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Executive Summary

Background: Urticaria and angioedema are clinical conditions related to allergy and clinical
immunology. The main clinical characteristics of urticaria include wheals (hives), angioedema,
or both. These conditions may affect patients' quality of life, sleep, emotional status, work
performance, and productivity. The necessary steps for the management of these diseases
include determining and removing underlying causes and triggers, and inducing tolerance.
Pharmacological agents and their dosage require appropriate modifications during the
treatment course based on several factors, including disease activity levels, how controlled the

symptoms are, and patients’ quality of life.

Specific aims: This study aims to perform a cross-cultural adaptation of the Urticaria Control
Test (UCT), Urticaria Activity Score (UAS), Angioedema Control Test (AeCT), and
Angioedema Activity Score (AAS) patient-reported outcome measurements (PROMSs) from
German to Armenian to measure the test-retest reliability of UCT and test the UCT for criterion

and the UAS for convergent validity.

Instruments: UCT and AeCT, each containing four questions, assess patients' quality of life
parameters, symptoms' intensity, and disease control within the last four weeks. UAS and AAS
are diary-type questionnaires filled by patients for 7 (UAS7, AAS7) or 28 (UAS28, AAS28)
consecutive days, providing physicians with comprehensive information about the disease

activity.

Methods: The cross-cultural adaptation of the UCT, UAS, AeCT, and AAS was carried out
according to the following steps — forward translation from German to Armenian, backward
translation from Armenian to German, addressing the authors’ comments on the backward

translation, a pretest of the reconciled versions of the PROMs among ten patients.



The Armenian UCT and UAS will be tested for test-retest reliability, criterion validity, and
convergent validity. The criterion validity of the Armenian UCT will be measured during the
first consultation against the gold standard — expert opinion. The receiver operating
characteristic (ROC) will be used to determine the criterion validity. The test-retest reliability
measurement of the Armenian UCT will be conducted 2-5 days after the first consultation when
the patient will answer the same questions for the second time. The Kappa statistics will be
used to measure the test-retest reliability. The convergent validity of the UAS will be tested 28
days after the first consultation, when the total UAS score will be calculated, and the Armenian
UCT will be completed for the third time. The convergent validity will be tested using the

Point-Biserial Correlation Coefficient.

Sample size and study setting: The sample size calculation for this study was done using the
formula required for the total sample size using the correlation coefficient (r) statistics.
Assuming an overall dropout rate of 20%, the final sample size would be 102. The study will
include patients 18 years of age or older who have urticaria of any subtype, read and understand
Armenian, and undergo treatment with standardized treatment methods based on a joint
international guideline recommendations. The study will take place at the Heratsi Hospital
Complex and Arabkir Medical Center (Yerevan, Armenia). Considering the study timeframe
and required sample size, four physicians will participate in the study. They will collect data

from all consecutive eligible patients at the study sites during the consultations.

Timeframe: Overall, six months will be required to accomplish this study. During the first five
months, data collection and data entry will be mainly performed, meanwhile the data analysis

and overall finalization of the project will be accomplished within the sixth month.

Budget: The total budget required to conduct this study is 5,029,000 AMD, mainly covering

the costs for the researcher and medical staff services.



Background

Urticaria and angioedema are clinical conditions related to allergy and clinical immunology.
The main clinical characteristics of urticaria include wheals (hives), angioedema, or both.
Typical features of wheals include sudden dermal swelling, itchiness or burning sensation, and
fleeting nature (appearing and disappearing at various skin sites). After the development,
wheals require 30 minutes to 24 hours to self-resolve. If the symptoms last less than six weeks,
acute urticaria is diagnosed, whereas chronic urticaria is characterized by intermittent or
continuous symptoms lasting more than six weeks.! Characteristic feature of angioedema is a
sudden subdermal swelling (including mucous membranes), which is often painful and resolves
within 72 hours.22 While being a symptom of urticaria, recurrent angioedema is the defining
symptom of mast cell-mediated and bradykinin-mediated diseases.’* The public health impact

of both clinical conditions is acknowledged and continuously studied.

The global prevalence of chronic urticaria and angioedema (without urticaria) is 1.1% and 0.01-
0.05%, respectively.>® Up to 20% of the general population experiences at least one incidence
of urticaria, angioedema, or both during the lifespan. Almost half of the urticaria patients suffer
from angioedema as well. However, angioedema without urticaria comprises up to 10% of all
cases.” These clinical conditions most commonly occur during the fourth decade of life,
affecting more women than men.” Chronic urticaria and angioedema may impact mental health
and mood, with almost 30% of patients reporting anxiety and depression.® The burden of both
diseases is substantial, affecting patients' quality of life, sleep, emotional status, work
performance, and productivity.2® Likewise, the economic burden is considerable, including
both indirect (e.g., presentism (e.g., working while having a disease), absenteeism (e.g.,
unscheduled absence due to a disease)) and direct costs (e.g., medication, hospitalization,

diagnostic tests, regular outpatient visits).



While commonly there is no need for a thorough diagnostic investigation for acute urticaria
and angioedema, as frequently these are self-limiting, the chronic course of these conditions
demands a comprehensive workup and an accurate therapeutic strategy.>>2 The necessary steps
for management include determining and removing underlying causes and triggers, and
inducing tolerance.r?3 Along with these approaches, pharmacological intervention is often

required with a precise stepwise algorithm based on the course of the disease.!

Urticaria and angioedema may last several years; thus, the "as little as possible and as much as
needed" principle should be applied when prescribing medication. Pharmacological agents and
their dosage require appropriate modifications during the treatment course. These should be
based on several factors, including disease activity levels,'®'! how controlled the symptoms

are,’213 and patients' quality of life.1*1°

As the patient may visit the physician 1-2 times per month and the follow-up periods may last
from weeks up to several years, to quantitatively evaluate the treatment responsiveness, the
disease activity changes and control levels over long periods, standardized patient-reported
outcome measures (PROMSs) have proven to be the most effective tools for serving this
purpose. PROMs assist specialists in decision-making to increase/reduce the first-line therapy
medication dosage or add/eliminate other medications to/from the existing therapy. 1113 For
urticaria and angioedema, the most widely used PROMs include Urticaria Control Test (UCT),
Angioedema Control Test (AeCT), Urticaria Activity Score (UAS), and Angioedema Activity

Score (AAS).110-13.16

The UCT and AeCT are intuitive, comprehensible PROMs used for urticaria and angioedema
control appraisal, respectively.!?® To evaluate urticaria and angioedema activity, the UAS and
AAS are utilized, respectively.!®* The UCT, UAS, and AAS were recommended for use in
clinical practice for the management of urticaria and angioedema by the latest (2021) joint

guidelines by the European Academy of Allergology and Clinical Immunology (EAACI), the
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European Dermatology Forum (EUROGUIDERM), the Global Allergy and Asthma European
Network (GA2LEN), and the Asia Pasific Association of Allergy and Clinical Immunology.t
Assessing the control level of angioedema was also recommended; however, the AeCT was

not developed yet at that time.14

Data on the prevalence and incidence of allergic diseases in Armenia is scarce. In particular,
data on urticaria and angioedema is not included in the official statistics of Armenia and is
unavailable from any other source. Few clinical guidelines for the management of allergic
conditions were officially adapted in Armenia; however, guidelines for urticaria or angioedema
were not among them.!” Hence, there are no unified evidence-based approaches for urticaria
and angioedema management in Armenia. Despite their worldwide use, none of the
abovementioned PROMSs were adapted into Armenian. While in many countries, these PROMs
(UCT, UAS, AeCT, AAYS) are applied to evaluate the activity and control levels of urticaria
and angioedema, physicians in Armenia perform those assessments based on physical
examination and consultation results. Moreover, there are no previously adapted Armenian
language instruments that could be used as a gold standard to validate these internationally

well-recognized PROMs.

This study aims to perform a cross-cultural adaptation of UCT, UAS, AeCT, and AAS PROMs
from German to Armenian to measure the test-retest reliability of UCT and test the UCT for
criterion and the UAS for convergent validity. The low number of angioedema patients in
Armenia makes the validity and reliability testing not feasible for the AeCT and AAS, given

the project’s timeframe.



Patient-Reported Outcome Measurements
Urticaria Control Test (UCT)

The UCT is a gold-standard tool to evaluate the level of urticaria control developed by Weller
et al. (2014) in Berlin, Germany (Appendix 1).12 The UCT is valid and reliable in any urticaria
subtype, including chronic spontaneous and chronic inducible urticaria.X?> Due to its strong
diagnostic properties, the UCT is used in numerous countries in clinical practice and research.
It was cross-culturally adapted in more than 70 countries,'® and evaluated for reliability and
validity in Spain,’® Brazil,° Korea,?* Turkey,?? Lebanon,? Japan,?* and Thailand.?® The four
questions assess patients' quality of life parameters, symptoms' intensity, and disease control
within the last four weeks. Five-option scaled answers are provided for these four questions.

The response options are scored from zero (no control) to four (complete control).
Urticaria Activity Score

The UAS (Appendix 1) is a validated, diary-type PROM developed by Mlynek et al. (2008) in
Berlin, Germany, that prospectively measures the urticaria control level.?® The instrument has
shown excellent reliability, validity, and responsiveness.’® It was cross-culturally adapted in
different countries,?”? and has demonstrated a significant inverse correlation with the
UCT.1220-22 This assessment tool is essential as patients record and evaluate key urticaria
symptoms themselves during the periods between the specialist visits. The UAS tool provides
physicians comprehensive information about the number of hives and itching intensity by
scoring the individual items from 0 (absence of symptoms) to three (intense symptoms) for

consecutive seven (UAS7) or 28 (UAS28) days.
Angioedema Control Test (AeCT)

The AeCT (Appendix 1) is the most recent PROM tool to assess angioedema control developed

by Weller et al. (2020) in Berlin, Germany.® Although the AeCT was created relatively



recently, it has been cross-culturally adapted in more than 30 countries.?® The instrument
demonstrated excellent test-retest reliability, internal consistency, and high convergent
validity.®®* This instrument can be administered to patients with hereditary or acquired
angioedema and patients with urticaria suffering from angioedema symptoms.*® Like the UCT,
the AeCT consists of four questions with five-option scaled answers. The questions assess
patients' quality of life, symptoms, and disease control within the last four weeks (AeCT 4
weeks) or three months (AeCT 3 months). The response options are scored from zero (no

control) to four (complete control).
Angioedema Activity Score

The AAS (Appendix 1) is a validated tool developed by Weller et al. (2013) in Berlin,
Germany, that prospectively assesses angioedema activity regardless of its underlying cause.
The instrument was cross-culturally adapted in more than 50 countries 3 and showed excellent
test-retest reliability, convergent and known-groups validity.!! This PROM is a diary-type
questionnaire filled by patients for seven consecutive days (AAS7). The items in the tool are

scored from O (absence of symptoms) to three (intense symptoms).
Methods
Validity and Reliability Testing

Cross-cultural adaptation. Initially, the license holder of the UCT, AeCT, and AAS - MOXIE
GmbH3! transferred the PROM s to the research team for cross-cultural adaptation. The latter
was performed according to recommendations suggested by GA?LENS®? and considering
similar practices in other countries.?2?63 The UAS was adapted from the Australian Society
of Clinical Immunology and Allergy position paper (2020).2* The cross-cultural validation

consisted of the following steps:



1) The original German versions of UCT, AeCT, and AAS (PROMs) were independently
translated from German to Armenian by two native Armenian translators, bilingual in
German;

2) The research team consisting of allergy specialists, translators, and instrument
validation experts produced the first reconciled versions of PROMs;

3) A native German translator, bilingual in Armenian, performed the backward translation
of the first reconciled versions of the PROMs. The translator did not have access to the
original PROM:s.

4) The backward translation with appropriate comments was sent to the PROMSs’ authors
to compare with the original PROMs. The PROMs were finalized by a consensus
between the research team and the authors.

5) The abovementioned finalized PROMs’ will be tested in 10 patients suffering from the
target clinical condition — urticaria. Afterward, cognitive debriefing interviews will take
place, during which the research team and patients will check complex wordings and
difficult or upsetting phrases that are challenging to understand. These cognitive
debriefing interviews will be held at the Department of Clinical Immunology and
Allergology at “Heratsi” Hospital Complex. For the cognitive debriefing interviews, a
predefined form will be used, provided by MOXIE GmbH (Appendix 1).

6) If any changes occur in the PROMs after the cognitive debriefing interviews with the
patients, those changes will be discussed and addressed together with the PROMS’

authors.

As the authors of the UAS could not be reached and its original (German) version could not be
found, it will not be possible to adapt the UAS like the other three PROMSs. Hence, it will

undergo a face validation, consisting of the following steps:



1) Two independent Armenian native translators, bilingual in English, translated the
validated English version into Armenian;

2) The research team consisting of allergy specialists, translators, and instrument
validation experts will produce the reconciled versions of the PROM;

3) The pretest of the UAS will be done among ten patients, along with cognitive
debriefing interviews. For the cognitive debriefing interviews, a predefined form will

be used, provided by MOXIE GmbH (Appendix 2).

Test-retest reliability: Test-retest reliability determines the consistency of data received via the
application of the instrument to the same group of respondents at two different time points. To
assess the test-retest reliability, the Kappa statistics will be used. During the first visit (initial
assessment), along with physical examination and consultation, 102 patients will be evaluated
using the UCT. Also, the specialists will ask patients to have their next visit in 2-5 days for
study purposes and assess their urticaria management strategy. After 2-5 days from the initial
evaluation, at the office of the same specialist, the second test will be self-administered again
among the same patients who suffered from chronic urticaria (symptoms’ duration > 6 weeks,
any subtype). The selection of patients with chronic urticaria is due to the relatively dynamic

nature of acute urticaria (symptoms’ duration < 6 weeks).

Criterion validity: Criterion validity determines the representativeness of the measured
construct by using an external measurement. As there is no “gold standard” or a validated
instrument in Armenian to measure any characteristic of urticaria, the Armenian UCT results
will be compared with the only available measurement — expert opinion results. The latter will

be dichotomized into either “well controlled” or “poorly controlled.”

Convergent validity: Convergent validity determines whether the scale behaves as it is
hypothesized to correlate with the related measurements. The Armenian UAS28 and UCT will

be given to the urticaria patients at the initial consultation, regardless of the urticaria subtype.
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Patients will be instructed to complete the UAS28 for the next 28 consecutive days. The
patients will also be asked to come to the consultation after 28 days (four weeks), during which
they will complete the Armenian UCT and report their UAS28 score for four weeks. As the
UAS measures the level of urticaria activity, higher disease activity levels should correlate with
low levels of control and vice versa; thus, the inverse correlation should be observed between

UCT and UAS.1220-22
Sample Size Calculation

Point-Biserial Correlation Coefficient will be used to assess the correlation between the UCT
and specialist's opinion and the UCT and UAS respective results. The absolute r values greater
than 0.8, 0.6 — 0.8, 0.4 — 0.6, 0.2 — 0.4, and less than 0.2 will be defined as strong, good,
moderate, weak, and unacceptable, respectively.?’ The sample size calculation was done using
the formula for total sample size required when using the correlation coefficient (r) formula®®,

which is presented below:
N = ((Zo+Zp)/C)? + 3
where:
N = sample size
In addition, C = 0.5 x In((1+r)/(1-r))
r = expected correlation coefficient
The value of the expected correlation coefficient was chosen 0.3;%
Z, = 1.96 — The standard normal deviate for o
Zg = 0.84 — The standard normal deviate for f3.
The sample size calculation, after using the respective values, is presented below:

N = ((1.96 + 0.84)/C)? + 3



C=0.5xIn((1+0.3)/(1-0.3)) =0.5x In (1.86) = 0.5 x 0.62 = 0.31
N = (2.8/(0.31))? + 3=85

Assuming an overall dropout rate of 20%, the final sample size for this study was 102:
N =85 + 85 x 20/100 = 102

Study Setting

According to the calculated sample size, 102 adult patients will be included in the study
according to the following criteria: being 18 years of age or older; having urticaria of any
subtype; reading and understanding Armenian; undergoing treatment with standardized
treatment methods based on international joint guideline recommendations.! This selection is
justified considering the difference in short-term effects of the treatment methods on the
disease’s control and activity level. In some instances, specialists may prescribe corticosteroids
and antihistamines as first-line therapy. Typically, this leads to quick resolution of the
symptoms; however, the international joint guideline recommends against this type of therapy

considering the risk/benefit ratio.*

As there are two hospitals in Yerevan that admit relatively large numbers of patients with
allergic diseases — Heratsi Hospital Complex and Arabkir Medical Center, the study will take

place in these two hospitals.
Study Participants

Data from all consecutive eligible patients will be collected at the study sites. Participants will
not be invited beforehand to participate in the study. Participants will not receive any incentives

for participation in the study.



Data Collection

Three specialists at Heratsi Hospital Complex and one specialist at “Arabkir” Medical Center
will conduct the data collection. Based on expert opinions, this distribution is related to the
approximate ratios of urticaria patient visits between these medical centers. The specialist will
collect the data on the patient’s sociodemographic characteristics, assess the urticaria control
level and the urticaria subtype, and register these data on a form. The department’s nurse will
collect the PROM’s and physician’s assessment results (Appendix 1) (hard copies). The
patients’ full names in the hard copies will be used to link the respective forms. The hard copies
of PROMs will be collected in a closed box, accessible for the researcher only, who will collect
all the data mentioned above by the end of each week and transfer it into the data collection
form using “Microsoft Excel Spreadsheet” (Appendix 1). Only the researcher will have access

to the collected data.
Data Analysis

SPSS version 21 statistical software will be used for data analysis. Continuous variables will
be described using means and standard deviations, whereas for categorical variables
frequencies and percentages will be used. The Point-Biserial Correlation Coefficient will be
used to test the convergent validity for UAS and Kappa statistics to measure test-retest
reliability for UCT. The area under the receiver operating characteristic (ROC) curve will be
used to determine the criterion validity for UCT. The assessment properties of the UCT,
including sensitivity, specificity, and diagnostic efficiency at different cut-off points, will be

calculated to select the optimal cut-off point for the Armenian population.
Ethical Considerations
The study protocol should pass ethical approval by the Institutional Review Board (IRB) of the

AUA. A written Informed Consent Form (ICF) will be provided to participants, including
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detailed information regarding the project's purpose, their position in the project, the data
anonymity, and the voluntary character of the participation (Appendix 6). The ICF will also
clearly state that refusing or withdrawing to participate in this study will not impact the medical
care the participant receives or will receive. Before starting the consultation, the physician will
give the patient the written ICF, which will then be collected by the physician and stored

together with medical records at the hospital.

Once a patient signs the written ICF, the consulting physician will de-identify the patient’s
information in a separate document consisting of the patient’s name and ID to ensure patient

anonymity and confidentiality. The 1D will represent the sequential number of the patient.

A separate oral ICF will be developed for the cognitive debriefing interviews (pretest), as the
latter will take place before the PROMs validation (Appendix 6). As the information regarding
the overall project (e.g., PROMSs’ validation steps) will be irrelevant to these patients, it will
not be included in the oral ICF. Taking into account that for the pretest process, the information
about it in the ICF is not extensive and identifiable information is not required, an oral ICF is

considered more feasible.

Timeframe

The timeframe required for this project is presented in Table 1. Physicians will conduct the
data collection during the first five months after receiving the IRB approval. The data entry
will be conducted by the physician simultaneously. After analyzing the collected data, the

project will be finalized during the sixth month.
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Table 1: Project timeframe

Type of activity Month1 | Month2 | Month3 | Month4 | Month5 | Month 6
IRB approval X - - - - -
Data collection X -
Data entry - -
Data analysis - - - - - X
Project finalization - - - - - X

* — after IRB approval

Budget

To conduct this study, an overall 5,029,000AMD will be required. For each consultation 8.000

AMD to the physician and 5.000 AMD to the nurse will be allocated. More detailed information

regarding the budgeting is provided in Table 2.

Table 2: Budgeting details

Item Type of payment | Number of Units | Unit Cost (AMD) | Total (AMD)
Researcher Per item 2 500,000 1,000,000
Physicians Per consultation 306 8,000 2,448,000

Nurses Per consultation 306 5,000 1,530,000
Printing Per item 510 100 51,000
Grand Total 5,029,000

12
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Appendix 1

English versions of study instruments

Data collection form for cognitive debriefing interviews

Subject

Age (years)

Sex

Disease

Academic education (years)

City and country of residence

Elapsed time for an interview (minutes)
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Cognitive debriefing interview details

Source
text

Subject
understood?

Please identify any
words or phrases
you found difficult
or upsetting

Paraphrased
correctly / concept
understood

Subject / interviewer
comments and
suggestions for

rewording
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Data collection form

Date

1 [2022

/12022

/12022

Subject number

Participant ID

Age

Sex

Disease subtype

Is urticaria well-controlled (specialist’s opinion)”

Is urticaria well-controlled? (UCT result - score)™

UCT1 Q1

UCT1 Q2

UCT1 Q3

UCT1 Q4

UCT2 Q1

UCT2 Q2

UCT2 Q3

UCT2 Q4

Is urticaria active? (UAS28 result - score) 5

*_yes/no
™ _UCT score
8 yes/no

8 UCT score

§ UAS28 score
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Urticaria control level (specialist’s opinion)

Participant ID

Date of completion (day/month/year) / /
Date of birth (day/month/year) / /
Disease subtype

How would you evaluate the patient’s urticaria control level?

o Well-controlled
0 Poorly controlled

21



Armenian versions of study instruments

Data collection form for cognitive debriefing interviews (Armenian version)

<hjwlinh hwdwpp

Swphpp (wnwphbtipny)

Utinp

<pjJuitnnipjul thpunbuwl

Uppenieyniip (mwphitpny)

Ltwlnipjub punup b tplhpp

funphpnunynipyu b mbnnnipinih (pnuykibpny)
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Cognitive debriefing interview details (Armenian version)

Stipunp | <wuljubunh” Lot ndyjup Jhpwaltwybpyniudp <hqubnh/pdoyh
t hwulugynn Jud hwuubuyph” £ Uklhwpwbnipyniiotipp
wbhwenn puntipp L wnwewplnipnLbbtpp
wpuwhuwywnipynibbbp Jhpwaliwybpydwb yepupbipjuy
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Data collection form (Armenian version)

Wduwphy

/12022

/12022

/12022

<tppwlwi hudwpp

Uwubiuygh 1D

Swphp

Utinp

<hJubtinnipjub thpumbtuwlp

Upmyn’p tinipwguitip Ytpuwhuljynd £ (Wwubugbinh bgpuiljugnipniip)”

Upnyn’p tinipwigubp Ytpwhulpnid £ (1-ht GAe-h wpryniipp)™

Upmyn’p tinlipwgwitip Ytpuwhulyynid t (2-pn 698-h wprynibipp)”™

Upmyn’p tinlipwiguiii wljnpy E (6WU28-h wipryniipp) 3%

Gd.31<1

Gd.(d1 <2

G031 <3

.31 <4

Gd.(¢-2<1

.32 <2

Gd.(d-2 <3

.32 <4

*uyn/ny
_ 64f3-h pup
85 GUU-h pupp
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Urticaria control level (specialist’s opinion) (Armenian version)

Uwubygh ID
Wduwpehy (op/wihu/muptehy) / /
Uwubwgh dttinyub wduwphy (op/unihu/nnuptiphy) / /

<hJuiinnipyubt thpuwmbtuuyp

by t’u jgiwhwwntip hhyutinh tngwgwih yepuwhuljdwb wunmhawin.

0 Luwy ytipwulynn
o YJuww ytpwhuljynn
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Appendix 2

English version of Urticaria Control Test

Urticaria Control Test

Participants ID:

Date (dd mm yyyy) / /

Date of birth (dd mm yyyy) / /

Instructions: You have urticaria. The following questions should help us understand your
current health situation. Please read through each question carefully and choose an answer from
the five options that best fits your situation. Please limit yourself to the last four weeks. Please
don’t think about the questions for a long time, and do remember to answer all questions and

to provide only one answer to each question.

1. How much have you suffered from the physical symptoms of the urticaria (itch, hives

(welts) and/or swelling) in the last four weeks?

Overymuch O much (O somewhat (alittle (O notat all

2. How much was your quality of life affected by the urticaria in the last 4 weeks?

Overymuch O much (Osomewhat (alittle (O notat all

3. How often was the treatment for your urticaria in the last 4 weeks not enough to

control your urticaria symptoms?

26



Overyoften (often (O sometimes () seldom (O not at all

4. Overall, how well have you had your urticaria under control in the last 4 weeks?

Onotatall Qalittle O somewhat OQwell O very well
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Armenian version of Urticaria Control Test

Enigwgwh Jipwhuljiwb ptum (6403

Uwubiwygh ID

Wduwpehy (op/wihu/nmuptphy) / / .
Otlnywt wiuwphy (op/wdhu/nwuptphy) / / P.
Snignudtitip

“Qnip nibbip Gnbpwgwit: <tinlyw) hwipgbipp Yoqhth qiwhwwnty Qtip hhywbnnipjuib
ttipuyhu Jhtwlyp: foinpmd Ghp nppwnpnipjudip Jupnuy jnipupwbygnip hwpg
yuunwupiwbh mpguod 5 mwpptipuydtiphg phunpt; wyt uunwuhowbn, npp jwwgnygiu
hwdwwwnwupuwbnid £ Qtipn Jhtwlht: lobngpmd thp hwpgbiphtt yquunuwupoiwbthu
Ythnpntwbwy Shuwyb flpohi 4 puwpugerju ypwi: Folimpnd Gip hwpgliph pnipe punn kplpup
sthmwdly, wwwmwupuubly pmnp hupgbppi L wdtit hwpgh hwdwp planply dhugh dkl

W fuwls:

1. dtipoht 4 puwpwipyu piipugpnid nppw’t yun tip minidh) inwwguih Ywupdtwjut

wjumwbhputiphg (pnp, pihpwiiwi gul W/juwd wjmnig):

OQuuthhgun Qoun O npnp suthny O phs O wiktlth gkl wmnidhy

2. dbpohtt 4 jwpuwpyu phpugpnid nppw’d L wnidh]p Qtp Yjubph npuyp

tinipwguth yuwmbwnny:
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Osuthhg pun - Qwn O npnp swthny O phy O widkiblh sh wnidby

. dbpohtt 4 >wipwipyu phpwgpnid nppuw’d hwéwh tp qqugt], np tinhpwgwbh

pnrdnuip puyjwpup swthny sh ogbinid Ytipwhulty Qtip wpaomwbthybbipn:

Oum hwtwp O hwbwp O tpptit O hwgquntiyy O tipptip

. Linhwinip wndwdp, Ytpehtt 4 owipwpdu pipugpnid nppw’ting tip jupnnuglh)

Jtpwhulytip Qtip tnpwgwin:

O wdttthtn O thnpp-hty O npnp sunhny O ] O 2w
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Appendix 3

English version of the Urticaria Activity Score

Urticaria Activity Score (UAS28)

Participants ID:

Date questionnaire completed (dd mm yyyy) / /

Instructions: Please complete the diary for 28 consecutive days. Evaluate the last 24 hours in

terms of both the wheals (hives) and the itching with a score using the scale described below:

Wheals (hives) Score Itching Score
0 = No wheals 0 = None
1 = Mild (<20 wheals) 1 = Mild (present but not annoying or

troublesome)

2 = Moderate (20-50 wheals) 2 = Moderate (troublesome but does not

interfere with normal daily activity or sleep)

3 = Intense (>50 wheals or large areas of | 3 = Intense (severe itch, which is sufficiently
wheals that blend into one) troublesome to interfere with normal daily

activity or sleep)

If you had 30 wheals in the past 24 hours and could not sleep, you would score the number of

wheals as '2' and the itch intensity as '3". This would give you a score of '5' for day 1.

Date Wheals (hives) score Itching score Daily UAS score

Example 0 1 (2 3 01 2 (3 0123456
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Please enter your scores for the corresponding day in the table below by circling the appropriate

number. Add the two scores together and write the total for that day in the right column. At the

end of 28" day, add the daily scores and enter your UAS28 score in the grey box.

Date Wheals (hives) score Itching score Daily UAS score
Day 1 0 1 2 3 0 1 2 3 0123456
Day 2 0 1 2 3 0 1 2 3 0123456
Day 3 0 1 2 3 0 1 2 3 0123456
Day 4 0 1 2 3 0 1 2 3 0123456
Day 5 0 1 2 3 0 1 2 3 0123456
Day 6 0 1 2 3 0 1 2 3 0123456
Day 7 0 1 2 3 0 1 2 3 0123456
Day 8 0 1 2 3 0 1 2 3 0123456
Day 9 0 1 2 3 0 1 2 3 0123456
Day 10 0 1 2 3 0 1 2 3 0123456
Day 11 0 1 2 3 0 1 2 3 0123456
Day 12 0 1 2 3 0 1 2 3 0123456
Day 13 0 1 2 3 0 1 2 3 0123456
Day 14 0 1 2 3 0 1 2 3 0123456
Day 15 0 1 2 3 0 1 2 3 0123456
Day 16 0 1 2 3 0 1 2 3 0123456
Day 17 0 1 2 3 0 1 2 3 0123456
Day 18 0 1 2 3 0 1 2 3 0123456
Day 19 0 1 2 3 0 1 2 3 0123456
Day 20 0 1 2 3 0 1 2 3 0123456
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Day 21

Day 22

Day 23

Day 24

Day 25

Day 26

Day 27

Day 28
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Armenian version of Urticaria Activity Score

Enipwguith mjmhynipjut uvwinnuly (6WU28)

Uwubiwygh ID

Qpubignidttiph wjwpup (op/wdhu/nwnbphy) / / P.

Smgnulhlp: fotinpnd Ghp pugiti opwghpp 28 hwenpnuljwui optiph phpwgpnui:
Q.whwwmbp Ytipphtt 24 dunitipp Qtip pjhpwidwi guwih W pnph hwdwwmbpumnid

ogquytiiny unnple tipjuyugyud vwbnnuijhg.

Plhputdwb gub £np
0 = Swbh puguljuynipenih 0 = £nph pugwluynipynLi
1 = (3tipl (<20 phpwidwl guh) 1 = f(¢tpl (wniu L uvwlub sh

yupnuyugptp Jud withwiiqunni pynih

wyuwwnbwnty)

2 = Uhohti (20-50 pjhpwidwbh gui) 2 = Uhghti (wbhwquunipnih yumbwnt)
L, uwjuyh  sh wgqgnly  wnopum
gnponnnipynibiiin  juunwptint  jud
pubnt Ypw)

3 = Owlip (>50 pjhpwltdwb gub jud Wko | 3 = Owlp (dwbp pnp, npp tintp £ pudupup

dwytiptiuny pjhputph dhwaninid) upnuymgliny™ wgnbting  wnnopjw
gnponnnipynLbdtinp Juumwpbne jud pth
Upw)
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Bt Ytinghtt 24 dwdyw phippugpnid niiitigh) tip 30 pjhpwitiwb gud b pip uipnnugty

plt], wmyu wtiwp kL qwhwntip gubip «2» puy e pnpp «3»pu»: Wprynipnid, 1 opgu

hwdwin “dnip Junwbp 5 puy:
Wduwphy Plhputdwb gub Lnp Onu GUWU puwyp
Onphtwly 0 1 2 3 1 2 0123456

fotimpnud Gop, unnple Gipjuyugyud wnyniuwynid il Qtip pugtipp Yyapgabng pytint

onwlh vty hudiwyuwumuwupiub opduw hwdwp: Gnidwpbting vfjuy opdu tipyne puytiph

hpup® wprynibpp Gtip we wnibwynid (Opduw GWU puyp): 28-pn opduw wjupunptt «Opjw

GUU» puytipp gnidwpbip hpwp b gptip Qtin GUU28 pup wgniuwh dipplinid gmbynn

Unfupwugnyd yubnunid:

Wduwphy Plhputdwb gub £Lnp OnJu WU puyp
On1l 0 1 2 3 1 2 3 0123456
On?2 0 1 2 3 1 2 3 0123456
Onp3 0 1 2 3 1 2 3 0123456
Op4 0 1 2 3 1 2 3 0123456
Op5 0 1 2 3 1 2 3 0123456
On 6 0 1 2 3 1 2 3 0123456
On7 0 1 2 3 1 2 3 0123456
On8 0 1 2 3 1 2 3 0123456
On9 0 1 2 3 1 2 3 0123456
On 10 0 1 2 3 1 2 3 0123456
Op11 0 1 2 3 1 2 3 0123456
Op 12 0 1 2 3 1 2 3 0123456
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On 13

On 14

On 15

On 16

On 17

On 18

On 19

On 20

Op21

On 22

On 23

On 24

On 25

On 26

On 27

On 28
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Appendix 4

English version of the Angioedema Control test (3 weeks)

Angioedema Control Test

Participants ID:

Date (dd mm yyyy) / /

Date of birth (dd mm yyyy) / /

Instructions: You have recurrent swelling referred to as angioedema. Angioedema is a
temporary swelling of the skin or mucous membranes which can occur in any part of the body
but most commonly involves the lips, eyes, tongue, hands and feet and which can last from
hours to days. Some patients develop abdominal angioedema, which is often not visible but

painful. Some forms of swelling can also be associated with hives also known as urticaria.

The following four questions assess your current state of health. For each question, please
choose the answer from the five options that best fits your situation. Please answer all questions

and please provide only one answer to each question.

5. In the last 4 weeks, how often have you had angioedema?

Overyoften (often (O sometimes () seldom (O not at all

6. In the last 4 weeks, how much has your quality of life been affected by angioedema?

Overymuch OQmuch (O somewhat (alittle (O notatall
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7. In the last 4 weeks, how much has the unpredictability of your angioedema bothered

you?

Overymuch O much (O somewhat (alittle (O notatall

8. Inthe last 4 weeks, how well has your angioedema been controlled by your therapy?

Onotatall Qalittle O somewhat Qwell O very well
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Armenian version of Angioedema Control Test (3 weeks)
Winpuwjnnigh Jipwhuljiwh phuwmn (TdQ)

Uwubwygh ID

Wduwpehy (op/wihu/nmuptehy) / / P.
Ottnywt wiuwphy (op/wdhu/nwuptphy) / / .
Snignudaitip

Qnip nibbimd Gp Ypliygnn wymnigtp  (winpuywmnig jud  Gjhtyth wyumnig):
Wonpuynnigp dwylh jud npdwpunuibpdtph (ophtwly” openibptph, Ynwtbph, tqyh,
ninbwpwptph Jud dtpptph) wignnhl wymnig £, npp Jupnn L wbt dh pwdh dudhg
dhisle th pwtih on: (1pn hhywiniitiph dnn jupnn £ qupgqubtiu npnjuyth wiinpuyjwnnig,
npp hwowp wmbuwbth o, puyg guynn £ Whnpwynnigh npnp abbp Jupnn G

qniquyigyt] pihpwidwbt guih htim, npp Ynsynid E inbpwgui:

Uwnnple mpjwd snpu hwipgtipp gwhwnnid G Qtin hhjwimnipjud dipuyhu Jhewyn:
Snipwpwiiynip hwupgh hwdwp fubgpnid Gip yuwmwupiwbth 5 mupptipuljittinhg pnpty
wy b yuunwuhawip, npp ujugnyn jhudwwgqumuupawtth Qtin yhawjht: lovbinpnid Gap

wuwwmwupuw bl pninp hwipgbiphtt b wdkt hwipgh hwdwp pnpl) dhuygt Wy yunwuhowb:

1. dbipoht 4 wpwpyu pipwugpnid nppw’t hwwh tp nibitigh) winpwjwmnig:

Oown hwbwp O hwewp O tpptadn - O hwqqunbty O tppbip
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. dbpohtt 4 wpwpyu phpwgpnid nppw’t L winpuyunnigh wqnty Qtp Yubph
npwjh Yypw:

O suhhg 2w O wn - O npnp sunhny O phy O wndbbith

. dlipohtt 4 yupwpyu phpwgpnid nppuw’t whwiqunnipnih £ Qg yumbwnty

whnpuwjnnigh qupqugdwbt wbjubjuumnmbutijhnipynibn:

O suhhg 2w Q2w O npnp sunhny - O phy O wndbbithh

. dbpohtt 4 (wpwpyu phpugpnid nppubtn®y L hwennyty pniddwb dheongny

Ytpwhulty Qtin wnpwynnign:

Quuittitht OQphy O npnp swthn] O] O 2unn uay
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Appendix 5

English version of the Angioedema Activity Score

Angioedema Activity Score (AAS)

Angioedema activity documentation

Participant ID:

Date questionnaire completed (dd mm yyyy) / /

Week 1"
Instructions: Please document your symptoms retrospectively once a day. Refer to the last 24

hours in each case. Please answer all questions as fully as possible

Day

Have you had a swelling episode | no

in the last 24 hours? yes

Please answer the questions below about this swelling episode during the last 24 hours. If

you did not have a swelling episode, leave them blank.

@ 112|3[4(5]|6]7

midnight — 8 a.m.
At what time(s) of day was this

8a.m.-4p.m.
swelling episode(s) present?

4 p.m. - midnight
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(please select all applicable

times)

How severe is / was the physical
discomfort caused by this swellin
episode(s) (e.g., pain, burning,

itching?)

no discomfort

slight discomfort

moderate discomfort

severe discomfort

Are / were you able to perform
your daily activities during this

swelling episode(s)?

no restriction

slight restriction

severe restriction

no activities possible

Do / did you feel your no
appearance is / was adversely slightly
affected by this swelling moderately
episode(s)? severely
negligible
How would you rate the overall mild
severity of this swelling episode? | moderate
severe

“The same sheet is provided for the next three weeks
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Armenian version of Angioedema Activity Score

Winpuwjmnigh wijmhynpjui vwinquly (FEU)

Yplaynn wymnrghiph gpubignid

Uwubwygh ID

Otlnyuwt wiuwphy (op/wdhu/nwuptphy) / / P.
Qpuibignidtiiph ujhgpp (op/wihu/wmwptphy) / / .
Swpup 1°

Smgnulblp: totnpnid  Ghp wdbl op htwmhuwywg qpubgtp QGp  qubquunbtipp:
Snipwpwiynip gpubgiwbt dudwbwy ptip Qtip twpunpy 24 dwdjuw qubquunbtipp:

fotinpnid Gbp pninp hwpgtiphtt yumwuppwtitp hbwpwynphitu wdpnnewjui:

Onp

Upmyn’p nilitighy) tip wjwnnig ny

Ytinphtt 24 dudyw plipwgpnid: | wyn

Fotimpnud Gip unnple Yo hwipgtiphtt uunmuwupowbitip thuyt wyb niypniy, tiph

Ytpoht 24 dunijw phpwugpnid niobkghy tip wymnigh npjug:

@ 1[2[3[4[5[6][7

Onyw n'p dwdtiphl & h huywn | 00:00 — 08:00

Lyt wymnigitipp: (fulimpnd 08:00 — 16:00

lelip plunply prynp 16:00 — 24:00
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hwdwywnwufuwl

duwdwlnulpuhunnifwoblpn)
Nppw’ti Swbip Ehti wynnigh pugujuynid thi
htimbwmbipny wnwpwigwid ptipl
quiiquuunbtipp (ophtal gu], | dhehtt
wypngh qqugnd, pnp) dwilip
wnwig
uwhdwbwthw b
rhpl
Yupnnuini™d thp wymnigh
uwhdwbwthwjiudp
nnJuqitiph plipugpnid
huhuwn
Juwnwnl) Qtp wnopjw
uwhdwbwthwljiudp
gnponnnipynLbbtipp:
Ubtwpnn th Juwnwnpby
wnonju
gnponnnipynLhiitipu
9qugt’ tip Qtip wpumwphb ny
wmtiuph wbhgwiiuyh ptipl
thnthnhuniynihititip npn) suthny
wynnig(itp)h wpynibpnid: huhun wpmwhwynyud
wn ehipl
Nppw’t dwip Yghwhwwntihp ptipl
wjwnnigh wyu npjuqnp: dhohti Swlinnipyub
owilin

“The same sheet is provided for the next three weeks
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Appendix 6

Oral informed consent form (English version)

Hi, | am . The Turpanjian College of Health Sciences at the American

University of Armenia conducts a study to cross-culturally adapt the Armenian Angioedema Control

Test (AeCT)/ Angioedema Activity Score (AAS).

The study is conducted among 10 patients with angioedema admitted to the Heratsi Hospital Complex
and Arabkir Medical Center. As you have this clinical condition and are being treated in one of those
hospitals, | invite you to participate in this study. Your participation is significant for this adaptation

study.

In case you agree to participate in the study; during the usual consultation, you will answer four

questions listed in the AeCT/AAS, which will take up to 5 minutes. After that, cognitive debriefing
interviews will take place, during which, if present, we will check complex wordings and
difficult or upsetting phrases that are challenging to understand. Answering those questions will

help to finalize the adaptation of the Armenian AeCT/AAS. The questions are related to your

symptoms’ intensity and quality of life.

Your participation in this study is voluntary and is limited to the completion of this questionnaire. There
are no consequences if you refuse to participate. There are no "right" or "wrong" answers. You may
refuse to answer any of the questions or can stop answering the questions and refuse to participate in
the study. Your decision to participate or refuse to participate in the study will not impact you in any
way and will not affect your future use of healthcare services in the healthcare facility. There is no
financial compensation or other direct benefits to your participation, however, the information provided
by you is crucial for the adaptation of the Armenian AeCT/AAS. If succeeded, it then can be validated

and will assist physicians in improving the management of angioedema — a clinical condition you have.

All the information you provide will stay confidential and will be used only for research purposes: your

personal information such as your name or telephone number will not be collected in any document.
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Only the study team will have access to the provided information, and only the summary of the data

from the study will be presented in the final report.

If you have any questions regarding this study, you can contact Anahit Demirchyan — the study's
principal investigator at +374 60 612 562. Suppose you feel you have not been treated fairly or hurt by
joining the study. In that case, you should contact Ms. Varduhi Hayrumyan, the Human Protections
Administrator of the Institutional Review Board #1 of the American University of Armenia, at +374 60

612 561.

Do you agree to participate?

o Yes

o No
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Oral informed consent form (Armenian version)

Nnonyyt, tu » <wjywunwbh wdtphuyt hwdwjuwpwbh (phwbbtwh

wnnnowywhwljult  ghwmnipynibbtph $wlniumtinp - hppjuwbwgbnid £ wbnpuywmnigh
Ytipwhupiwd huyujubt ptunh (WdE)/wmbnpuynnigh wjunhynipjud vwinqujh (WHU)

wmbinuytwgdwb htlmwgnuni pyni:

<twmwgnunipnitd hpuubtugymd L «tpugh» hwdwjuupubtuui hadwhp b «@puapyhp»
pd2uub Jhlnpnd wiipuwyunigny pnnitduo 10 wughbnbitinh ppgwimid: Lwbh np “knip
nibbip wbnpwynnig b pnniil tp tuwd hhyuinuingbtphg dtyp, 9nip hpudhpymd tp
Juubwlghn wyju  hbtmwgnunipjubp: Qtp Jwubwygnipyniap sunhwquilg jupbnp £ wju

htimwgnuni pyub hwdwp:

Bt hudwawyh tp dwubtulgl] hbnmugnunipjubtp, wyw ainphppunynipyubt phpwgpnid Qtiq
Yupyh WdE-0/UHU-0, npntn “nip whnp yuwnwupuwb bp snpu hwipgh, hosp Qkqihg Yhuh
wnwytjugnyip 5 pnyt: <upgbiphtt uwmwupiwdtinig htimn, Jumnighbp nddup hwuljugynn
Jud wphuptighnn  wpnmwhwywmnipynibbbpp, bGet wnuwhuhp weluw  jhbth: W hwpgbph
yuwwnwupiwbbbpp Yoqith wjuwpnhtt hwughly hwyujut W E-h/UHEU-h  wtinuyiwgnidp:

<wgtinp yapuptipynid Gh Qtip wppmwiipubiitinh nidqbnipyubin b Qtp Jjubph npuhi:

Qtp Jwubuygnipnid wyu htmwgnunipjubtp judwynp £ b vwhiwbwhwynd £ dhuyb
Inugitny wyu Gpyne hwpgwpebpetpn: Uwublwlgnipeniihg hpudwpdbp sh nibbbw nplk
htimbbwlp QbLq hwdwp: bgwbuwbuwgh wbtntugdt, np sfub  «Ghpm» Jui  «ajuwp»
wuunwupuw@ibbp: Gnip Jupnn bip syumuupimbt] gubijugud hwipgh, teh sip gubljubnd, jund
guiiljugwd wwhh nunuptl]p wuunuwupwbdt] hwupgtipht . hpudwpytp  himugnuni pyuin
duwubwlgting: <tmwgnunipjubtp dwubwlgtnt jud npubthg hpwdwpytne npnpnidp ny dh
auny sh wminpununiunt wyh wnnneuyuwhwljui SwnwmnimLbbtnhg Ypw, npnbp dnip wyd
unwbinid tip jud unwbwgnt bp wyuquynid: Qtip dwubwygnipiniil wyju htimwgnunipywip sh
tipunpnid phtwbumyub hnjuhwmnignid jud wy] nupnugh pwh: Winiwdbwgthy, Qtp

duwubygnigmniblt wyu himwgnunnipyuin niith swhwquilg upbnp Gywbwnipnit” wih
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Ud(H/UUWU-h huybtiptit mbinuytiwgnidp: Jwygbpugdwt nhypnid, wju gnpdhplbtipp Yoqubtl

pdhphutinhtt pupbpuyt] winpuwymnigh yupnidip' th hhwimnipyni, npt wnju k wle Qtiq dnn:

Qtp Ynnihg wpudiwnpyud wdjugipp wuhyne Gt qunnih b ogumugnpdytnt & dhuyb
htimwgnunujut tyunuybtpny. npbk whdmub nyjug sh hwjwpytne nplik hwunweneh
hwdwp: Qtp Ynnihg mpudwunpjud wmbtintnipynibbtpp hwuwbth Yihoth dhuwyd himwgnnnn
Phihl, hull wmbntynpmnibdbtpp Gtpuyugytne th dhuyd wdpnnowljub qtiinygh wbtiupny:

Uyuwbnywubiwgniithg htimn Qtp winibp sh thpuywugytint ny dh wmbin:

Wju qhwhwumiwb Jtpuptippuy hwapgtip mbtbuwne ntiypnd Juipnn Gp qubiquhwpty dpugph
hhdtmjut  hbtmwgnunnh®  Whwhhm  %btdhpGubht htwlgw;  hinwhimuwhwdwpny
htinwpunuwhwdiwpny  +374 60 612 562: Gprh Jwpdnid tp, np uwyu hbnmwgnnnipyuil
powbtwjiitipnid Qtig htim 6hpm sk qupyty qud nplk ipy yhpuygnply G dwubwlgnipjut
pbpwugpniy, Jupnn tp nhdt] <ujuunwih wdtphlpubt huiwjuwpuwih ghmwhtmugnunujub
tehyuwyh phy 1 hwbdbwdnnnyh  hwdwlupgnn  dwpgnihh <wgpnijjubdh hnlguy

htinwhunuwhwiwpny +374 60 612 561

<wdwaw’jh tp dwubwygl] htmwgnuni pjutn’

o Un

o [l
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Written informed consent form (English version)

The Turpanjian College of Health Sciences at the American University of Armenia conducts a study to

validate the Urticaria Control Test (UCT) and Urticaria Activity Score (UAS).

The study is conducted among 102 patients with urticaria admitted to the Heratsi Hospital Complex and
Arabkir Medical Center. As you have this clinical condition and are being treated in one of those
hospitals, | invite you to participate in this study. Your participation is significant for this validation

study.

In case you agree to participate in the study; before starting the usual consultation, you will answer four
questions listed in the UCT, which will take 5 minutes maximum. The answers to those questions will
help to assess how well your clinical condition is controlled. You will need to answer the same questions
during our second consultation — 2-5 days later, during which your overall status will be reassessed. In
addition, starting from today, you will fill the UAS28 for the next 28 consecutive days at home. For the
UAS28, you will fill in the information regarding the number of wheals and the intensity of itch for the
respective day, which will take 1-minute a day. These questions will help to assess the activity level of
urticaria. You will present your total UAS28 score and fill the UCT for the third time during your third
consultation — 28 days from now. During the 3" consultation, your overall status and treatment strategy

will be reassessed.

Your participation in this study is voluntary and is limited to the completion of these two questionnaires
only. There are no consequences if you refuse to participate. There are no "right" or "wrong" answers.
You may refuse to answer any of the questions or can stop answering the questions and refuse to
participate in the study. Your decision to participate or refuse to participate in the study will not impact
you in any way and will not affect your future use of healthcare services in the healthcare facility. There
is no financial compensation or other direct benefits to your participation, however, the information
provided by you is crucial for the validation of the Armenian UCT and UAS. If validated, these
instruments will assist physicians in improving the management of urticaria — a clinical condition you

have.
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All the information you provide will stay confidential and will be used only for research purposes: your
personal information such as your name or telephone number will not be collected in any document.
Only the study team will have access to the provided information, and only the summary of the data
from the study will be presented in the final report. Your name will not be written in any of the

guestionnaires and will not be shown anywhere.

If you have any questions regarding this study, you can contact Anahit Demirchyan — the study's
principal investigator at +374 60 612 562. Suppose you feel you have not been treated fairly or hurt by
joining the study. In that case, you should contact Ms. Varduhi Hayrumyan, the Human Protections
Administrator of the Institutional Review Board #1 of the American University of Armenia, at +374 60

612 561.

Do you agree to participate?

o Yes

o No

If you agree to participate in this study, please sign two samples of this document. Please, keep one of
the samples for you, and give the other one to your physician. If you do not agree to participate in the

study, there is no need to sign this document.

Name Surname

Date/ time

Signature

Research team member’s Name Surname

Date/ time

Signature
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Written informed consent form (Armenian version)

<wywumwbh wdbkphub hwdwpuwpubh Gpihwbtttub wenneuuwhwljud ghunipnibbbtph
dwlnyntimp  ppuuitiugtinid £ nhpwguwith Jtpwhuljdwb ptunh (6403) U tnhpwgwih

wmhynipjul vwtnnuyh (6WU) Juytpugdwh htmwgnuni pynib:

<twmwgnunipnidh hpujubwgynid £ «<tpugh» huwdwpuwpuiuub hwdwhp b «Q@puplhp»
pdr2juljub Yhbwnpnt tnbgwgwbng phnniigud 102 wyughtmbtph powinid: Lwbth np “knip
nihtip tnhpwgubd U ponpniihp tp Gpywd hhywimubngtiiphg dkyp, “Fnmip hpughpynid tp
duwubwlghn wyju  htmwgnunipjubp: Qtp Jwubwygnipyniap sunhwquilg jupblnp £ wju

htimwgnuni pyul hwdwp:

Grt hwdwaw)h tip dwubwlgh] hbtmwgnuni pyubp, www Ghiy pinphppuwmynipyniap uljubp Quq
Yupyh Bnbpwgwith Ytpwhudwb ptunp, npntn “bnip juuumwuhiwbdtp snpu hwpgh, hosp
Qtiqithg Jhuh wnwybpugnyyiipn 5 pnuti: W hwipgtiph yunmwuhuwbiitipp joqbklt giwhwnty, ph
nppwl uy L Jbpwhulyynd Qtp tnbpwgwbip: Uhliingd hwpgtpht wbhpwdtym £ Gwl
wunwupuwittp hwenpn junphpnumynipyub dudwbtwl, npp mbnh Ynibttw 2-5 op wbg, nph
nipwugpniy Jytpugbwhwwmyh twle Qtp pinhwinip jupqughwlp: boyytu twl, wjuonywithg
ujuwd whhpwdbtyw £ jpugity GUWU28-n hwenpn 28 optiph plipwgpnid: GUU28-h wuwpuwquynid
jnipupwbynip op “knip Jpughbtint tp Qtp tnbpwymnigh pwbwyh U pnph nidqbnipub
Ytpwpbpuwy wtntuuynipinil, hbsp Qbqihg huh opwjud wnwybjugnybop 1 pnyb: Wu
uwbmnuijh wipryniiipbitipp Yoqiiti giwhwnty Qbip tiniwwguith wmhynipjul wunhGwbn: nip
Juipuyugitp GWU28-h Qtp wipmynibpp L Yjpughtp GdUd-0 tppnpn wbqud Qtip tippnpn
hinphppunynipyut dudwbwl], npp wbtnh Ynibtiiw wyuopywithg ujuwd 28 op wig: Wn
hunphpnpuunynipjut dudwbtwyy Yytpuwiugyh Qtp ptnhwimip jupgqughwyp b hhgubtnnipjut
Jupiwbd dwpnmuupnignibp: Qtp dwubwlgnpnitd wyu htmwgnunipjubtp judwynp ©
uwhdwbwhwlymd £ dhuwyl jpugbting wyu tpine hwpguiptpptppn:  Uwulwlgnipniihg
hpuwdwnytip sh niibi nplk hbmbwbp Qtq hwdwn: Ggububugh mtntugbt), np yyub «6hym»
Jud «upump yumwuppmbitp: “dnip Jupnn tp syunmuwupowbt) gmbjugud hwpgh, Geb sbp
guwiluiny, jud gwijugwd wwhh nunupl] yuwuowupwdl hwpgbiphtt © hpudwpdt
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htimwgnunipyuimn dwubuygtinig: <tmugnunipjuin duubwlghnt jud npubtihg hpudwnytne
npnynidp ny Uh ainy sh wimpunuintugnt wyh wnnnouwuquhwjubd dwinwyni pyniibiph Yypw, npniip
Qnip wydd unwind Gp Jud unwbwne Gp wyuquynid: Qtp Jwubwgnipynith wyu
httmwgnumipjubip sh Ghpwnpnid phtwbvwjut thnpjuhuwmnignid jud wy] ninnuijh pwh:
Wimuwdbbuwyihy, Qtp dwubuygnipmidh wyu himwgnunipjuiipn nibh suahwquitg upbinp
wbwnipymd’ wyb £ 6d(e-h b GUU-h huytipkt Juybpugnidp: Jutipugdwb nhypniy, wju
gnndhptinp oqhti pdhplutinhtt pupbtjuyty tinipwgwtth Jupnidp® th hhquitinniggnid, nph wnlju

E hwle Qtiq Unun:

Qtp Ynnihg mpudwunpyuo myjuitipp wuwhybne b qununbh b ogquugnpoytine Ge dhuy
htimwgnunuwjutt tyunwjobpnyg. npllh wbdhwjub wgjuy, hbsybu ophtiwl] Qtp wbnibp
htinwpunuwhwdiwnpp, sh Ghpunytne npilt  hwunwpnenud: Qtp Yonihg  npudunpgus
wtntynignibtipp hwuwdbih Jhttt dhuyh htmwgnnnn  phdht, hull wbntynipnitbbpp
tipuyugytnt G dhuyt wdpnnewjudl giynygh wtiupny: Qtp wbnibp sh dhpunybne ny th
hwpguwpwpnid e sh dtipuyugytne ny dh wtin:Yyu qiwhwundwd tpuptippuy hwpgtin nibtitugne
ntiypnid Juipnn tp quiquhwpt) 6pugph hhdtwlubh htmnmwgnuunnp® Qawhhwn AGdhpbayubhc
htimlyw htinwhimuwhwdwpny +374 60 612 562: Gpt Jupdnid bGp, np wyu htimwgnunipyui
powbjitipnid Qg htin 6hpm b Jupyty Jud nplk Yhpw yhpuynpty G dwubwygnipjui
nipwgpnid, Jupnn tp nhil <ujuunmwbh wdbphlpub hwdwuwpubh ghnwhbmwgnumujuit
tehyuyph phy 1 hwbdbwdnnnyh  hwdwlwuwpgnn  dwpnpnihh <wgpnijjubdhf hbnlyguy

htinwhinuwhwiwpny +374 60 612 561.:

<wdwaw’jt tp dwubwlgl] htnmwgnunnipyubp’

o Un

o [

Gt hmiwdwyh Gp dwubwulgl] htmmwgnunipjubtp, inpnid Gip unnpugpty unyb

thwunwpeninep” 2 ophtiwlhg: futnpnid Gp umnpugpyuod dty ophtiwalp wuhty Qtiq Wnw,
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Uniup mwy pdght: Get hmiwawyh sbp dwubwlghl] wyu htmwgnunipjwbp, unyl

thwunwipninpl unnpugptnt juphp sju:

Wini wmgqubmi

Wdiuwphy/ dud

Uwmnpugpnipnih

<tmwqunnn phih winuih winih wggubtni '

Wdiuwphy/ dwud

Umnpuqpniynil
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