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Executive Summary 

 

Congenital malformations have always been one of the major medical and social problems. 
Birth defects remain the leading cause of death for infants and among the leading causes for 
younger age groups in the United States. In Armenia they are the second leading cause of 
infant mortality. In addition, mortality rate from birth defects increased from 23.9 to 28.5 per 
10,000 live births from 1995 to 2003 in Armenia.  
Objective of the study:  The goal of the study is to explore what factors determine the 
occurrence of infants’ birth defects. The objectives of this study are: 

To test the existence of a relationship between infants birth defects and maternal 
vitamin use, prenatal care, and prenatal exposure to environmental tobacco smoke or 
infections  
To determine the prevalence of above mentioned factors during pregnancy 

Methods: A case-control design will be used. A face-to face interview will be conducted 
with mothers of infants with birth defects and with mothers of infants without birth defects, to 
define the association between maternal risk factors and birth defects.   
Study population: Children on pediatric polyclinic registries aged 0-1 years old and their 
mothers who are willing to participate in the study and have residenc e in Yerevan.  
Sampling methodology: The Simple Random Sampling method will be used to select 260 
cases and 260 controls. Both cases and controls will be obtained from the same pediatric 
polyclinics in Yerevan and the same district to control for socioeconomic status  and 
environment. 
Analysis: Pearson chi-square test of association will be used to identify the associations 
between each independent and dependent variables. Also simple logistic regression will be 
performed to calculate odds ratio (OR) and 95 % Confidence Interval (CI) to show the 
strength of association between variables. To control potential confounders and test 
interaction between variables multivariate logistic regression will be used.  
The overall duration of the study is six months. The overall estimated budget is about 
seventeen thousand dollars ($16,834). 
It is planned that the results of the study will be used to make appropriate recommendations  
for developing preventive strategies for birth defects. 
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Specific Aims  

 

Birth defects are defined as abnormalities of structure, function or body metabolism 

that are present at birth. These abnormalities can lead to mental or physical disability or are 

fatal (1, 2). The American College of Obstetricians and Gynecologists states that out of every 

100 babies born in the United States, 3 have some kind of major birth defects. Of the 37,520 

infants born in 2004, in Aremnia, 557 were born with birth defects (N. Davidyan, personal 

communication, August 16, 2005).  Birth defects are lifelong diseases with significant 

consequences on child development. This is considered a serious public health problem, 

posing a significant burden in mortality, morbidity and cost.  

The aim of this study is to define the main and specific risk factors (maternal vitamin 

use, prenatal care, and prenatal exposure to environmental tobacco smoke and infections) that 

are involved in the development of birth defects among infants in Yerevan, Armenia. The 

research question of the proposed study is the following: what factors determine the 

occurrence of birth defects?   

The objectives of this study are: 

o To define the association between infants birth defects and maternal vitamin use, prenatal 

care, and prenatal exposure to environmental tobacco smoke and infections.     

o To determine the prevalence of above mentioned factors during pregnancy.  

Since many risk factors of birth defects are known world-wide, this study is a case-

control study proposed to investigate the risk factors such as maternal vitamin use, prenatal 

care, and prenata l exposure to environmental tobacco smoke and infections contributing to 

birth defects in infants in Yerevan.  

The rational for choosing these risk factors was supported by the following facts. 

Living standards decreased dramatically in the years following independence which had a 
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significant impact on the health sector decreasing accessibility to health services for a large 

segment of the population, especially for vulnerable groups of the population (women and 

children) (3, 4); Deterioration of living conditions are resulting in poor nutrition of pregnant 

women and insufficiency of vitamins in their diet (3); Prevalence of men who smoke is very 

high (3, 5) therefore, the probability of exposure of women (including pregnant women) to 

secondary smoke is also high.  
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Background 

 

Birth defect is a physiological or structural abnormality that develops at or before 

birth and is present at the time of birth (1, 2).  There are more than 4,000 different birth 

defects known  ranging from minor (that do not cause harm) to major ones that can result in 

unavoidable death or require immediate medical intervention (6, 2). Although many of birth 

defects can be treated or cured, they are among the leading causes of death during the first 

year of life (7). 

Of the 4 million infants born annually in the United States, about 3 to 5 % are born 

with birth defects (8, 2). Birth defects account for 20 % of all infant deaths in the United 

States, more than  any other single cause and contribute significantly to morbidity and long 

term disability (7, 8). Congenital malformations have always been one of the major medical 

and social problems. Birth defects remain the leading cause of death for infants and among 

the leading causes for younger age groups (7, 9). 

According to the data obtained from the National Statistical Service of the Republic 

of Armenia and Ministry of Health, birth defects accounted for 16.8 % (proportionate 

mortality rate) of all infant deaths in 1995 and increased to 24.2% in 2003 (10). Furthermore, 

birth defects are the second leading cause of infant mortality in Armenia (10) (Table 1).  

Considering the fact that infant mortality due to birth defects has increased in the 

recent years in Armenia, the aim of this study is to identify potential risk factors mostly 

contributing to birth defects (maternal vitamin use, prenatal care, and prenatal exposure to 

environmental tobacco smoke and infections).   

Birth defects can be caused by genetic, environmental or unknown factors. In fact, 

about 60 % to 70 % of birth defects have unknown causes (8, 11). At the same time many 

birth defects appear to be caused by a combination of genetic, environmental factors and 
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multiple exposures present during pregnancy (11, 12). 

There are known factors associated with pregnancies that increase the risk of birth 

defects development. A number of large case-control studies have identified risk factors for 

birth defects that can be used to develop primary prevention strategies. Evidence from a few 

case-control studies showed that many of birth defects, for instance, anencephaly and spina 

bifida (neural tube defects - NTD) might be prevented when mother gets adequate amount of 

folic acid before (400mg/day) and during pregnancy (800mg/day), especially during the first 

trimester (13, 14,15). According to the same studies, women using multivitamins or folic acid 

supplements during the first 6 weeks of pregnancy experienced a three to four fold reduction 

in spina bifida and anencephaly in their offspring. It has been found that spina bifida and 

anencephaly are pandemic, affecting 225,000 children a year (16).  A survey of women living 

in Vancouver, Canada aimed at identifying  “Folate intakes and awareness of folate to 

prevent neural tube defects” has shown, that most (95%) of the women had heard of folate, 

but only 25% knew that it could have prevented birth defects (17). Furthermore, studies have 

found that dietary folic acid is likely to be inadequate for maximal protection against NTD 

(14, 15). 

  Case control studies have shown that maternal smoking during pregnancy appears to 

increase the risk of having a child with idiopathic clubfoot and the number of cigarettes 

smoked influence that risk, overall odds ratio (OR) for smoking was 2.4 (95% CI  1.6-3.6) 

(18).  European multicenter case-control study including 161 infants with oral cleft and 1134 

control infants, showed an increased risk of cleft lip with or without cleft palate associated 

with smoking (OR=1.79; 95 % CI 1.07-3.04) and an increased risk of cleft palate associated 

with alcohol consumption (OR=2.28; 95 % CI 1.02-5.09). The former risk increased with the 

number of cigarettes smoke (19).  Another study states that alcohol use during pregnancy can 

cause serious birth defects such as fetal alcohol syndrome (FAS).  FAS is characterized by 
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slowed growth, heart problems, mental retardation, and abnormalities in facial features (20).   

Exposure to teratogens (any substance that can cause or increase the chance of a birth 

defect) (21) and drug use (22, 23) during pregnancy are recognized risk factors for birth 

defects. Exposure to environmental chemicals and ionizing radiation increases the risk of 

development of embriopathy (fetus disorders) (8, 11, 12). Deferent infections, such as 

rubella, toxoplasmosis, listeriosis, cytomegalovirus, and syphilis can cause birth defects in 

the infants of women who have these infectious diseases during pregnancy (12, 24, 25, 26). 

According to studies epilepsy and diabetes increase the chances of birth defects (9, 22). 

Data suggest that the number of birth defects increases with maternal age and for 

women less than 20 years old. For example, a woman who's 35 has 1 in 350 chances of 

having a baby with Down syndrome, and a woman who's 45 has 1 chance in 30 (12, 27). 

Genetic factors also play a significant role in development of birth defects. The 

number or structure of chromosomes can cause birth defects (28). Inherited or mutated genes 

cause Down syndrome (27, 28), achondroplasia (a form of dwarfism), Marfan syndrome (a 

connective tissue disease), and polydactyl (extra fingers or toes) (1, 27, 28).  There is also a 

form of inheritance called X-linked, such as hemophilia, color -blindness and Duchenne 

muscular dystrophy (progressive muscle weakness) (1, 28). Genetic disorders are not limited 

to these syndromes only.  They can cause abnormalities in all organ-systems, the clinical 

appearance of which cannot be identified wholly at the time of childbirth (1, 28). 

It is still difficult to identify the specific causes of inborn abnormalitie s because many 

birth defects appear to be caused by a combination of genetic and environmental factors. 

Some examples include cleft lip and palate, clubfoot, ankle or foot deformities, spina bifida, 

anencephaly, and some heart defects (8, 11, 12).  Thus, taking into account that birth defect is 

a lifelong disease with significant consequences on child development and creates an 

economic burden on the society; the determination of the main risk factors leading to the 
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development of birth defects is essential for the prevention of the disease.  

 

 

Situation in Armenia 

 

The economic crisis that Armenia faced after independence had a significant impact 

on the health sector resulting in a dramatic decrease in the level of health expenditures and a 

deterioration of the health system (4). During this period, budgetary spending on health care 

plunged from about 2.7 % of the GDP in 1990 to 1.5 % in 2004 (4, 29).  

These conditions have significantly affected the medical demographic situation in 

Armenia.  Birth rate decreased in Armenia from 22.5 per 1000 population in 1990 to 11.2 in 

2003 (10). At the same time infant morbidity from birth defects has increased in Armenia in 

the last years; it increased from 8.3 to 13.8 per -1000 full term births from 1990 to 2003 and 

from 25.5 to 44.7 per-1000 preterm births from 1990 to 2003 (10). Thus, birth defect is a 

serious public health problem in Armenia.  

Living standards decreased dramatically in the years following independence and 

currently more than half of the population lives below the poverty line (29). This trend has 

had negative impact on health status of the population, particularly affecting vulnerable 

segments of the population including women and children. The diet of the majority of women 

in Armenia has changed significantly in the recent years. Although not all pregnant women 

will be able to receive complete vitamin nutrition only through diet, vitamin supplements are 

rarely taken in Armenia. Women associate them with medicine and think that they may harm 

the fetus to some extend (personal communication with gynecologists, May, 2005).  

 In spite of the fact that the prevalence of smoking in women is low (3.1 % compared 

with 23% of the European region), high prevalence of smoking among Armenian men (67.5 
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%) contributes to the increase in the second hand (passive) smoking among women. In fact 

second hand smoke poses a real risk to both a pregnant woman and her unborn baby (8, 11). 

In Armenia, even if women are aware of the risks of secondary smoke, they often are not in 

control of their environment. Study conducted by the California Birth Defects Monitoring 

Program in 1999 showed that mother’s smoking (including passive smoking) during 

pregnancy increased the risk of having baby with oral clefts. 

There are a number of steps a woman can take to reduce the risk of her baby having a 

birth defect. One important step is a pre-pregnancy visit with health care provider. Pregnant 

women who get adequate prenatal care are more likely to have healthy babies and fewer 

complications during labor and recovery (2, 8). However, an increasing number of pregnant 

women in Armenia are not visiting prenatal clinics. Of all 36,824 pregnant women 2,619 (7 

%) did not visit prenatal clinics in 2003 and of 37, 839 pregnant women 3,044 (8 %) did not 

visit prenatal clinics in 2004, in Armenia (30). 

No epidemiological studies have been conducted in Armenia to investigate 

contributing factors of birth defects, despite the public health importance of this issue. The 

present research addresses the situation of birth defects in Armenia and identifies which 

factors play crucial roles for the development of birth defects.  
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Pilot Study 

 

A small study was conducted to pre-test the questionnaire and obtain preliminary data 

on the birth defect situation in Yerevan.  The survey was conducted between July 15, 2005 

and August 5, 2005. Three polyclinics (# 19, “Arabkir”, and polyclinic of the “Second 

Clinical Union”) were randomly selected from all pediatric polyclinics in Yerevan. The cases 

and the controls were selected from these pediatric polyclinics using the same methodology 

as described in the study.  

From 44 eligible women 40 interviews were obtained, 1 woman refused to respond 

and 3 women were not at home. 20 mothers of infants with birth defects and 20 mothers of 

infants without birth defects were interviewed at their home using face -to face interviews. It 

took about 15-20 minutes to complete one  interview.  The response rate was 95% among 

cases (1 out of 21women was not at home) and 87 % among controls (1 out of 23 one women 

refused to participate and two were not at home).  

The analysis of the 40 completed questionnaires was performed using STATA 7.0 

statistical package. Statistical analysis included descriptive statistics (frequencies, means, and 

standard deviation) and simple logistic regression.   

 

Demographic characteristics 

The mean age of the cases (mothers) was 26.9 ± 3.9 (the age range from 21 to 34) and 

the mean age of the controls (mothers) was 25.2±4.8 (with the range of 18-36). The mean age 

of first pregnancy was 24.4± 3.3 for cases (with the range of 20-31) and 22.8 ± 3.9 (with the 

range of 18-34) for controls. All the results of simple logistic regression with demographic 

characteristics are summarized in the Appendix 1. 

Of 20 cases 9 (45 %) had high education, while of 20 controls 16 (80 %) had high 
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education. The prevalence of the other demographic characteristics such as occupation, 

medical background, monthly family expenditure, marital status, number of pregnancies, 

number of children, numbe r of abortion, and miscarriages were similar in both groups (cases 

and controls).  

Gender distribution among infants shows that there are more males than females in 

the group of cases (60 % vs. 40 % respectively) and equal number of males and females in 

the group of controls (50 % vs. 50 % respectively).  

 

Maternal risk factors 

The results of the pilot study have shown that mothers of case patients more likely to 

use vitamin during pregnancy (70 % of all cases and 45 % of all controls). About 65% of 

cases and 80 % of controls mentioned that they made changes in diet during pregnancy.  

The study has also revealed that cases have had influenza or other respiratory 

infectious illnesses and gestoses (toxicoses) during pregnancy two times as often as controls 

(respectively 80% vs. 40% and 45% vs. 20%).  

All mothers received prenatal care from professional providers. Most of the women 

applied for prenatal check up late in their pregnancy (4th month). However, after the first 

prenatal care visit almost all women attended the health care facility regularly (at least twice 

per month).  Cases were less likely to receive prenatal consultation during the first trimester 

(35%) comparing with controls (45%).  

According to the results of the pilot study only one woman reported current smoking 

and smoking during pregnancy (one cigarette per day). However, 80 % of cases and 70 % of 

controls live in a household in which other people smoke on a daily basis. The majority of 

cases (69 %) and controls (79 %) reported that family members who smoke regularly were 

smoking in the same room during their last pregnancy. Compared to controls, cases were less 
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likely to consider that second hand smoking during pregnancy was harmful for fetus (50 % 

cases and 60 % of controls).  

Drinking is not widespread among women. The overwhelming majority of the 

respondents 95 % of cases and 80 % of controls had never drunk during the last pregnancy, 

while 5 % of cases and 20 % of controls used 30-50 ml cognac or wine at least twice during 

pregnancy.   

The results of simple logistic regression analyses with different maternal risk factors 

and corresponding 95% Confidence Intervals (CI) as well as the total number of responses for 

each variable are summarized in the Appendix 1.  
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Methods  

 

Study design 

Taking into consideration that the objective of the study is to define the association 

between the risk of birth defect and maternal vitamin use, prenatal care, and prenatal 

exposure to environmental tobacco smoke and infections, a case -control design is proposed to 

investigate the relationship between the dependent variable (outcome) and the independent 

variables (predictors). This type of study is chosen because of its efficiency. It is relatively 

short in length, inexpensive, and can study association of a disease with several exposures (it 

is possible to eliminate the effect of multiple confounders and to test the interaction of 

number of factors). 

 

Study variables 

The dependent variable, birth defect, is defined as a binary variable. Independent 

variables are maternal risk factors (maternal vitamin use, prenatal care, and prenatal exposure 

to environmental tobacco smoke and infections) defined as binary. Intervening variables are 

mothers’ age, education, medical background, marital status, socio-economic status, age of 

the first pregnancy, presence or absence of birth defects among family members or relatives. 

Summary of the study variables and their measurement scales are presented in table 2.  
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Table 2. Study variables by name and types 
 
Variables Type  Measure 
Dependent (outcome) 
 
Presence or absence of birth defect Nominal/Binary Measured as 0 (control group) or 

1 (cases) 
Independent (predictors ) 
Maternal risk factors  
Vitamin use  Nominal/Binary Measured as 0-No or 1- Yes 
Prenatal care Nominal/ Binary Measured as 0-No or 1- Yes 
Prenatal exposure to environmental 
tobacco smoke  

 Nominal /Binary Measured as 0-No or 1- Yes 

Prenatal exposure to  infections  Nominal/Binary Measured as 0-No or 1- Yes 
Intervening variables   
Family history  Nominal/Binary Measured as 0-No or 1- Yes 
Mothers’ age Numerical Measured as continuous variable 
Age of first pregnancy Numerical Measured as continuous variable 
Education Ordinal Measured as 1-School (8 year); 2-

School (10 year); 3-College; 4- 
Institute/University 

Medical background Nominal/Binary Measured as 0-No or 1- Yes 
Marital status Nominal Measured as 1-Married; 2-Single; 

3-Divorced; 4-Widowed 
Socio-economic status* 

 

Ordinal 

 

Measured as  
1-Below 20,000 drams  
2 -20,001 - 40,000drams 
3 -40,001 – 60,000 drams  
4 -60,001 – 80,000 drams  
5 -More than 80,001 drams 
 

*Socio-economic status of each respondent was determined taking into account the amount of money 
respondent mentioned during interview as the sum her family spends on average per month. 
 

Study population and sampling methodology 

The target population is infants aged 0-1 years old living in Yerevan. As was noted 

earlier, mortality rate from birth defects is high (compared to other causes of infant deaths); it 

is the second leading cause of all inf ant deaths during the first year of life.  Thus, in order to 

have incidence cases and to decrease recall bias infants aged 0-1years old will be selected as 

target population. To have a more representative sample, it is appropriate to choose the 

samples from all of the 22 pediatric polyclinics in Yerevan.  

Sampling frame: Registries in pediatric polyclinics are more accurate and for 

feasibility of the study the pediatric polyclinics’ registration list will be used to identify the 
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study population. In each polyclinic, a list of infants with birth defect aged 0-1 years and 

infants without birth defect will be generated. The Simple Random Sampling (SRM) method 

will be used to select the study population since the list of patients will be available.  

Numbers will be drawn randomly between the last and the first ones on the list, sampling 

without replacement, using a computer (or calculate) generated method. Random sampling 

will give to every eligible individual an equal chance of being selected. For each case one 

control will be chosen. Both, the cases and the controls will be obtained from the same 

polyclinic and the same district to control socioeconomic status and environment.   

Definition of cases and controls 

 According to the World Alliance of Non-Governmenta l Organizations for the 

prevention of birth defects and most U.S. governmental and academic organizations birth 

defect was defined as "Any structural or functional anomaly manifesting at any age of 

environmental or genetic nature  (inherited or not) due to causes acting before birth"  

Cases are infants with birth defect and their mothers.  Controls are infants without birth 

defect and their mothers. 

Inclusion criteria 

Eligibility criteria for the selection of sample units are the following: 

Children on the pediatric polyclinics registries aged 0-1 whose parents reside in Yerevan.  

Mothers of children age 0-1 years; who have Yerevan residence and willingness to participate 

in the study. 

 

Sample size 
 

To determine sample size for two equally independent samples, the following formula 

is used 

( ){ ( ) ( )}
( )2
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2

221112/1 1112
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PPPPzPPz
n

−

−+−+−
= −− βα  
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2
1 1 PPOR

POR
P

−+
=    (proportion exposed in cases)  

=2P  proportion exposed in controls        

The sample size calculation was accomplished using STATA statistical package. 

Defining the value for α  = 0.05 (two sided), β=0.2 (power =0.8), let P2 denote the estimated 

exposure among controls (namely, exposure to infections during pregnancy among controls) 

and = 0.15, then with OR=2 (18, 19), P 1=0.26, the required sample size was calculated as 

equal to 229 cases and 229 controls. 

Estimated sample size for two -sample comparison of proportions 

 Alpha = 0.05 (two -sided),  Power = 0.8 
 p1 = 0.2600 and  p2 =   0.1500  

  n1 =n2 = 229   
During the pilot study, the response rate, as calculated by dividing the number of 

completed interviews by the total number of eligible women has been estimated to be 90 %. 

Thus, it is proposed to select 260 participants in each group to assure the needed sample size 

in case of non-responses.  

 

Study instrument 

The study instrument is a questionnaire comprised of demographic questions and 

domains on the pregnancy history including maternal health, diet and substance use during 

pregnancy (Appendix 2, 3). Part of the questionnaire (pregnancy history) was adapted from 

the Final Report for the Jinishian Memorial Program “Effectiveness of a health education 

program for pregnant women in Yerevan” (31). The questionnaire has been pre-tested during 

the pilot study. The average duration of the questionnaire’s completion during the pilot study 

was about 15-20 minutes.  

As a result of the pilot, the questionnaire was minimally changed. Some changes were 

made in the wording of questions, as well as in some of the skip commands. 
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Data collection 

Data will be collected from the infants’ medical records. Also data concerning 

prenatal exposure to various risk factors will be collected by means of face-to face interviews 

conducted with the mothers at home. The trained interviewers, upon obtaining the answers 

from the respondents, will complete the questionnaire. Before answering questions, mothers 

will be familiarized with the study and will sign the consent form.  

 
Data analysis 

Data will be entered into SPSS-11 software package. Double entry and subsequent 

cleaning will be used to ensure the accuracy of the data entry. Afterwards the data will be 

transferred to the STATA statistical package and statistical analysis will be carried out.  

The chi-squire test will be used to identify the association between each independent 

and dependent variables. Also, odds ratios with 95% confidence intervals will be calculated 

by simple logistic regression, to assess the strength of association. In order to control 

potential confounders and test interaction between variables multivariate logistic regression 

will be used. For the confirmation of the association, the 5% of statistical level is selected. 

Under the p-value of the  chi-squire or logistic regression test statistic less than 0.05, it will be 

concluded that there is an association between the variables of interest. Otherwise, the 

association will be rejected. 
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Study Limitations  

 

• Recall bias-typical for case-control studies: Although infants aged 0-1 years old will be 

selected as study population to minimize this type of bias, the differential recall between 

cases and controls still can be a source of recall bias.  

• Lack of external generalizability: Since the study will be conducted in Yerevan, the 

results of the study may not be completely generalized to all infants and their mothers of 

Armenia, especially to those living in rural regions. 

• Ascertainment diagnosis bias: Ascertainment of cases and controls was based on medical 

records from different pediatric polyclinics.  

• Selection bias: Exclusion of infants who are registered in maternity hospitals: For 

feasibility of the study, registries in pediatric polyclinics will be used. Although after the 

child is born he/she stays in the maternity hospital for a short period of time (on an 

average 3-4 days) and then they are attached to pediatric polyclinics, in some cases 

children born with severe birth defects are left in the maternity hospital and these 

children wind up in the specialized clinic, the orphanage in Gyumri.  Thus, these infants 

with severe cases will be not included in the study population. However, the number of 

these children is small (3 children in 2004 and 2 children in 2005) and will not bias the 

results of the study (Table 3). This information was obtained through personal 

communication with employees from Ministry of Labor and Social Issues. 
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Ethical Considerations  

 

The AUA committee on Human Research (IRB) approved the study as a grant 

proposal.  Before answering questions, mothers will be familiarized with the study and will 

sign the consent form. It includes a description of the nature of the research, information 

about the benefits and risks for the study participants and information that participation in the 

study is voluntary (Appendix 4, 5). Giving a unique identifier to each interview will ensure 

confidentiality of participants. Only the study investigators will have access to the name and 

identification numbers of the participants.  

 

 

Time Frame for the Study 

 

The time frame for the project will be planed in a way to manage all activities. The 

duration of the study is anticipated to be 6 months. Before initiating the study, the personnel 

(9 persons) will be hired. During the first month preparatory work will be performed: 

appropriate office and supplies preparation, copies of questionnaires. The project assistant 

will perform the training that aims to standardize interviewers’ behavior in asking questions 

during the first month. 

Data collection will take place the next month. Completion of the questionnaire will 

take approximately 15-20 minutes and it is proposed that each interviewer be able to conduct 

5 interviews per day.  In addition, interviewers will work with infants’ medical records and 

fill the necessary information into abstract forms. It is anticipated that 5 medical records be 

reviewed per day. As 4 interviewers will be hired for the project, they will complete about 20 

interviews and fill about 20 abstract forms per day. Taking into account that a total of 520 
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interviews will be conducted and 520 medical records will be reviewed, data collection will 

require at least 1.5 month (taking into account time for correction and picking up some 

problems). During data collection coding and data entry will start. Afterwards, during the last 

two months the data analysis and the preparation of the final report will be performed.  

Timeframe 
 Months 

Activity 1 2 3 4 5 6 

Hiring the staff, preparation of 
supplies, equipment, copies of 
questionnaire,  etc. 

      

Data collection         

Data entry       

Data analysis        

Preparation of the final report        

 
 

 

Logistic consideration 

 

Personnel responsibilities 

The program coordinator is responsible for all program activities, for the study 

management and administration. The project assistant is responsible for training the 

interviewers, as well as for data collection, data entry and analysis. The analyst is responsible 

for performing statistical analysis of the data and preparing the final report. Four trained 

interviewers will complete the questionnaires and fill the abstract forms. Each interviewer 

will conduct a total of 130 interviews and fill 130 abstract forms. The accountant will be 

responsible for the accounts preparation and the financial statement preparation. 

 



19 

  

Budget 

The estimated budget for implementing the proposed study is 16,834 US $. This 

amount is calculated to cover the operational costs (car rent, car maintenance, fuel, office 

rent, office supplies, communication and electricity), the capital assets (computers, printer, 

copier) expenses and staff salarie s.  

Salaries together with taxes comprise about 67 % of total expenditures. The program 

coordinator will be paid $600 per month during the six months of the study ($3,600), the 

program assistant will be paid $500 per month during the six months of the study ($3,000); 

each interviewer will fill 130 abstract forms and conduct 130 interviews and the cost of the 

filled questionnaire and abstract form is $3. The total cost of 520 filled questionnaires and 

520 abstract forms is $1,560. The accountant will receive  $50 per month during the six 

months ($200). Two drivers for two months (first two months) will be paid $400.  

The cost of capital assets is about 12 % ($1,900) of the total expenditures including 

the cost of two computers (for data entry and analysis), one copier and one printer. The 

operational cost is covered by 15 % ($2,580) of total expenditures, including the cost of 

office rent, office supplies, communication and electricity for six months; also the cost of car 

rent, car maintenance, and fuel for two months.  

The total expenditure for printing and coping the 7- page questionnaires, 2- page 

consent form, and 1- page abstract form is $150 (0.03*10*520); and additional $50 is needed 

for training materials: this covers 1.2 % (200) of the total budget. 5 % of the total budget 

covers unexpected expenditures (Table 4). 
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Project Feasibility 

 

The proposed research is feasible due to many factors:  

Technical considerations.  The survey will be conducted by the special team, including 

Public Health specialists, who have also skills and knowledge in health statistics. Besides, 

trained interviewers and analyst with previous experience will perform the study.  The office 

room, office equipment and statistical packages for data entry and data analysis will support 

the technical feasibility.  

Logistic considerations. The duration of the study is anticipated to be 6 months. 

Financial considerations The proposed project is not very expensive. However, its 

implementation depends on the financial support of governmental and non-governmental 

organizations. Considering the importance of the problem of birth defect, it is anticipated that 

there are organizations which will be interested in children’s health protection and the 

conducting of this research. 

Administrative considerations. The coordinator of the proposed research should have good 

managerial and communication skills and work experience, which will support and simplify 

the conducting of the project. 

Political considerations. Taking into consideration that birth defects are lifelong diseases 

with significant consequences on child development contributing to long term disability and 

create an economic burden on the society, health policy makers of the Ministry of Health 

should be interested in the project implementation and further preventive strategies 

development.  
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Table 1. Infant mortality by main classification of causes. Infant mortality rate per-

10,000 live births from different causes (cause specific death rate), Armenia, 1995 -2003 

 Total Per 10 000 live births  

 1995 2000 2001 2002 2003 1995 2000 2001 2002 2003 
Deaths by all 
causes 
Of which 

697 540  497 450  422  142.4 155.6  153.5 139.6 117.9 

Infectious and 
parasitic disease 

99 
14.2% 

56 
10.4% 

37 
7.4% 

31 
6.9% 

27 
6.4% 20.2 16.3 11.5 9.6 7.5 

Disease of the 
respiratory 
system 

154 
22% 

95 
17.9% 

75 
15.1% 

56 
12.4% 

47 
11.1% 31.5 27.7 23.4 17.4 13.1 

Disease of the 
digestive system 

7 
1.0% 

1 
0.18% 

1 
0.2% 

0 
 

2 
0.5% 1.4 0.3 0.3 0 0.6 

Congenital 
anomalies 

117 
16.8% 

134 
24.8% 

120 
24.1%  

123 
27.3% 

102 
24.2% 23.9 39.1 37.4 38.2 28.5 

Conditions 
originating in the 
perinatal period 

259 
37% 

211 
39.1% 

228 
45.9%  

207 
46% 

193 
45.7% 52.9 61.1 71.1 64.2 53.9 

Accidents, 
poisoning, 
injuries 

17 
2.4% 

10 
1.9% 

7 
1.4% 

7 
1.6% 

5 
0.96% 3.5 2.9 2.2 2.2 1.4 

Statistical Yearbook of Armenia. Yerevan. 2004.  
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Table 3. Number of infants with birth defects wind up in specialized clinic, the 

orphanage in Gyumri (Armenia), 2004-2005. 
 

Number of children wind up in specialized clinics 

In Armenia In Yerevan Years 

From maternity hospitals Total From maternity hospitals Total 

In 2004 13 31 3 9 

In 2005 (first six months) - 15 - 2 

Personal communication with employees from Ministry of Labor and Social Issues, August , 2005 
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Table 4. Budget of the proposed study “Identification of Maternal Risk Factors 

responsible for Infant Birth Defects in Yerevan, Armenia”   
 

 $  Duration Total 

Personnel   Salary/month   

Program coordinator $ 600 6 months $ 3,600 
Program assistant $ 500 6 months $ 3,000 

Interviewer $ 3 /interview 520 interview $ 1,560 
Data analyst $ 300 per month 2 months $ 600 

Accountant $ 50   per month 6 months $ 300 
Driver $ 100 per month 2 months, two drivers $ 400 

Subtotal   $ 9,460 

Salary taxes 

 average 20% of the 
subtotal 

  $ 1,892 

Subtotal   11,352 
Operational cost s    

Office rent for 6 months $ 100 per month 6 months $ 600 
Office supplies $ 50  per month 6 months $ 300 

Communication and 
electricity 

$ 80  per month 6 months $ 480 

Car rental and 
maintenance 

$ 200 per month 2 months, two cars $ 800 

Fuel cost  $ 100 per car/per 
month 

2 months, two cars $ 400 

Subtotal   $ 2 ,580 
Capital assets    

Computer $ 600  2 computer $ 1,200 
Copier  $ 400  1 copier  $ 400 

Printer $ 300 1 printer $ 300 

Subtotal   $ 1,900 
Training materials and 

copying 

$ 100 per month 2 months $ 200 

Total   16,032 

Unexpected expenses 5 % of the total cost  802 

Total cost of the project   16,834 
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Appendix 1. Results of the Pilot Study 
 

Odds Ratios (ORs) associated with mothers’ demographic  characteristics:  
Pilot study, Yerevan, 2005 

Variable Case 
% (n) 

Control 
% (n) 

OR 95 % CI 

Age, (years) mean (SD) 26.9 (3.946) 25.2 (4.804) 1.10 0.95-1.28 
Age  categories: 

Younger (<25) 2 
Older      (≥25) 

 
35 (7) 

  65 (13) 

 
60 (12) 

        40 (8) 

 
1.00 
2.79 

 
0.77 -10.04 

Age of first pregnancy,  mean (SD) 24.4 (3.331) 22.8 (3.932) 1.14 0.95-1.37 

Medical background: 
No 
Yes 

 
  80 (16) 

20 (4) 

 
  70 (14) 
30 (6) 

 
0.58 

 
0.14-2.50 

Education status: 
School (8 year) 
School (10 year) 
College  
Institute/University2 

 
         5  (1) 

50 (10) 
         25 (5) 
         20 (4) 

 
00 

20 (4) 
30 (6) 

   50 (10) 

 
*1 

6.25 
2.08 
1.00 

 
 

1.21 -32.21 † 
0.40 -10.95 

 
Education status: 

Low (school 8-10years)  2 
High (college/university) 

 
  55 (11) 

45 (9) 

 
 20 (4) 

   80 (16) 
 

 
1.00 
0.21 

 
0.05 -0.83 † 

Marital status : 
Married2 
Single 

 
  95 (19) 

5   (1) 

 
   95 (19) 

5   (1) 

 
1.00 
1.00 

 
0.05 -17.18 

Employment status: 
Employed2 
Unemployed 

 
25 (5) 

 75 (15) 

 
35 (7) 

   65 (13) 

 
1.00 
1.62 

 
(0.41-6.34) 

Average Monthly Expenditure : 
Below 20,000 drams (below US$ 50) 
20,001 - 40,000drams (below US$ 100) 
40,001 – 60,000 drams (below US$ 150) 
60,001 – 80,000 drams (below US$200) 
More than 80,001 drams (above US$ 200) 2 

 
10 (2) 
35 (7) 

         10 (2) 
         5   (1) 

30 (6) 

 
0.00 

45 (9) 
10 (2) 
15 (3) 
25 (5) 

 
*1 

0.65 
0.83 
0.28 
1.00 

 
 

0.14-3.04 
0.08-8.24 
0.02-3.58 

 
Number of abortions,          mean (SD)  0.55 (1.669) 0.55 (1.317) 1.00 0.66-1.53 

Number of miscarriages,    mean (SD) 0.10 (0.308) 0.05 (0.224) 2.1 0.18 -25.35 

Number of pregnancy,       mean (SD) 2.05 (0.212) 2.10 (0.774) 0.97 0.72-1.36 

Number of children,        mean (SD) 1.55 (0.686) 1.50 (0.761) 1.12 0.46-2.67 
 

†Statistically significant association (p= 0.05)  
*1  For this variable the data was insufficient to obtain interpretable results for simple logistic 
regression 
 2 Reference group 
 

The levels of some independent variables were reduced for the analytic reasons. Mothers’ 
educational level was defined as high (more than 10years of school education) and low (less or equal 
to 10 years of school education). 
OR of birth defects for continues independent variables compared a group that is one year older than 
another. 
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Appendix 1. Results o f Pilot Study 

Odds Ratios (ORs) associated with maternal risk factors during pregnancy:  
Pilot study, Yerevan, 2005 

% (n) 
Risk factors 

Cases  Controls 
OR 95% CI 

First prenatal consultation: 
After 12 week pregnancy  2 
Before 12 week pregnancy 

 
65 (13) 
35 (7) 

 
55 (11) 
45 (9) 

 
1.00 
0.66 

 
0.18 -2.35 

 
Vitamin use during pregnancy: 

No 
Yes  

 
30  (6) 
70 (14) 

 
55 (11) 
45  (9) 

 
2.85 

 
0.78-10.47 

Vitamin use : 
During 1 trimester 

No 
Yes  

During 2 trimester 
No 
Yes  

During 3 trimester 
No 
Yes  

 
 

67 (8) 
33 (4) 

 
50 (6) 
50 (6) 

 
42 (5) 
58 (7) 

 
 

88 (7)  
13 (1) 

 
13 (1) 
88 (7) 

 
75 (6) 
25 (2) 

 
 

3.5 
 
 

0.14 
 
 

4.2 

 
 

0.31-39.15 
 
 

0.01 -1.55 
 
 

0.59-30.10 

Changes in diet during pregnancy 
No 
Yes  

 
35 (7) 

  65 (13) 

 
20 (4) 

  80 (16) 

 
0.46    

 
0.11 -1.94 

Eat more fruits and vegetables:  
No 
Yes  

Eat more dairy products 
No 
Yes  

 
15 (2) 

   85 (11) 
 

62 (8) 
39 (5) 

 
25 (4) 

  75 (12) 
 

 63 (10) 
38 (6) 

 
       1.83    
 
 

1.04 

 
    0.28-12.07 
 
 
     0.23-4.70 

Presence of  family members who smoke: 
No 
Yes  

 
20 (4) 

  80 (16) 

 
30 (6) 

  70 (14) 

 
1.71 

 
0.40 –7.34 

Second hand smoking during pregnancy  
 No 
Yes           

 
31 (5) 

  69 (11) 

 
21 (3) 

  79 (11) 

 
0.6 

 
0.11 -3.15 

Second hand smoking during pregnancy  
negatively affects the fetus 

No 
Yes           

 
 

50 (10) 
50 (10) 

 
 

35 (7) 
  60 (12) 

 
 

0.58 

 
 

0.16 - 2.10 

 Alcohol use during pregnancy:1 
Never 
Other 

 
 95 (19) 

5 (1) 

 
  80 (16) 

20 (4) 

 
0.21    

 
0.02 -2.08 

 Influenza/respiratory infectious illnesses 
during pregnancy: 

No 
Yes           

 
 

20 (4) 
  80 (16) 

 
 

   60 (12) 
40 (8) 

 
 

6.0 

 
 

1.46 - 24.69 † 

Influenza/respiratory infectious illnesses 
during pregnancy: 
   During 1 trimester 

No 
Yes  

  During 2 trimester 
No 
Yes  

 

 
 
 

47 (7) 
53 (8) 

 
38 (6) 

  65 (10) 
 

 
 
 

75 (6) 
25 (2) 

 
38 (6) 
63 (5) 

 

 
 
 

3.43 
 
 

1.0 
 
 

 
 
 

0.52 -22.8 
 
 

0.17 -5.77 
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  During 3 trimester 
No 

             Yes 

 
50 (8) 
50 (8) 

 
63 (5) 
38 (3) 

 
1.67 

 
0.29 -9.45 

Gestoses (Toxicoses) during pregnancy: 
No 
Yes     

 
  55 (11) 

45 (9) 

   
 80 (16) 
20 (4) 

 
3.27 

 
0.80 - 13.35 

†Statistically significant association (p=0.05)  
2 Reference group 
1Nobody chose every day, once a week, once a month options  
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Appendix 2.  English Version of the Questionnaire  
 

Identification of the main Maternal Risk Factors responsible for Infants Birth 

Defects in Yerevan, Armenia  
Data of interview (dd/mm/yy) 
Interviewer 

Data Entry # 
START TIME:  

 
DEMOGRAPHIC QUESTIONS  

 
1.  First name    Last name 

 
2.  Date of Birth       __    __     __  

DD  MM  YY 

 
3.  What is your completed educational level? 

1.  School (8 years or less)  [ ] 
2.  School (10 years)       [ ] 
3.  College          [ ] 
4.  Institute/University  [ ]  
5.  Post-graduate        [ ] 
6.  Other   

 

4.     Do you have medical background (graduate from medical university or medical 
college)? 

1.  Yes (specify)      [ ] 
2.  No        [ ] 

 
5.  Are you currently employed ? 

1.  Employed (skip Q. 7 )  [ ] 
2.  Unemployed    [ ] 
3.  Student         [ ] 

 
6.  Have you ever held a job? 

1.  Yes     [ ] 
2.  No         [ ] 

 
7.  What is your current marital status? 

1.  Married      [ ] 
2.  Single    [ ] 
3.  Divorced      [ ] 
4.  Widowed      [ ] 
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8.  Including yourself how many people usually live in this household?  
Record Number  

 
9.  How many rooms does your apartment /house have, including kitchen, living    

room, dining room, and bedroom? 

Record Number  
 

10. On average how much money does your household spend monthly? 
1.  Below 20 000 dram  [ ] 
2.  20 001 to 40 000 dram  [ ]  
3.  40 001 to 60 000 dram  [ ] 
4.  60 001 to 80 000 dram  [ ]    
5.  More than 80 001 dram  [ ] 
88.  Don’t know   [ ] 
99.  Refused to answer  [ ] 

 

  
PREGNANCY HISTORY 

 

SECTION 1. BACKGROUND INFORMATION  
 

1.  What was your age at first pregnancy?  
Years old  

 
  

Record 
number 

 

99.Refused 
to respond 

88.Don’t 
know  

2.    How many times have 
you been pregnant?  

[ ] [ ] [ ] 

3.    How many children do 
you have ? 

[ ]   

4.    How many abortion 
have you had ?  

[ ] [ ] [ ] 

5.    How many miscarriages 
have you had?  

[ ] [ ] [ ] 

6.    How many stillborns 
have you had ? 

[ ] [ ] [ ] 

7.    How many infants have 
you had that have died? 

[ ] [ ] [ ] 
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SECTION 2. FAMILY HISTORY 

 
8.  Is there anybody of your children with the confirmed diagnosis of birth defect? 

1.  Yes (specify)   [ ] 
2.  No     [ ] 
99. Refused to Respond  [ ] 
 

9.  Were you or your husband ever diagnosed with birth defect? 
1.  Yes (specify)   [ ] 
2.  No     [ ] 
99. Refused to Respond  [ ] 
 

10. Is there anybody of your relatives with the confirmed diagnosis of birth defect?  
1.  Yes (specify)   [ ] 
2.  No     [ ] 
88. Don’t know   [ ] 
99. Refused to Respond  [ ] 

 
 

SECTION 3.  PRENATAL CARE 
 

11. Did you visit prenatal  consultation for this pregnancy ? 
1.  Yes     [ ] 
2.  No (skip to Q. 15)   [ ] 

 
12. How many times did you visit the prenatal consultation? 

During the first trimester?   
88. Don’t know   [ ] 

 
During the second trimester ?   
88. Don’t know   [ ] 
 
During the last trimester ?   
88. Don’t know   [ ] 
 

13. Did you follow your doctor or nurse advice? 
1.  Yes     [ ] 
2.  No      [ ] 

 
 

SECTION 4. VITAMIN SUPPLEMNTS  
 
14. During your prenatal consultations, did your doctor or nurse talk to you about 

taking vitamin supplements during your pregnancy?  
1.  Yes    [ ]  
2.  No     [ ] 
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15. Did you take vitamin supplements during pregnancy?  

1.  Yes    [ ] 
2.  No (Skip to Q.19)   [ ] 

 
16. If yes what vitamin did you take?   
 
17. How long did you take vitamin supplements? 

Record number   
88. Don’t know   [ ] 

 
18. When did you take vitamins? 

During the first trimester ?    [ ] 
88. Don’t know   [ ] 

 
During the second trimester ?  [ ] 
88. Don’t know   [ ] 
   
During the last trimester ?    [ ] 
88. Don’t know   [ ] 

 
 

SECTION 5. NUTRITION. 
 

19. Did you make significant changes in your eating habits during your pregnancy?  
1.  Yes    [ ] 
2.  No (skip to Q. 21)   [ ] 

    
20. What changes did you make? 

1.  Eat more than usual   [ ] 
2.  Eat more fruits and vegetables  [ ] 
3.  Eat more frequently in small quantities    [ ] 
4.  Eat more dairy products       [ ] 
 

21. What kind of food did you prefer to eat during this pregnancy? 
           

 
 

SECTION 6.  SMOKING  AND PREGNANCY 
 

22. Do you smoke now ? 
1.  Yes   [ ] 
2.  No     [ ] 
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23. Did you smoke during pregnancy? 
1.  Yes   [ ] 
2.  No (Skip to Q.25)  [ ] 

 
24. How many cigarettes did you smoke per day ? 

 
1.  Less than one cigarette a day  [ ] 
2.  One cigarette a day   [ ] 
3.  3-4 cigarettes a day   [ ] 
4.  5-7 cigarettes a day   [ ] 
5.  10 cigarettes a day   [ ] 
6.  More than 10 cigarettes a day  [ ] 

 
25. Did anyone smoke in your house (husband, father-in-law, etc.) during your 

pregnancy? 
1.  Yes     [ ] 
2.  No (Skip to Q. 28)  [ ] 

 
26. Did your husband or others smoke in the same room as you?        

1.  Yes     [ ] 
2.  No    [ ] 
 

27. If yes, how much your husband or others smoke in the same room as you?     
    

1.  Less than one cigarette a day  [ ] 
2.  One cigarette a day   [ ] 
3.  3-4 cigarettes a day   [ ] 
4.  5-7 cigarettes a day   [ ] 
5.  10 cigarettes a day   [ ] 
6.  More than 10 cigarettes a day  [ ] 

 
28. Do you know that passive smoking during pregnancy can affect your fetus? 

1.  Yes   [ ] 
2.  No    [ ] 

 

 
Now, I am going to ask about alcohol use during pregnancy. 

 
29. Approximately, how often did you drink alcohol, including vodka, beer, and 

wine during pregnancy?  
 

1.  Every day   [ ]    
2.  Once a week  [ ] 
3.  Once a month  [ ] 
4.  Never   [ ] 
5.  Other  
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30. On the days that you drink, about how many drinks do you usually have each   
day? (One drink for vodka is equal to 50ml, for wine 150 ml, and for beer 
330ml).  

1.   One   [ ] 
2.   Two   [ ] 
3.   3-5    [ ] 
4.   6-9    [ ] 
5.   10 and more  [ ] 

 
Now, I am going to ask about infectious illnesses during pregnancy. 

 
31. Did you have Influenza or other Respiratory infectious illnesses during 

pregnancy?  
1.  Yes   [ ] 
2.  No (Skip to Q 33)   [ ] 

 
32. If yes when did you have those infections? 

During the first trimester ?    [ ] 
88. Don’t know   [ ] 

 
          During the second trimester ?   [ ] 

88. Don’t know   [ ] 
   
During the last trimester ?    [ ] 
88. Don’t know   [ ] 

  
33. Did you have Bladder, Kidney or Urinary Tract infections during pregnancy?  

1.  Yes   [ ] 
2.  No (Skip to Q 35)  [ ] 

 
34. If yes when did you have those infections? 

During the first trimester ?    [ ] 
88. Don’t know   [ ] 

 
During the second trimester ?   [ ] 
88. Don’t know   [ ] 
   
During the last trimester ?    [ ] 
88. Don’t know   [ ] 

   
35. Did you have sexually transmitted diseases during pregnancy?  

3.  Yes   [ ] 
4.  No (Skip to Q 37)  [ ] 

 
36. If yes when did you have those infections? 

During the first trimester ?    [ ] 
88. Don’t know   [ ] 
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During the second trimester ?   [ ] 
88. Don’t know   [ ] 
   
During the last trimester ?    [ ] 
88. Don’t know   [ ] 

  
37. Did you have the following disease/condition during pregnancy? (Check all that 

apply) 

Yes   No  
Gestoses (Toxicoses)   ___  ___  

Diabetes    ___  ___ 
Preeclampsia    ___  ___ 

Virus Hepatitis         
X-rays     __  ___  

  
38. Did you have any other Medical conditions during your pregnancy? 

          
 

 
That’s the end of the questions I have to ask you. Is there anything you would like to 

add? 
 

Thank you for sharing your thought with us. Thank you for spending time and effort! 
END TIME:   
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Appendix 3. Armenian Version of the Questionnire  

ÎñÍùÇ Ñ³ë³ÏÇ »ñ»Ë³Ý»ñÇ µÝ³ÍÇÝ ³ñ³ïÝ»ñÇÝ Ýå³ëïáÕ Ù³Ûñ³Ï³Ý éÇëÏÇ 
·áñÍáÝÝ»ñÇ Ñ³ÛïÝ³µ»ñáõÙÁ ºñ¨³ÝáõÙ  

 
Ð³ñó³Ã»ñÃ 

 
Ð³ñó³½ñáõÛóÇ ³Ùë³ÃÇíÁ (ûñ/³ÙÇë/ï³ñÇ)     

 
Ð³ñó³½ñáõó³í³ñ       

 
Ð³ñó³½ñáõÛóÇ ëÏÇ½µÁ      

 
êáóÇ³É - ÄáÕáíñ¹³·ñ³Ï³Ý ïíÛ³ÉÝ»ñ 

 
1. ÎÝáç ³ÝáõÝÁ    ²½·³ÝáõÝÁ 

 
2. ÌÝÝ¹Û³Ý ³Ùë³ÃÇíÁ   __    __     __  (ûñ/³ÙÇë/ï³ñÇ) 

 
3. ÆÝã ÏñÃáõÃÛáõÝ áõÝ»±ù 
 

1. ¸åñáó (8 ï³ñÇ)   [ ]  
2. ¸åñáó (10 ï³ñÇ)   [ ]  
3. øáÉ»ç/áõëáõÙÝ³ñ³Ý/ï»ËÝÇÏáõÙ  [ ] 
4. ÆÝëïÇïáõï/Ñ³Ù³Éë³ñ³Ý  [ ]    
5. Ð»ï¹ÇåÉáÙ³ÛÇÝ   [ ]  
6. ²ÛÉ (Ýß»ù)       

 
4. ¸áõù µÅßÏ³Ï³Ý ÏñÃáõÃÛáõÝ áõÝ»±ù  (µÅßÏ³Ï³Ý Ñ³Ù³Éë³ñ³ÝÇ Ï³Ù 

ùáÉ»çÇ ßñç³Ý³í³ñï) 
1. ²Ûá (Ýß»ù)    [ ]   
2. àã    [ ]  

 
5. ¸áõù ³ÛÅÙ ³ßË³ïáõ±Ù »ù 

1. ²ßË³ïáÕ  (²Ýó»ù Ñ³ñó 7)  [ ]   
2. ¶áñÍ³½áõñÏ    [ ] 
3. àõë³ÝáÕ     [ ] 

 
6. ¸áõù »ñµ¨Çó» ³ßË³ï»±É »ù 

1. ²Ûá   [ ] 
2. àã    [ ] 

 
7. ÆÝãåÇëÇ±Ý ¿ Ò»ñ Ý»ñÏ³ ³ÙáõëÝ³Ï³Ý Ï³ñ·³íÇ×³ÏÁ  

1. ²ÙáõëÝ³ó³Í  [ ] 
2. ØÇ³ÛÝ³Ï   [ ] 
3. ²ÙáõëÝ³ÉáõÍí³Í [ ] 
4. ²ÛñÇ   [ ] 
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8. ø³ÝÇ± Ù³ñ¹ ¿ ³åñáõÙ Ò»ñ ï³ÝÁ Ý»ñ³éÛ³É Ò»½ 

 

¶ñ³Ýó»ù ÃÇíÁ 
 

9. ²ë³ó»ù ËÝ¹ñ»Ù  ù³ÝÇ± ë»ÝÛ³ÏÇó ¿  µ³ÕÏ³ó³Í Ò»ñ µÝ³Ï³ñ³ÝÁ, 
Ý»ñ³éÛ³É ËáÑ³ÝáóÁ, ÑÛáõñ³ë»ÝÛ³ÏÁ, ×³ß³ë»ÝÛ³ÏÁ ¨ ÝÝç³ë»ÝÛ³ÏÁ 

 

¶ñ³Ýó»ù ÃÇíÁ 
 

10. Øáïáíáñ³å»ë áñù³±Ý ·áõÙ³ñ ¿ Í³ËëáõÙ Ò»ñ ÁÝï³ÝÇùÁ ³Ùë³Ï³Ý 

 
1. 20000 ¹ñ³ÙÇó ùÇã   [ ]  
2. 20001 – 40000 ¹ñ³Ù   [ ] 
3. 40001 – 60000 ¹ñ³Ù   [ ] 
4. 60001 – 80000 ¹ñ³Ù   [ ] 
5. 80001 ¹ñ³ÙÇó ß³ï   [ ] 

88. â·Çï»Ù     [ ] 
99. Ðñ³Å³ñíáõÙ ¿ å³ï³ëË³Ý»É [ ]  

 
 

ÐÕÇáõÃÛ³Ý å³ïÙáõÃÛáõÝ 
 

´³ÅÇÝ 1. ÀÝ¹Ñ³Ýáõñ ï»Õ»ÏáõÃÛáõÝÝ»ñ 
 

1. ÊÝ¹ñáõÙ »Ù ³ë³ó»ù Ò»ñ ï³ñÇùÁ ³é³çÇÝ ÑÕÇáõÃÛ³Ý Å³Ù³Ý³Ï 

 

Üß»ù ï³ñÇùÁ  
 

 ¶ñ³Ýó»ù ÃÇíÁ 99. Ðñ³Å³ñíáõÙ ¿ 
å³ï³ëË³Ý»É  

88. â·Çï»Ù 
 

2.   ø³ÝÇ± ³Ý·³Ù 
»ù ÑÕÇ »Õ»É  

 

   [ ] [ ] 

3.  ø³ÝÇ± »ñ»Ë³   

áõÝ»ù 
 

     

4.    ø³ÝÇ± 
³ñÑ»ëï³Ï³Ý 

íÇÅáõÙ (³µáñï) 

   [ ] [ ] 
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»ù áõÝ»ó»É 

5.    ø³ÝÇ± íÇÅáõÙ 
(ÇÝùÝ³Ï³Ù) »ù 

áõÝ»ó»É 

   [ ] [ ] 

6.    ø³ÝÇ± 

Ù³Ñ³ó³Í ÍÝáõÝ¹ 
»ù áõÝ»ó»É 

   [ ] [ ] 

7.    ø³ÝÇ±  
Ù³Ñ³ó³Í »ñ»Ë³ 

»ù áõÝ»ó»É 
 

   [ ]  

 
   

´³ÅÇÝ 2. ÀÝï³ÝÇùÇ å³ïÙáõÃÛáõÝ 
 

8. ¸áõù áõÝ»±ù  »ñ»Ë³ (³ÛÉ) µÝ³ÍÇÝ ³ñ³ï ³ËïáñáßáõÙáí 
1. ²Ûá     [ ] 
2. àã       [ ] 
99. Ðñ³Å³ñíáõÙ ¿ å³ï³ëË³Ý»É [ ] 

 
9. Ò»ñ Ï³Ù Ò»ñ ³ÙáõëÝáõ Ùáï »ñµ¨¿ ³Ëïáñáßí»±É ¿ µÝ³ÍÇÝ ³ñ³ï 

1. ²Ûá     [ ] 
2. àã       [ ] 
99. Ðñ³Å³ñíáõÙ ¿ å³ï³ëË³Ý»É [ ] 

 
10. ¸áõù áõÝ»±ù ³½·³Ï³Ý (Ý»ñ) µÝ³ÍÇÝ ³ñ³ï ³ËïáñáßáõÙáí  

1. ²Ûá     [ ] 
2. àã       [ ] 
88. â·Çï»Ù     [ ] 
99. Ðñ³Å³ñíáõÙ ¿ å³ï³ëË³Ý»É [ ] 

 
 

´³ÅÇÝ 3. Ü³Ë³ÍÝÝ¹Û³Ý ËÝ³Ùù 
 

11. ¸áõù ³Ûó»É»±É »ù Ï³Ý³Ýó ÏáÝëáõÉï³óÇ³ ³Ûë ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ 
1. ²Ûá    [ ] 
2. àã (²Ýó»ù Ñ³ñó 15)  [ ] 

 
12. ø³ÝÇ± ³Ý·³Ù »ù ¹áõù ³Ûó»É»É Ï³Ý³Ýó ÏáÝëáõÉï³óÇ³ 

 
ÐÕÇáõÃÛ³Ý ³é³çÇÝ »ñ»ù ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ   
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88.â·Çï»Ù 
 
ÐÕÇáõÃÛ³Ý 4 -6 ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 
 
ÐÕÇáõÃÛ³Ý í»ñçÇÝ »ñ»ù ³ÙÇëÝ»ñÇ  ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 
 

13. ¸áõù Ñ»ï¨áõ±Ù ¿Çù µÅßÏÇ Ï³Ù µáõÅùñáç ËáñÑáõñ¹Ý»ñÇÝ 
1. ²Ûá   [ ] 
2. àã    [ ] 

 

 
´³ÅÇÝ 4. Èñ³óáõóÇã íÇï³ÙÇÝÝ»ñ 

 
14. Ò»ñ ³Ûó»ÉáõÃÛáõÝÝ»ñÇ ÁÝÃ³óùáõÙ, ³ñ¹Ûá±ù, Ò»ñ µÅÇßÏÁ Ï³Ù 

µáõÅùáõÛñÁ ³ë»É »Ý Ò»½ ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ Éñ³óáõóÇã 
íÇï³ÙÇÝÝ»ñ ÁÝ¹áõÝ»Éáõ Ù³ëÇÝ 

1. ²Ûá   [ ]  
2. àã     [ ] 

 
15. ¸áõù ÁÝ¹áõÝ»±É »ù Éñ³óáõóÇã íÇï³ÙÇÝÝ»ñ ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ 

1. ²Ûá   [ ]  
2. àã (²Ýó»ù Ñ³ñó 19) [ ]  

 
16. ºÃ» ³Ûá, ³å³  Ç±Ýã íÇï³ÙÇÝÝ»ñ »ù ÁÝ¹áõÝ»É       

 
17. àñù³±Ý Å³Ù³Ý³Ï »ù Éñ³óáõóÇã íÇï³ÙÇÝÝ»ñ ÁÝ¹áõÝ»É  

¶ñ³Ýó»ù ÃÇíÁ      

88.â·Çï»Ù 
 

18. º±ñµ  »ù Éñ³óáõóÇã íÇï³ÙÇÝÝ»ñ ÁÝ¹áõÝ»É 
 

ÐÕÇáõÃÛ³Ý ³é³çÇÝ »ñ»ù ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ    
88.â·Çï»Ù 
 
ÐÕÇáõÃÛ³Ý 4 -6 ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 
 
ÐÕÇáõÃÛ³Ý í»ñçÇÝ »ñ»ù ³ÙÇëÝ»ñÇ  ÁÝÃ³óùáõÙ    
88.â·Çï»Ù 
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´³ÅÇÝ 5. êÝáõÝ¹. 
 

19. ²Ûë ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ, ¸áõù ÷á÷áË»±É »ù  áõï»Éáõ Ò»ñ 

         ëáíáñáõÛÃÝ»ñÁ 
1. ²Ûá   [ ]  
2. àã (²Ýó»ù Ñ³ñó 21) [ ] 
    

20. ºÃ» ³Ûá, Ç±Ýã ÷á÷áËáõÃÛáõÝÝ»ñ »ù Ï³ï³ñ»É (Ýß»ù µáÉáñ ÑÝ³ñ³íáñ 

         å³ï³ëË³ÝÝ»ñÁ) 
1. Î»ñ»É »ù ³í»ÉÇÝ ù³Ý ëáíáñ³µ³ñ    
2. ²í»ÉÇ ß³ï Ùñ·»ñ/µ³Ýç³ñ»Õ»Ý »ù û·ï³·áñÍ»É  
3. Î»ñ»É »ù ³í»ÉÇ Ñ³×³Ë ¨ ÷áùñ ù³Ý³ÏÝ»ñáí 
4. ²í»ÉÇ ß³ï Ï³ÃÝ³ÙÃ»ñù »ù û·ï³·áñÍ»É 

 
21. Æ±Ýã ëÝÝáõÝ¹ ¿Çù ·»ñ³¹³ëáõÙ áõï»É ³Ûë ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ 

        
 

 
´³ÅÇÝ 6. ÌË»ÉÁ ¨ ÑÕÇáõÃÛáõÝÁ 

 
22. ¸áõù  ÍËáõ±Ù »ù 

1. ²Ûá   [ ]  
2. àã     [ ] 

   
23. ¸áõù  ÍË»±É »ù ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ 

1. ²Ûá   [ ] 
2. àã (²Ýó»ù Ñ³ñó 25) [ ]  

 
24. ØÇçÇÝ ã³÷áí, ûñ³Ï³Ý ù³ÝÇ± ÍË³Ëáï »ù ÍË»É 
 

1. Ø»Ï ÍË³ËáïÇó ùÇã ûñ³Ï³Ý  [ ] 
2. Ø»Ï ÍË³Ëáï ûñ³Ï³Ý  [ ]   
3. 3-4 ÍË³Ëáï ûñ³Ï³Ý    [ ]  
4. 5-7 ÍË³Ëáï ûñ³Ï³Ý    [ ]  
5. 8-10 ÍË³Ëáï ûñ³Ï³Ý   [ ] 
6. 10-Çó ³í»É ÍË³Ëáï ûñ³Ï³Ý [ ] 
 

25. Ò»ñ ÁÝï³ÝÇùáõÙ áñ¨¿ Ù»ÏÁ (³ÙáõëÇÝÁ, ëÏ»ëñ³ñÁ Ï³Ù ³ÛÉáù)  ÍËáõ±Ù 
¿ñ Ò»ñ ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ 

1. ²Ûá     [ ]  
2. àã (²Ýó»ù Ñ³ñó. 28)  [ ]  

 
26. Ò»ñ ³ÙáõëÇÝÁ Ï³Ù áõñÇßÝ»ñÁ ÍËáõ±Ù ¿ÇÝ ÝáõÛÝ ë»ÝÛ³ÏáõÙ áñï»Õ ¸áõù 

¿Çù ·ïÝíáõÙ         
1. ²Ûá   [ ] 
2. àã    [ ] 
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27. ºÃ» ³Ûá, ³å³ Ò»ñ ³ÙáõëÇÝÁ Ï³Ù áõñÇßÝ»ñÁ ù³ÝÇ± ÍË³Ëáï ¿ÇÝ 

ÍËáõÙ  ÝáõÛÝ ë»ÝÛ³ÏáõÙ áñï»Õ ¸áõù ¿Çù ·ïÝíáõÙ       
 

1. Ø»Ï ÍË³ËáïÇó ùÇã ûñ³Ï³Ý  [ ] 
2. Ø»Ï ÍË³Ëáï ûñ³Ï³Ý  [ ]   
3. 3-4 ÍË³Ëáï ûñ³Ï³Ý    [ ]  
4. 5-7 ÍË³Ëáï ûñ³Ï³Ý    [ ]  
5. 8-10 ÍË³Ëáï ï ûñ³Ï³Ý   [ ] 
6. 10-Çó ³í»É ÍË³Ëáï ûñ³Ï³Ý [ ] 

 
28. ¸áõù ·Çï±ù, áñ áõñÇßÝ»ñÇ ÍË»ÉÁ ÝáõÛÝ ë»ÝÛ³ÏáõÙ áñï»Õ ÑÕÇÝ ¿ 

·ïÝíáõÙ (å³ëÇí Ï³Ù »ñÏñáñ¹³ÛÇÝ ÍË»ÉÁ) Ï³ñáÕ ¿ ³½¹»É åïÕÇ íñ³ 
1. ²Ûá   [ ] 
2. àã    [ ] 

 
 

²ÛÅÙ »ë Ò»½ ÙÇ ù³ÝÇ Ñ³ñó Ïï³Ù ³ÉÏáÑáÉ³ÛÇÝ ËÙÇãùÝ»ñÇ û·ï³·áñÍÙ³Ý Ù³ëÇÝ 
ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ: 

 
29. Øáïáíáñ³å»ë, áñù³±Ý Ñ³×³Ë ¿Çù ËÙáõÙ ³ÉÏáÑáÉ³ÛÇÝ ËÙÇãù 

ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ, Ý»ñ³éÛ³É ·³ñ»çáõñ, ß³Ùå³ÛÝ Ï³Ù ÉÇÏÛáñ 
 

1. ²Ù»Ý ûñ     [ ]  
2. Þ³µ³Ã³Ï³Ý Ù»Ï ³Ý·³Ù  [ ] 
3. ²ÙÇëÁ Ù»Ï ³Ý·³Ù   [ ] 
4. ºñµ»ù ã¿Ç ËÙáõÙ   [ ] 
5. ²ÛÉ  

 
30.  ²ÛÝ ûñ»ñÇÝ »ñµ ËÙáõÙ ¿Çù Ùáïáíáñ³å»ë ù³ÝÇ± ã³÷³µ³ÅÇÝ ËÙÇãù 

¿Çù ËÙáõÙ ûñ³Ï³Ý (Ù»Ï ã³÷³µ³ÅÇÝÁ Ï³½ÙáõÙ ¿ 330·ñ³Ù ·³ñ»çáõñ, 
50ÙÉ ûÕÇ Ï³Ù 150 ·ñ³Ù ·ÇÝÇ) 

 
1. Ù»Ï   [ ] 
2. »ñÏáõ   [ ] 
3. 3-5    [ ] 
4. 6-9    [ ] 
5. 10 ¨ ³í»ÉÇ  [ ] 
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²ÛÅÙ »ë Ò»½ ÙÇ ù³ÝÇ Ñ³ñó Ïï³Ù ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ Ïñ³Í í³ñ³ÏÝ»ñÇ 
í»ñ³µ»ñÛ³É  

 
31. ¸áõù ÑÇí³Ý¹³ó»±É »ù ·ñÇåáí Ï³Ù ßÝã³é³Ï³Ý áõÕÇÝ»ñÇ ³ÛÉ 

í³ñ³ÏÇã ÑÇí³Ý¹áõÃÛáõÝÝ»ñáí ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ  
1. ²Ûá     [ ] 
2. àã (²Ýó»ù Ñ³ñó. 33)  [ ] 

 
32. ºÃ» ³Ûá, ³å³ »±ñµ »ù ÑÇí³Ý¹³ó»É ³Û¹ í³ñ³ÏÝ»ñáí  
 

ÐÕÇáõÃÛ³Ý ³é³çÇÝ »ñ»ù ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 

 
ÐÕÇáõÃÛ³Ý 4 -6 ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 
 
ÐÕÇáõÃÛ³Ý í»ñçÇÝ »ñ»ù ³ÙÇëÝ»ñÇ  ÁÝÃ³óùáõÙ      
88.â·Çï»Ù 
 

33. ¸áõù áõÝ»ó»±É »ù »ñÇÏ³ÙÝ»ñÇ, ÙÇ½³å³ñÏÇ Ï³Ù ÙÇ½áõÕÇÝ»ñÇ 
í³ñ³ÏÝ»ñ  ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ 

1. ²Ûá     [ ] 
2. àã (²Ýó»ù Ñ³ñó. 35)  [ ] 

 
34. ºÃ» ³Ûá, ³å³ »±ñµ »ù áõÝ»ó»É  
 

ÐÕÇáõÃÛ³Ý ³é³çÇÝ »ñ»ù ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 
 
ÐÕÇáõÃÛ³Ý 4 -6 ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 
 
ÐÕÇáõÃÛ³Ý í»ñçÇÝ »ñ»ù ³ÙÇëÝ»ñÇ  ÁÝÃ³óùáõÙ      
88.â·Çï»Ù 

 
35. ¸áõù ÑÇí³Ý¹³ó»±É »ù ë»é³Ï³Ý ×³Ý³å³ñÑáí ÷áË³ÝóíáÕ 

ÑÇí³Ý¹áõÃÛáõÝÝ»ñáí ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ 
1. ²Ûá     [ ] 
2. àã (²Ýó»ù Ñ³ñó. 37)  [ ] 

 
36. ºÃ» ³Ûá, ³å³ »±ñµ »ù ÑÇí³Ý¹³ó»É  
 

ÐÕÇáõÃÛ³Ý ³é³çÇÝ »ñ»ù ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 
 
ÐÕÇáõÃÛ³Ý 4-6 ³ÙÇëÝ»ñÇ ÁÝÃ³óùáõÙ     
88.â·Çï»Ù 
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ÐÕÇáõÃÛ³Ý í»ñçÇÝ »ñ»ù ³ÙÇëÝ»ñÇ  ÁÝÃ³óùáõÙ      
88.â·Çï»Ù 

 
37. ¸áõù áõÝ»ó»É »ù Ý»ñùáÑÇßÛ³É ÑÇí³Ý¹áõÃÛáõÝÝ»ñÁ/íÇ×³ÏÝ»ñÁ 

ÑÕÇáõÃÛ³Ý ÁÝÃ³óùáõÙ (Ýß»ù µáÉáñ ÑÝ³ñ³íáñ å³ï³ëË³ÝÝ»ñÁ) 
 

²Ûá   àã  
Ð»ëïá½ (îáùëÇÏá½)      

   
Þ³ù³ñ³Ëï        
 
äñ»-¿ÏÉ³ÙåëÇ³       
 
ìÇñáõë³ÛÇÝ Ñ»å³ïÇï      
 
è»Ýï·»Ý Ñ»ï³½áïáõÃÛáõÝ      

     
38. ¸áõù áõÝ»ó»É »ù ³ÛÉ ÑÇí³Ý¹áõÃÛáõÝÝ»ñ/íÇ×³ÏÝ»ñ ³Ûë ÑÕÇáõÃÛ³Ý 

ÁÝÃ³óùáõÙ 
 

            
 
ì»ñçáõÙ ÇÝã Ïó³ÝÏ³Ý³ÛÇù ³í»É³óÝ»É 
 
 

 
 

ÞÝáñÑ³Ï³ÉáõÃÛáõÝ Ò»ñ ç³Ýù»ñÇ ¨ ïñ³Ù³¹ñ³Í Å³Ù³Ý³ÏÇ Ñ³Ù³ñ 
 

 
Ð³ñó³½ñáõÛóÇ ³í³ñïÁ       
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Appendix 4.   English Version of  Study Consent Form 

 
American University of Armenia  

Department of Public Health  

Institutional Review Board/Committee on Human Research  

CONSENT FORM TEMPLATE    CHR#  

Title of Resea rch Project:   Identification of the main Maternal Risk Factors responsible for 
Infants Birth Defects in Yerevan, Armenia.   

EXPLANATION of RESEARCH PROJECT: 

Hello, my name is Gayane Ghavalyan. I am second year student of Public Health Department 
of American University of Armenia. As a part of course requirement I am conducting a 

research regarding Birth Defects. The purpose of this study is to identify potential risk factors 
mostly contributing to birth defects of infants (aged 0-1) in Yerevan. You have be en chosen 

to participate in the study, as you have a child aged 0-1 year old who has some health 
problem that we are interested in and who is served in one of the pediatric polyclinics in 

Yerevan.  
 

PROCEDURES: 
Infants aged 0-1 and their mothers will be eligible to participate in the study.   Children on 

the pediatric polyclinics registries aged 0-1 whose parents reside in Yerevan and their 
mothers who have willingness to participate in the study will be included in the study.  

Children more than one year old and children whose parents don’t reside in Yerevan will be 
excluded from the study. Also, mothers who are unwilling to participate in the study will be 

excluded from the study population. 
The interview will take place only once and last 15-20 minutes.  

The investigator may stop the procedure if necessary (if he/she realize that the participant is 
not eligible for the study). We appreciate your participation in this study. The information 

given by you will be very useful and valuable for this research. 
 

RISK/DISCOMFORT: 
There is no known risk for the participants of the study.  The research possesses risk, 

discomfort, and inconveniences the same as encountered in your daily life. We do not think 
that you will have any problems or discomfort due to participation in this interview. 
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THIS CONSENT FORM CONTINUES ON THE REVERSE SIDE 

Side two (Consent Form template/New Research Project) 

 
BENEFITS: 
You will not directly benefit from this study. However, the information provided by you may 
help to reveal some information about possible factors responsible for birth defects and 
further development of special program to prevent birth defects. 

 

CONFIDENTIALITY: 

All information received will be kept confidential and will be used only for research 
purposes. These data will be accessible only for the principal investigators of the study. Your 

names or any other identifying data will not appear in the report. Only aggregate data will be 
reported. Your responses will be available only for the Public Health department of the 

American University of Armenia. 

  

VOLUNTARINESS: 
Your participation in the study is completely voluntary. It is your decision whether to 

participate in the study or not. You have the right to stop providing information at any time 
you wish or skip any question you consider inappropriate. Your refusal to participate in the 

study or your decision to withdraw from that at any time will not influence your job or study.  
 

WHOM TO CONTACT: 

 

You should ask the person in charge any questions you may have about this research.  You 
should ask him/her questions in the future if you do not understand something that is being 

done. The researchers will tell you anything new they learn that they think will affect you.  
The results of the study will be publicly available. The report will maintain in the Public 

Health Reference Library at American University of Armenia. 
 

If you want to talk to anyone about this research study you should call the person in charge of 
the study: [Michael Thompson] at [phone number: (3741) 51 25 92  /e-mail: 

mthompso@aua.am], or [Yelena Amirkhanian] at [phone number: (3741) 51 25 68 / e-
mail: yamirkh@aua.am]. The person in charge of the study will answer your questions.  

 
If you want to talk to anyone about the research study because you feel you have not been 

treated fairly or think you have been hurt by joining the study you should contact the Public 
Health Department, American University of Armenia at (3741) 51 25 68. 
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If you agree to be in this study, please sign your name below. 
 

    _________________________________________ 
   Subject's signature (including children, when applicable) 

 
 

 

_Witness to Consent Procedures∗ 

 
 

_______ 

Signature of Investigator 
 

 
 

Date 
 

CHRNo. 
* Optional unless subject is illiterate, or unable to sign. 

 

Note:  Signed copies of this cogent form must be a) retained on file by the Principal 

Investigator, b) given to the participant, and c) put in the patient's medical records (when 
applicable) 

                                                 
 
 
 
 
 

NOT VALID WITHOUT THE COMMITTEE 
OF IRB STAMP OF CERTIFICATION 
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Appendix 5. Armenian Version of  Study Consent Form 
 

Ð³Û³ëï³ÝÇ ²Ù»ñÇÏÛ³Ý Ð³Ù³Éë³ñ³Ý 
Ð³ë³ñ³Ï³Ï³Ý ²éáÕç³å³ÑáõÃÛ³Ý ý³ÏáõÉï»ï 

 
Ð³Ù³Ó³jÝ³·Çñ  

 
ì»ñÝ³·Çñ.   
´³ñ¨ Ò»½: ÆÙ ³ÝáõÝÁ ¶³Û³Ý» Ô³í³ÉÛ³Ý ¿: ºë Ð³Û³ëï³ÝÇ ²Ù»ñÇÏÛ³Ý 
Ð³Ù³Éë³ñ³ÝÇ Ð³Ýñ³ÛÇÝ ²éáÕç³å³ÑáõÃÛ³Ý ü³ÏáõÉï»ïÇ »ñÏñáñ¹ ÏáõñëÇ 
áõë³ÝáÕ »Ù: àñå»ë ¹³ëÁÝÃ³óÇ ÙÇ Ù³ë »ë Ï³ï³ñáõÙ »Ù µÝ³ÍÇÝ ³ñ³ïÝ»ñÇÝ 
í»ñ³µ»ñáÕ Ñ»ï³½áõïáõÃÛáõÝ: ²Ûë Ñ»ï³½áïáõÃÛ³Ý Ýå³ï³ÏÝ ¿ Ñ³ÛïÝ³µ»ñ»É 
ÏñÍùÇ Ñ³ë³ÏÇ »ñ»Ë³Ý»ñÇ (0-1 ï³ñ»Ï³Ý) µÝ³ÍÇÝ ³ñ³ïÝ»ñÇ ½³ñ·³óÙ³ÝÁ  
Ýå³ëïáÕ Ù³Ûñ³Ï³Ý éÇëÏÇ ·áñÍáÝÝ»ñÁ:  
 
¸áõù ÁÝïñí»É »ù Ù³ëÝ³Ïó»Éáõ ³Ûë Ñ»ï³½áïáõÃÛ³ÝÁ, ù³ÝÇ áñ 0-1 ï³ñ»Ï³Ý 
»ñ»Ë³ áõÝ»ù, áñÝ áõÝÇ Ù»½ Ñ»ï³ùñùñáÕ ËÝ¹Çñ Ï³åí³Í ³éáÕçáõÃÛ³Ý Ñ»ï  ¨ 
Ý³ ëå³ë³ñÏíáõÙ ¿ ºñ¨³Ý ù³Õ³ùÇ Ù³ÝÏ³Ï³Ý åáÉÇÏÉÇÝÇÏ³Ý»ñÇó áñ¨¿ Ù»ÏáõÙ: 
Ð»ï³½áïáõÃÛ³ÝÁ Ï³ñáÕ »Ý Ù³ëÝ³Ïó»É Ù³ÝÏ³Ï³Ý åáÉÇÏÉÇÝÇÏ³ÛÇ Ñ³ßí³éÙ³Ý 
ù³ñï»ñÇó ÁÝïñí³Í 0-1 ï³ñ»Ï³Ý »ñ»Ë³Ý»ñÁ, áñáÝó ÍÝáÕÝ»ñÁ ºñ¨³Ý ù³Õ³ùÇ 
µÝ³ÏÇãÝ»ñ »Ý ¨ ó³ÝÏáõÃÛáõÝ áõÝ»Ý Ù³ëÝ³Ïó»Éáõ Ñ»ï³½áïáõÃÛ³ÝÁ: ²ÛÝ 
»ñ»Ë³Ý»ñÁ, áñáÝù Ù»Ï ï³ñ»Ï³ÝÇó Ù»Í »Ý ¨ áñáÝó ÍÝáÕÝ»ñÁ ºñ¨³Ý ù³Õ³ùÇ 
µÝ³ÏÇãÝ»ñ ã»Ý, ÇÝãå»ë Ý³¨ ³ÛÝ »ñ»Ë³Ý»ñÁ áñáÝó ÍÝáÕÝ»ñÁ ã»Ý ó³ÝÏ³Ý³ 
Ù³ëÝ³Ïó»É Ñ»ï³½áïáõÃÛ³ÝÁ ã»Ý ÁÝ¹·ñÏíÇ Ñ»ï³½áïáõÃÛ³Ý Íñ³·ñáõÙ: 
 
Ð³ñó³½ñáõÛóÁ Ï³ÝóÏ³óíÇ ÙÇ³ÛÝ Ù»Ï ³Ý·³Ù ¨ Ïï¨Ç 15-20 ñáå»:  
²ÝÑñ³Å»ßïáõÃÛ³Ý ¹»åùáõÙ Ñ»ï³½áïáÕÁ Ï³ñáÕ ¿ ¹³¹³ñ»óÝ»É ·áñÍÝÁÝÃ³óÁ, 
»Ã» Ñ³ñÙ³ñ ·ïÝÇ (»Ã» Ý³ ·ïÇ,áñ Ù³ëÝ³ÏÇóÁ Ñ»ï³½áïáõÃÛ³Ý Ñ³Ù³ñ 
Ý³ËÁÝïñ»ÉÇ ã¿): 
Ø»Ýù »ñ³Ëï³å³ñï ÏÉÇÝ»Ýù Ò»ñ Ù³ëÝ³ÏóáõÃÛ³Ý Ñ³Ù³ñ ³Ûë 
Ñ»ï³½áïáõÃÛ³ÝÁ: Ò»ñ ÏáÕÙÇó ïñ³Ù³¹ñí³Í ï»Õ»ÏáõÃÛáõÝÝ»ñÁ ß³ï û·ï³Ï³ñ 
¨ ³ñÅ»ù³íáñ ÏÉÇÝ»Ý ïíÛ³É Ñ»ï³½áïáõÃÛ³Ý Ñ³Ù³ñ:  
 
èÇëÏ/²ÝÑ³ñÙ³ñ³í»ïáõÃÛáõÝ 
Ð»ï³½áïáõÃÛ³ÝÁ Ù³ëÝ³Ïó»Éáí  ¹áõù áã ÙÇ íï³Ý·Ç ã»ù »ÝÃ³ñÏíáõÙ: 
Ð»ï³½áïáõÃÛáõÝÁ »ÝÃ³¹ñáõÙ ¿ ³ÛÝåÇëÇ éÇëÏ, ³ÝÑ³Ý·ëïáõÃÛáõÝ Ï³Ù 
³ÝÑ³ñÙ³ñ³í»ïáõÃÛáõÝ,  ÇÝãåÇëÇù Ñ³Ý¹ÇåáõÙ »Ý  Ò»ñ ³éûñÛ³ ÏÛ³ÝùáõÙ: Ø»Ýù 
ã»Ýù Ï³ñÍáõÙ, áñ ¹áõù ÏáõÝ»Ý³ù áñ¨¿ ËÝ¹Çñ Ï³Ù ³ÝÑ³Ý·ëïáõÃÛá õÝ 
Ù³ëÝ³Ïó»Éáí ³Ûë Ñ»ï³½áïáõÃ Û³ÝÁ: 

 
ú·áõï 
¸áõù ³ÝÙÇç³Ï³Ý û·áõï ã»ù ëï³Ý³ ³Ûë Ñ»ï³½áïáõÃÛáõÝÇó: ê³Ï³ÛÝ Ò»ñ 
ïñ³Ù³¹ñ³Í ï»Õ»ÏáõÃÛáõÝÁ Ï³ñáÕ ¿ Ýå³ëï»É µÝ³ÍÇÝ ³ñ³ïÝ»ñÇ 
³é³ç³óÙ³ÝÁ Ýå³ëïáÕ áñáß³ÏÇ éÇëÏÇ ·áñÍáÝÝ»ñÇ µ³ó³Ñ³ÛïÙ³ÝÁ ¨ 
Ñ»ï³·³ÛáõÙ µÝ³ÍÇÝ ³ñ³ïÝ»ñÇ Ï³ÝË³ñ·»ÉÙ³ÝÁ Ýå³ï³Ïáí Ñ³ïáõÏ 
Íñ³·ñ»ñÇ Ùß³ÏÙ³ÝÁ: 
 
¶³ÕïÝÇáõÃÛáõÝÁ 
êï³óí³Í áÕç ï»Õ»ÏáõÃÛáõÝÁ Ïå³ÑíÇ ·³ÕïÝÇ ¨ Ïû·ï³·áñÍíÇ ÙÇ³ÛÝ 
Ñ»ï³½áïáõÃÛ³Ý Ýå³ï³Ïáí: ²Ûë ïí³ÛÉÝ»ñÁ Ñ³ë³Ý»ÉÇ ÏÉÇÝ»Ý ÙÇ³ÛÝ Íñ³·ñÇ 
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Ñ³Ù³ñ å³ï³ëË³Ý³ïáõ Ñ»ï³½áïáÕÇ Ñ³Ù³ñ:  Ò»ñ ³ÝáõÝÁ Ï³Ù ³ÝÓÁ 
Ñ³ëï³ïáÕ ³ÛÉ ïíÛ³ÉÝ»ñ ã»Ý Ñ³ÛïÝíÇ ½»ÏáõÛóÝ»ñáõÙ ¨ ÙÇ³ÛÝ ³Ù÷á÷ ïíÛ³ÉÝ»ñ 
ÏÑ³Õáñ¹í»Ý:   Ò»ñ å³ï³ëË³ÝÝ»ñÁ Ù³ïã»ÉÇ ÏÉÇÝ»Ý ÙÇ³ÛÝ Ð³Û³ëï³ÝÇ 
²Ù»ñÇÏÛ³Ý Ð³Ù³Éë³ñ³ÝÇ Ð³Ýñ³ÛÇÝ ²éáÕç³å³ÑáõÃÛ³Ý  µ³ÅÝÇ Ñ³Ù³ñ:  
  
Î³Ù³íáñáõÃÛáõÝÁ: 
 Ò»ñ Ù³ëÝ³ÏóáõÃÛáõÝÁ ³Ûë Ñ»ï³½áïáõÃÛ³ÝÁ ÉÇáíÇÝ Ï³Ù³íáñ ¿ ¨ Ï³Ëí³Í ¿ 
Ò»ñ ÁÝïñáõÃÛáõÝÇó: ¸áõù Ï³ñáÕ »ù ó³ÝÏ³ó³Í å³ÑÇÝ Ññ³Å³ñí»É 
ï»Õ»ÏáõÃÛáõÝÝ»ñ ïñ³Ù³¹ñ»Éáõó ¨ Ëáõë³÷»É ó³ÝÏ³ó³Í Ñ³ñóÇ 
å³ï³ëË³Ý»Éáõó,  »Ã» Ñ³ñÙ³ñ ã·ïÝ»ù:  ºÃ»  ¹áõù Ù»ñÅ»ù Ñ»ï³½áïáõÃÛ³ÝÁ 
Ù³ëÝ³Ïó»É Ï³Ù áñáß»ù ¹áõñë ·³É Íñ³·ñÇó, ³å³ ³ÛÝ ãÇ ³Ý¹ñ³¹³éÝ³ Ò»ñ 
áõëÙ³Ý Ï³Ù ³ßË³ï³ÝùÇ íñ³: 
 
àõÙ ¹ÇÙ»É: 
¸áõù Ï³ñáÕ »ù ó³ÝÏ³ó³Í Ñ³ñóáí ¹ÇÙ»É Ñ»ï³½áïáõÃÛ³Ý Ñ³Ù³ñ 
å³ï³ëË³Ý³ïáõ ³ÝÓÇÝ: ²å³·³ÛáõÙ ¹áõù Ï³ñáÕ »ù Ýñ³Ý ÑÕ»É  ó³ÝÏ³ó³Í 
Ñ³ñó, »Ã» Ï³ï³ñí³ÍÇó ÇÝã - áñ µ³Ý ã»ù Ñ³ëÏ³ó»É: Ð»ï³½áïáÕÝ»ñÁ å»ïù ¿ 
Ò»½ ïñ³Ù³¹ñ»Ý Ó»éù µ»ñí³Í ó³Ý³Ï³ó³Í Ýáñ ï»Õ»ÏáõÃÛáõÝ, áñÝ Çñ»Ýó 
Ï³ñÍÇùáí Ï³ñáÕ ¿ ³½¹»É Ò»ñ íñ³: Ð»ï³½áïáõÃÛ³Ý ³ñ¹ÛáõÝùÝ»ñÁ 
Ññ³å³ñ³Ï³ÛÝáñ»Ý Ù³ïã»ÉÇ ÏÉÇÝ»Ý: ¼»ÏáõÛóÝ»ñÁ Ïå³Ñå³Ýí»Ý  Ð²Ð,  
Ð³Ýñ³ÛÇÝ ²éáÕç³å³ÑáõÃÛ³Ý µ³ÅÝÇ ·ñ³¹³ñ³ÝáõÙ: 
»Ã» ¹áõù ÇÝã-áñ Ñ³ñó»ñ áõÝ»ù  Ï³Ù ó³ÝÏ³ÝáõÙ »ù Ëáë»É áñ¨¿ Ù»ÏÇ Ñ»ï 
Ñ»ï³½áïáõÃÛ³Ý í»ñ³µ»ñÛ³É, Ï³ñáÕ »ù ¹ÇÙ»É ºÉ»Ý³ ²ÙÇñË³ÝÛ³ÝÇÝ. [Ð»é. 
(3741) 512568] Ï³Ù Ø³ÛùÉ ÂáÙ÷ëáÝÇÝ [Ð»é. (3741) 512592]: 
 
ºÃ» ¸áõù ó³ÝÏ³ÝáõÙ »ù Ëáë»É áñ¨¿ Ù»ÏÇ Ñ»ï Ñ»ï³½áïáõÃÛ³Ý Ù³ëÇÝ, ù³ÝÇ áñ  
Ï³ñÍáõÙ »ù, áñ Ò»½ Ñ»ï ³Ý³ñ¹³ñ »Ý í³ñí»É Ï³Ù Ò»½ íÝ³ë ¿ Ñ³ëóí»É 
Ñ»ï³½áïáõÃÛ³ÝÁ Ù³ëÝ³Ïó»Éáõ Ñ»ï¨³Ýùáí, Ï³ñáÕ »ù ¹ÇÙ»É Ð²Ð, Ð³Ýñ³ÛÇÝ 
²éáÕç³å³ÑáõÃÛ³Ý µ³ÅÇÝ Ñ»ï¨Û³É Ñ»é³Ëáë³Ñ³Ù³ñáí`  (3741) 512568: 
 
ºÃ» ¸áõù Ñ³Ù³Ó³ÛÝ »ù Ù³ëÝ³Ïó»É ³Ûë Ñ»ï³½áïáõÃÛ³ÝÁ, ËÝ¹ñáõÙ »Ýù Ò»ñ 
³ÝáõÝÁ ·ñ»É ëïáñ¨: 
 
 
Ø³ëÝ³ÏóÇ ëïáñ³·ñáõÃÛáõÝ 
 
 
 
Ð»ï³½áïáÕÇ ëïáñ³·ñáõÃÛáõÝ 
 
 
 
 
²Ùë³ÃÇí 
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