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INTRODUCTION 

The progress of medicine depends on biomedical 

research and human participation is important for 

conducting research. Ethical conduct in research 

involving human participants is the principal challenge 

faced by researchers. A participant's refusal to participate 

in research is referred to as a non-response in a survey.1 

In this study, authors have used the term ‘refuser’ to refer 

to individuals who declined to take part in research, after 

being approached by the researcher. Ethical recruitment 

of participants in a study involves obtaining an informed 

consent from the participants.2 Informed consent for a 

research requires that participation should be voluntary 

and securing the anonymity of individuals.3 Many studies 

have investigated the reasons why people participate in 

biomedical research but, there has been less research on 

reasons why people refuse to participate in research.4-7 

There has been no reported studies on evaluation of 

perspectives of pregnant women who decline to 

participate in research study in India. In this article, 

authors explored the reasons why pregnant women 
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refused to participate in a research that involved 

obtaining swabs from their genital tract for culture. 

Authors also looked into the possible strategies for 

minimizing refusal rates.  

METHODS 

This prospective study was undertaken in the obstetrics 

and gyn ecology outpatient department at a tertiary care 

teaching institute in Puducherry, South India. The study 

was done over a period of 20 months after obtaining the 

Institute ethics committee clearance.  

The study required collection of vaginal swabs from 

pregnant women to analyze the vaginal flora and later 

follow up of pregnancy till delivery for obstetric and 

perinatal outcome. Pregnant women with no history of 

intake of antibiotics during the two weeks prior to study 

and no history of preexisting medical disorders 

complicating pregnancy like diabetes mellitus, 

hypertension, tuberculosis, heart disease, epilepsy, 

thyroid dysfunction, jaundice etc., were approached for 

their willingness to participate in the study. They were 

counseled about the objectives of the study, the procedure 

to be done, and the anonymous nature of the study. The 

participants were free to ask their queries that needed 

clarification.  

The details of pregnant women who accepted and refused 

to participate in the study were documented. Women who 

accepted were enrolled for collection of vaginal swabs. 

The pregnant women who refused to participate in the 

study were enquired further regarding the reasons for 

refusal of vaginal swab collection. The various self-

reported reasons given by women who refused to 

participate in the study were documented. The various 

reasons for participation refusal among pregnant women 

were explored. 

Statistical analysis 

The data was analyzed using SPSS version 20 (SPSS, 

Chicago, IL, USA).  

RESULTS 

About 870 pregnant women were screened for the study, 

of which 586 women fulfilled the inclusion criteria. A 

total of 300 out of the 870 protocol- eligible women 

consented to participate in the study. A total of 286 

protocol-eligible women refused to participate in the 

research study. Response rate for not participating in the 

study was 48.8% (Table 1). 

Distribution of percentages of women who agreed and 

disagreed to participate in the study according to age, 

education, socioeconomic status, religion, parity is shown 

in Figure 1 and Tables 2, 3, 4 and 5 respectively. 

Age distribution among women who agreed or refused to 

participate in the study (Figure 1). 

Table 1: Percentages of protocol eligible women who 

agreed and disagreed to participate in the study. 

Protocol eligible women Percentage  

No. of women approached to 

participate in the study 
586 (100%) 

Accepted to participate in the study 300 (51.2%) 

Refused to participate in the study 286 (48.8%) 

 

Figure 1: Age distribution among women who agreed 

or refused to participate in the study. 

Table 2: Education status among women who agreed 

and who refused to participate in the study. 

Education  

Agreed to 

participate      

(n= 300)  

Refusal to 

participate to 

participate (n=286) 

Illiterate  - - 

Primary  13 (4.3%) 37 (12.9%) 

Secondary 184 (61.3%) 163 (56%) 

Tertiary 103 (34.3%) 86 (30.06%) 

Table 3: Parity status among women who agreed or 

refused to participate in the study. 

 

Gravidity 

 

Agreed to 

participate 

(n=300) 

Refused to 

participate (n= 

286) 

Primi 195 (65%) 213 (74.5%) 

Multi 105 (35%) 73 (25.5%) 

Table 4: Socio economic status among women who 

agreed or refused to participate in the study. 

Socio economic 

class 
Agreed (n=300) 

 Disagreed 

(n= 286) 

I - - 

II 9 (3%) 28 (9.8%) 

III 34 (11.3%) 47 (16.4%) 

IV 252 (84%) 193 (67.5%) 

V 5 (1.7%) 18 (6.3%) 
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Majority of women in either group, i.e., who agreed or 

refused to participate in the study belonged to 20-30 

years age group. 

Table 5: Distribution of religion among women who 

agreed or refused to participate in the study. 

 Agreed (300) Disagreed (286) 

Hindu 266 (88.6%) 242 (84.6%) 

Muslim 2 (0.7%) 13 (4.5%) 

Christian 29 (9.7%) 27 (9.4%) 

Others  3 (1%) 4 (1.4%) 

Authors identified various self-reported reasons why 

pregnant women had refused to take part in the research 

study (Table 6). 

About 37.4% of protocol- eligible women refused to 

participate in the study simply because they were not 

interested to participate in any research study. About 

62.2% of people refused and expressed reservations as 

the study involved swabbing of their private parts. 

The results noted that about 52.1% women responded 

that they to discuss with their partner prior to consent for 

participation in a study or felt that they will consider 

giving consent only after discussing with their partner 

and 32.5% of women felt that their partners would not 

allow them to participate in research. Few participants 

even commented that they may be scolded by their 

husbands, if they accept to take part in a study at the 

hospital. It would have been better if the researchers had 

approached and explained their partners regarding the 

nature of the study. 

Analysis of the responses also implied that many women 

had expressed misconceptions and superstitions about the 

procedure involved in the study such as onset of labor or 

rupture of membranes (4.5%) or vaginal bleeding (4.9%). 

About 10.1% of participants thought that the procedure 

would be harmful to the fetus. 

 

Table 6: Self-reported reasons for refusal to participate in the study (total count is >286 as more than one response 

was given by 146 women). 

Self reported reasons No. of responders Percentage  

As the study involved tests from their private parts 178 62.2% 

As they were not interested  107 37.4% 

As they feared it would be painful 24 8.4% 

As they feared that it would harm the fetus inside 29 10.1% 

As they feared that it would cause vaginal bleeding  14 4.9% 

As they feared that it would result in labor/ rupture of membranes 13 4.5% 

As they need to discuss with their husband 149 52.1% 

As they felt that their partner would not like them to participate in a research study 93 32.5% 

As they need to discuss with their in-laws 27 9.4% 

As they were worried about the test results  13 4.5% 

Others  28 9.8% 

Did not want to give a response for refusal  47 16.4% 

 

DISCUSSION 

Many studies have evaluated the reasons why people 

participate in biomedical research.4-7 However, there are 

limited surveys on reasons why people refuse to 

participate in biomedical research. Most of the data 

available on refusals is centered on non-response to 

postal questionnaires from different surveys.8 

Authors could not find any study that evaluated the 

refusal rates of pregnant women to participate in 

longitudinal research studies.  

In this study, authors have evaluated the refusal rates 

among pregnant women and the reasons for their refusal 

to participate in the research that involved vaginal and 

rectal swabbing for culture. The results indicate an 

alarmingly high percentage of refusal (48.8%).  

Several reasons as to why pregnant women refuse to 

participate in health research have been revealed in this 

study. Many of these reasons might be applicable to 

refusal in other similar settings. Knowledge of 

participants' perspectives and concerns regarding the 

research may improve the process of informed consent, 

enhance the trust between participants and researchers 

and may aid in developing strategies for minimizing 

refusal rates.9  

It is important to note that the researcher must always 

have respect for the decision of the individual for 

acceptance or refusal to participate in a research. 
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With regard to the reasons stated by the pregnant women 

who did not accept to participate, 37.4% said that they 

lacked interest to participate in research. This reflects the 

need to create strategies to create interest among 

individuals to participate in research studies 

It is also worth emphasizing that 19.5% reported doubts 

and concerns regarding the study such as resulting harm 

to the fetus, onset of labor, leaking or bleeding per 

vaginum. Women who attend study hospital were mostly 

from rural and semi-urban areas. Refusal to participate in 

the research stating these superstitious concerns may be 

due to ignorance and lack of understanding about the 

study. Hence, researchers need to know the level of 

understanding of their potential participants prior to 

starting the research. 

Another important factor identified was the role played 

by husbands in permitting a woman to participate in 

research as 52.1% women felt that they would consider 

participation after discussing with their husbands and 

32.5% of women felt that their partner would not except 

for participating in research study. This implies the 

importance of approaching husbands during the consent 

seeking process in research studies involving women in 

developing countries.  

According to a study on individuals who refused to 

participate in biomedical research, the ignorance about 

the procedure of consent in research, about the objectives 

of the research and bad previous experiences were related 

to the reasons for refusal.10 According to a study reported 

in 2016, there was a high prevalence of refusal to 

participate in research, claiming lack of time for 

participation, fear of diagnosis disclosure or breach of 

secrecy and lack of will to participate.11  

Almeida et al reported in a study, that the expectation of 

some immediate benefit for oneself and for the 

community are conditioning factors for consent .10 

Participation of individuals in clinical studies is 

important, as the data generated will be useful for the 

construction of knowledge and improvement of patient 

care and treatment.12 Refusal to participate in a research 

is likely to affect the timeline of research and also 

compromise the generalization of the results, since it is 

unclear as to how people who refused differ from those 

who agreed to participate in the research.According to the 

Belmont report participants should be given sufficient 

information and should be allowed to have enough time 

for consideration to participate in the research.3 They 

should also be offered an opportunity to ask questions. A 

number of researchers seem to be in a hurry to implement 

their studies while neglecting the welfare of their 

participants which might result in compromising the 

ethical conduct of research. The results of this study show 

that obtaining consent for participation in a research, 

especially a research involving pregnant women is a big 

challenge.  

More scrutiny is needed about participants' perceptions 

and experiences in health research in order to improve the 

informed consent process and acceptance rates. 

CONCLUSION 

Authors consider that it is important for research studies 

to include data on the refusal to participate in a study and 

also the reasons why people accept or refuse to 

participate in a research. Analysis of these data may 

contribute to a better understanding of the participants in 

the research, improving the process of informed consent, 

and estimating the number of people to be invited for 

conducting prospective studies. Hence, such data would 

help researchers to formulate ways of improving the 

acceptance rates. 
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