conditions other than CML? QO Yes O No

2. If yes for question number 1, what type of co-morbid condition/s is this/are they?

3. Is there any medications taken by the patient? Please list all the medications

. Treatment History
1. Did the Patient take hydroxyurea? U Yes UNo

2. Ifyesfor Qnno 1; dose, frequency and duration of treatment:-

3. Difference between confirmed diagnosis of CML and initiation of Imatinib, in

weeks:

4. Daily dose of Imatinib:

U 300mg 0 400mg U 600mg U 800mg
5. About Regimen/dose change History
l. Was the dose/ regimen changed? U Yes U No
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1. If yes to Qn No I,

When (after initiation of Imatinib in weeks)

Why?

a. Dose decreased, because the patient responds to the initial dose and

changed to maintenance treatment.

b. Dose decreased, because the patient didn’t tolerate

c. Dosed increased, because the patient didn’t respond to current treatment

d. Drug discontinued because patient fulfills for Imatinib discontinuation.

6. If the answer is “d”, Reasons for temporary treatment discontinuation

7. For how long, treatment discontinued (In

weeks)

8. Supportive managements given for the patient

1.

2.

3.

9. Follow up findings

CBC At 2wks

At 1month

At 2-month

At 3-month

WBC x 10° cells/ mm®

Neutrophil, %

ANC

Lymphocyte, %

Basophils, %

Platelet count x 10° cells/ mm®

RBC x 10° cells/ mm?®

HCT, %

Hgb, g/dI

Clinical Findings
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Splenomegaly (Yes/No)

Hepatomegaly (Yes/No)

CHR status(Yes/No)

Are/is there other clinical findings? If yes Specify
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Annex I11: PA%ICE aom@P +o

PR 1. PTGk ovlB PR

L o

@&  PPA oom@P AL AIRIT ALS/PA? PTG E oof 0%
LOAA: NTRC ANA ATAALHE POTH A
Lo f0eE G 0T oA A7L A& 0 Imatinib (Gleevec)
CHAAD.7 oD T AEowq PCML vov977 NN oo ULT ADANE AS
PVNIG o.M U3 P 3-0C P hA PLVL 9L TST 7 AT PTGEI° AN
i AL PACHE Poo& 3T AmP+9® NTSE AL 0L holm 1TOT A5
1.::

PPGE ANTY:-

PHY TG PGS hAA“I@- Imatinib(Gleevec) Pung°Sm. @ 9°7 A7L7N.oo0i
a5 At AILClMbovti (FHH®: ool (A0 AT T o@D P
ATLTLONG T AG oo&DLTLT U UL ATSLONS POLLLCT PGS PGS NGPT
NaoAP+t: ooty VANTT “1PLA 10

h et P7L.amNe OmAT/TPIF

LY TS+ AL PACAL PULTA oo&1ATF NFHH® ooOld NAT: PAOANLS
PamPeI® nudeT ML LMGA:: o327 A 1h A25L0N0S PULELCT PS
PG NGAPTT NaoAPT: Cooqill UANTT 1PN 100 an149° nTSE N7
PIET COLTA VPG O.M 7 @AY aodi ATAAA ATLPLFAN Navlaot: ACHP
PPPaoe +£ETH SPGA NAT AGI°GAT: NANY PACNE #3G hPE aolB ATGE
ABD NMY° O 1@-::

?thNd LRE2 OAOMT AE? NMI° AGa0NT77P FNT:
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PR 2: (PN ooMLP AATE CL.PL7T1F PN oPNf PR

NCML Zhol@F o.ms bt a?r8u9° e 14T AL emimt AS hoo&Y'ik
ADANE ATLU9° hond°sm. IC +LLHD. LA TICTT Novdlq POTFM.F PVNI°S
@O.MF ATAAN  AA9T ALCT P11 TG 1@ ao0NONE  PO9° BUFE hAY
ALCT CHHDE @i (eoPr9° haChL: hACNE? hCE AL AS hUhI°P aolB
Aao®N\& AAINT:NHY TG AATEI® P11 AdoavOHe ao@O7P (PO 0
ONT ATLETTT V@I WININT AL 9°19° AL TROT PTILTLO. (VY
TOTE®T° 077759 (YT T1FLT LI TELPTT hhavaop LFAN:: NHY
TG PACNE ovlB oop Nloo-n NPOTC CHMNPS AI°CI%4 ANT NF PoL.@.A
103 N Hen2149° PACOAL A4 04951 Chaowld 1@ TGk AN @7
TG WL A@-t@-: h 10-15 LEPLPTF ATLLE PA-avoMEP AD-TF @ ovlB
Aot € PLE (oo 1P (PLTLE hooOISAU:: AP DP1T POLCov AG LbTh:
1A L7 PTAD. TMPE 815

LA aoMEP CLLOAT N@- 4CT PPA aomBP hadiN, &CM

N 5o 1 Tee NAL T hFAL oo-p NAD 0N 0.k, (+251) -92295462 mEL9°
N A-?284 atalay.mulu@aau.edu.et &mge+7::

ethnd RE AAOMM7 AE? NMNI° AGaoNT7 7P 3 NT:

PT ATL

A0 ANO RLACALT mS AL bAED 4C%10. T/NF: 4CTIha-ES hA'LhA
4C70. T9°VCT hFA

h-7124\: atalay.mulu@aau.edu.et

0/4: 09 23 29 54 62
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Socio-Demographic Characteristics

AL (NG oot)
23

Qo7 Qdat
eONF U
Q.eA70/7 Q.e/7 Qa?N/1 424 Q anN/oLat o0/ 0+
CHIVCT LA

Q 9770N9° Pi/ov9e: 229L°FA O “1INN9° AG o094 P2LTA £A HooSP +I°V(CTH

Q Povfavse L% (1-8)

Q vats 248 (9-12)

Q &L °LF Canl/T Q AT

PS40 03

Q &8N0 AN Q  halkh AN0 - @
om0t hAA: (NdU-4 L9&)

Né-

Q aé AT Q e0t Aoont Q +1s

Q ACVACNT AC QA P77 A5 Q +eMNE(@CHP Th4-L)
Q 7.0% Q aiots Q AT [2700]
OCUe 000 0, (NNG): (NETC LAT)

Q AMy® HP+% (< 860 A1C)
Q H¥+5 (861-1500 AC)
QO a%Mmge (1501-30001C)

Q hA%he NAL (3001-5000 AIC)
O he+s (>5001 C)
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Part 1: q°40h.” o117 NFHN@- ooOit NAE DAge@-OL” avAh.f- 8
ACO®  A1L71477  A1L9Lo+®. ACML “7h91¢ ¢99.10°7 Imatinib ¢97.0A
UL APOONS B15N:: 1IC T QUTE @LI AN oo UL T PULoNS A
ALTF WL ITVFD. AS NAT@. AL 20 o't AoANSTo. e i
YIC DAYLA AT L7I° PALN®T “INFYC Plmatinib oo ULt AANE QU4
ATIOP  AFLADIAT: DARY  AMAL T ACNE  POLATILTT  FhhAE  TIC
N9+ Tht oom@ET goNlt L4 F

eL0On” a7 NFHHE: aoOlt NA2 QAgod0L” avAh.f- 8 |a
5D
PeE DT (0)

nheL.
(Vi

1 n787% L a3 HD2T Lato ALONS PCH@ PO-PA?

2 NPT hW787¢ LN hooCat o, 0T P HALE I°n7 e+
g0 @5 T ALONS LPi-N:: WAGT U-NF AI°Fds
o @5 P ALONS PPN PGP N2

3 hNI°LT ALYTVT ao &P APDNS Vaod°P (000 F
o5 PG AkCm@: LO-FPN?

4 N °0781 L9 N L ACP@ AT A787L L a2
(0LTH@Y) LOvh@T ALONST Ca-Ph?

5 VAT TFSD ONT U39° aol5 D% mOLd-3-A?

6 oL AAALT (PUao9°P NTLETF (LMé) A787¢ LH
a5 HPT A RCMO- LO-PN?

7 NP+ gl av®ALT AATE ATENDT ¥+ ALNNT@-9°::
ACOE (PP ATLUI° ATL9° A9 APHIG ave Sy +P7
MNP Pav(\NTF T+ VT A9 CO-PAN?
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Q & T4 ho.d9e(1)

O AAE AAE AT14-00- (0.5)
Q aig@- 10 ATF14-00- (0.25)
Q v 1 ATF4-A0- (0)
QLow (<6)

8 a &3P AlFOND Aao®NE I9°7enN L1140

Q AT W& 1LH WTF14-AU- (0.75)

O Medium (6-<8)

QHigh(8)

Part 2: oo2ULF? 0NFHAF aowlH0VFRNAT®. o071 ATSLO0NS PLCIN

+NA@. P00 TICT? T10Lf

2.1. N9°Chh.-8 aom@P avAh ao(l-k Adherence level h8-07-F AA- Fhol DT

PrLmee TeE:

n?lntat ooVt AMAONET  fohan  HNAD.

n't+aomr

I°CamDF aohpd\ ACONLPT NFHH-F a0t AT8LO05 CPOTICR T CHEE ST.

(ha7& DAL aoAO LFAQN)::

A 111 0 i MY T NE PRV} A | POV Wk
VA S @7 ao-i Nloo-f- NA“TIAT 0T

NaoCa-t Q +04 neoksT
Q 0FAHYrH/020A00 Q vA vt o0 AATLOANTT
Qavae aS 50,99¢ P nrr | QA vages nF LA+ PMG NAoo-PPF

L6 NATILLCTA’T

Q 0HO0CEALTEE 0FALE TICT £
N1 LCTHAT

Q nove:3ik: e300 9020t

Q e9°aomt Ahan, <+ aArT NePmE?
+7 Agog°a)-|- 170N AATLTFVLT

Q MO i nov-& 2100
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2.2. Imatinib e1HNAD.7 & ULT OLONE LITIN 0N PTIC0 5P TT
N0ELPo:

2.2.1. AP 17 oo & U'LET 0.0ONS OLI° av@.NL hEav. 1A £.I9MI° P+7 TICT
L7171 (a7 aoh\N AL avi\( aoaop BFAN)::

Q royt-21+ Anm Q Poreatiat 0o/ 10 3on

Q ehye Q +porr

Q a7 “14hn? Qeen /00 & ooy
Q én o3 Q am.+ “1ahh

Q foormmen e yooye Q eds +ag° ovdeC

Q eét $4 914.74.7 Q aa-T

222. A2 NA\M7? aohd ool PHLHGT@. 77000 1H5FT Poo UL T
AOANE 217 A@hPH/NFHET FhnAE AOANLE AF5L0N0% AL C192T INC?
O hrw Q eage

2.2.3.002 N2.2.2. Pam-T avdhd AP alPr: 9°7 PUA I & ULTHPTHT PILONS
+CHPA/HAPA
Q 9°79° aAdHAAN-9® O A787¢ 240

Qhoast A28 N Q av5e- v 10
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