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INFORMED CONSENT PROCEDURES: RESPONSIBILITIES OF 

RESEARCHERS IN DEVELOPING COUNTRIES 

 

ABSTRACT 

We describe the informed consent procedures in a research clinic in 

Santiago, Chile, and a qualitative study that evaluated these 

procedures. The recruitment process involves information, counseling 

and screening of volunteers, and three or four visits to the clinic. The 

study explored the decision-making process of women participating in 

contraceptive trials through thirty-six interviews. 

Women understood research as experimentation or progress. The 

decision to participate was facilitated by the information provided; time 

to consider it and to discuss it with partners or relatives; and perceived 

benefits such as quality of care, non-cost provision of methods and 

medical care. For some women, participation was an opportunity to 

express altruism. The main obstacles for participation were perceived 

side effects or risks. The final risk-benefit balance was strongly 

influenced by women’s needs. 

 



 3 

Women perceived that the consent form benefited the clinic, proving that 

participants had made a free decision, and benefited the volunteers by 

warranting their right to free medical care. The most important problem 

detected was occasional misunderstanding of the information given in 

the form. 

We concluded that a full decision-making process enhances women’s 

ability to exercise their right to choose, and assures research institutions 

that trials are conducted without coercion and that the participants are 

committed to the study. Researchers have the responsibility of 

conducting this process. 

 

INTRODUCTION 

The rights of participants in clinical research are a matter of concern for 

many actors at the international level, particularly when research is 

conducted in developing countries where the participants are usually 

vulnerable subjects, with little awareness of their rights and many times 

illiterate. These societies are hierarchical and people find it difficult to 

resist authorities. In addition, the paternalistic biomedical model implies 

a power imbalance between researchers and subjects. Many times, 

external agents seeking their own interests fund the research. Research 
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projects include informed consent documents that are usually prepared 

in a developed country language and they should be literally translated 

and applied to subjects of a different cultural background (1). Because 

of these concerns, international agencies have produced ethical 

guidelines to orient the researchers on the ethical aspects involved (2-

4). 

Researchers are the inter-phase between the project and the 

participants. They are responsible of selecting research issues that are 

relevant to the country and/or the population under study. They also 

should conduct the research process with respect to participant’s rights, 

ensuring informed consent. 

In this paper Informed Consent (IC), is defined as the process by which 

a person, having information and choices, freely accepts or refuses to 

take part in a clinical trial. She/he has the right to deliberation, and 

respect for her/his values and preferences. This process involves 

intellectual and affective dimensions. Participants should clearly 

understand the objectives and procedures of the study, their rights and 

commitments, and the benefits and risks involved (2-5). In addition to 

providing technical information, the IC process should include the 
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discussion of the needs and goals of a potential participant, as well as 

the opportunity to discuss with partners, or other relevant persons. 

However, IC is frequently understood as the result of this process: the 

act of reading and signing a consent form. As a consequence, more 

attention has been paid to the content and use of the form than to the 

process that supports free decisions. Sometimes the IC documents 

proposed by foreign agencies are difficult to understand to women in 

developing countries. For this reason, some researchers consider them 

a barrier to recruitment of subjects, rather than an instrument to ensure 

their rights. 

This paper describes the development of the informed consent 

procedures at the research clinic of the Instituto Chileno de Medicina 

Reproductiva (ICMER) in Santiago, Chile, and its evaluation through a 

qualitative study. This evaluation was focused on the opinions, attitudes 

and needs regarding the IC process among women who participated in 

clinical trials for the development or evaluation of contraceptive methods 

(6). The evaluation was designed (SS) and conducted (GS and MT) by 

social scientists not involved in the clinic work2.  

 

                                                           
2 SS, psychologist; GS, psychologist, formerly with a women’s health 
NGO; MT, sociologist, formerly with a human rights NGO. 
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THE INFORMED CONSENT PROCEDURES AT ICMER’S CLINIC  

The clinic conducts research and provides services to women and 

children from a low socio-economic level. Volunteers are usually urban 

literate women looking for contraceptive methods or other reproductive 

health services. They come because quality of care is not always good 

in public clinics (7) and effective contraceptives are much needed in a 

country where abortion is illegal.  

The group started thirty years ago, before there was open international 

discussion of the bio-ethical issues related to this research. The 

motivation to undertake contraceptive development was to contribute to 

women’s health and choices. Midwives selected for their caring attitudes 

were recruited as the staff of the clinic.  

The development of the informed consent procedures has been a 

learning experience for the researchers and the clinic staff. Several 

factors contributed to consider these procedures as important, such as 

respect for other people and personal freedom. “When we started, the 

rule was do to others what you want to be done, do not what you do not 

want to be done. Some mistakes derived from this rule: Personally 

(SD3), I like to be informed, so I overloaded women with information that 

                                                                                                                                                          
 

3 SD, former director of ICMER’s clinic 
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they could not process, they had nowhere to “anchor” because they 

knew little about their own bodies. It took us time to realize that the 

particular needs and interests of each woman were different.” In 

addition, the staff was so convinced of the importance and benefits of 

the research, that they might have been sometimes too enthusiastic 

emphasizing its good aspects. 

On the other hand, the staff has made efforts to ensure the rights and 

well being of the participants. Since the start, they considered volunteers 

as co-protagonists of the research project, in the sense that both women 

and staff have a role to fulfill in the research process. Therefore, they 

have tried to make women feel important, considered and well treated. 

This is reflected in the perception that the clients have of the clinic and 

some have said, “Here, I am treated as a person” (7). 

The researchers have learned from the experience, from the women 

themselves, from the clinic staff that has conveyed women’s concerns, 

and from women’s health activists who have contributed with different 

perspectives. They have had guidance from an Ethical Committee 

created when research was initiated, and now formed by twenty persons 

with different backgrounds (biomedical and psychosocial scientists, 

women’s health advocates, and representatives of the community). 
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They have also been guided by international agencies sponsoring the 

research and international guidelines for medical research were applied 

when they became available. 

Over the years, the recruitment process of the volunteers has become 

increasingly complex, demanding more tests and visits to the clinic 

before the actual initiation of a contraceptive method.  

 

Phases of the IC Process: 

Potential volunteers come spontaneously to ICMER’s clinic, usually 

referred by someone who has participated in a previous trial. Women’s 

first contact with the clinic is a group session about human reproduction 

and contraceptive methods (including all available in the country and 

where). This broader information given so that women could better 

understand the facts related to the research methods and procedures. 

ICMER’s objectives are explained, and characteristics of ongoing clinical 

studies are presented. After this session, each woman has an individual 

interview with a midwife to explore her reproductive goals and medical 

history, and to give her detailed information about her initial method 

choice.  Methods available free of charge correspond to clinical trials4.  

                                                           
4 Contraceptives available at the clinic and health care are offered to women who do 
not meet the trial requirements or do not want to participate, for a fee similar to that of 
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At a second visit, women have an individual counseling session about 

all aspects of the trial of their interest and they have the opportunity to 

express their doubts. They read the consent form, and take away a 

copy. A screening based on their biomedical history is performed to 

assess if they are eligible for the study. 

At a third visit, the gynecologist verifies that the potential participant 

understood the objectives and procedures of the study, provides 

additional counseling, reviews the woman's biomedical background and 

performs a physical examination. At this visit, women sign the informed 

consent document5. Pre-admission laboratory tests are done during this 

visit. If the screening criteria are fulfilled, selected women enter a study, 

usually on their fourth visit, when they initiate the contraceptive method. 

The follow-up schedule varies between specific protocols and methods, 

but includes at least visits at the end of the first month and every three 

or six months thereafter. Women are encouraged to attend the clinic at 

any time if they have doubts or problems. They may discontinue the trial 

at any time or change the contraceptive chosen, and they usually 

continue as clients of the clinic with a different method. However, 

                                                                                                                                                          
the public sector clinics. Women who want methods not available are provided with 
temporary contraceptive protection and referred to suitable services. 
5 The funding agencies consider it necessary that women read and sign the consent 
form before going through the screening process and clinical examination. 
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continuation rates in the original method chosen are usually above 95% 

at the end of the first year. 

 

EVALUATION OF THE IC PROCEDURES 

Methods  

A qualitative descriptive study was carried out, through individual semi-

structured interviews with potential and actual volunteers at ICMER’s 

clinic. This methodology allowed exploring women’s ideas, feelings and 

attitudes regarding the IC process, and aided in the comprehension of 

subjects’ experiences and the meanings they attribute to it (8). The aim 

was to interview five different women at the various steps of the IC 

process described, after six or more months in the trial, and after 

voluntarily discontinuation of participation.  

 

Selection of participants: 

Potential and actual volunteers coming to the clinic between November 

1997 and March 1998 were invited to participate. Recruitment was 

ongoing for only one clinical trial to assess the potential regulatory effect 

of mifepristone on the bleeding irregularities associated to NorplantR 

implants use. Thirty-five women interviewed were involved in this trial 
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and only one had participated in another. Women self-selected 

themselves for the interview according to their willingness to participate 

and their available time. Their mean age was 23 years (range 18 to 40), 

and their mean parity was two children (range 1 to 4). They were urban, 

literate and of low or middle socio-economic class. Thirty-three were in 

stable union, two were separated and one was single. Twenty-two were 

housewives, seven had a full-time job and seven had a part-time job. 

 

Data collection and analysis: 

Twenty interviews took place before admission (five for each phase 

described), five at method initiation, three after deciding not to 

participate in the trial, six while participating, and two after 

discontinuation (only two women asked for implant removal). The 

objectives of the interview were explained to each volunteer, who read 

and signed a consent form. A sociologist (MT) and a psychologist (GS) 

who had no previous contact with the participants conducted the 

interviews. Thirty-four women were interviewed during a regular visit to 

the clinic, in a private room, and two who had chosen not to participate 

in the trial were interviewed at home. Each interview lasted 20 to 30 

minutes. 
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Interviews were taped and transcribed to word processor files. 

Anonymity was assured assigning a code to each transcription. The 

information was codified using the Ethnograph program, and classified 

using the categories previously defined (i.e., women's reasons to 

participate in clinical studies), as well as the new categories identified in 

subjects’ speech (6). Later, an interpretative analysis was carried out, 

generating a picture of women’s experiences during the decision-making 

process.  

 

Results 

Initial Motivations: 

Women came to the clinic looking for a highly effective, long-term 

contraceptive. Most were referred by relatives or friends, and were 

motivated by cost-free contraceptive methods and the fact that ICMER 

is a specialized institution:  

“My mother had used it (implants) so I more or less know what to 

expect, and this makes it easier for you to participate in a trial. 

Because at first you are afraid, but since my mother had used it 

and explained to me how it was...”  
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Participating in a clinical trial had no special meaning at this point, 

besides the fact that the method they wanted was associated to an 

ongoing investigation. 

 

Processing the information received: 

The participants highly valued being informed about physiology, 

contraceptive methods, their side effects (topics usually avoided in 

formal education), and the study procedures. In general, they evaluated 

the information received as complete, clear, and useful.  

“The midwife explained everything to us, she explained all 

contraceptive methods, with great detail, and the doubts 

regarding Norplant that I had.”   

 

“She explained it very clearly... Then you can really make a better 

decision, which method to use...” 

 

 “They even tell us we can get bruises when they take a blood 

sample, this is, they warn us about everything.” 
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Women processed this information according to their personal needs, 

cultural level and cognitive abilities, as well as the information previously 

obtained from different sources. Women selected relevant information 

that made sense to them, thus receiving and processing the counseling 

in their own terms. Some women only paid attention to the method they 

were interested in. Sometimes, mistaken believes were not modified by 

the new information received, especially when they came from a 

significant source such as mother and friends.  

Other determinants of information processing were the complexity of the 

contents, the timing of the information giving, and the staff’s ability to 

convey clear data. Method’s efficacy was relatively difficult for women to 

understand and, since it was a fundamental concern, some kept asking 

until satisfied. The least understood topics were method’s mechanism of 

action and the objectives of the trial. Side effects, study requirements 

and visits schedule, were usually well understood.                                                                                                                         

The individual interview with a midwife was particularly important for the 

volunteers, because they could talk about their needs, something they 

often did not want to share in the group session. 
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Most women discussed the possibility of participating in the trial with 

their partner, or planned to do so. They usually read the consent form 

together, and some partners attended the counseling sessions. Men 

were involved in the decision-making process to various degrees: joint 

decision-making, support of women’s decision, and non-participation 

(women decided alone, either informing them or not). Men who got 

involved in the process usually supported the decision of entering the 

trial, although some women mentioned that their partner was concerned 

about eventual health risks.  

For most women, new doubts appeared after their first visits to the clinic. 

They appreciated the possibility of explaining them, and the readiness of 

the staff to answer the questions and clarify the doubts. 

Participants considered that oral communication and written information 

complemented each other. The last allowed re-reading and new 

considerations, either alone or with relevant others, something that was 

appreciated. 

“I read it [the IC form] alone. Then I took it home and we both 

read it, he read it. At first, it looked difficult, it made me scared. 

But then, you begin to trust, and in the end, (you say) OK! The 

thing is that your own decision has a great influence, and then 
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you start seeing it in a different way, because the paper doesn’t 

change, but the way you see it changes.” 

 

Perceptions of Research: 

Women associated research to experiments and progress. This had no 

particular affective meaning for some, while it was a strong motivation 

for others.  Some interviewees said that participating in the clinical trial 

made them feel “different”, or “unique”. Some valued the opportunity to 

contribute to all women’s health, or "to a better future", and expressed 

the wish to do something for others. This helped to overcome fears and 

concerns:  

“At first one is a little scared, but one has to try, this is science 

and one has to test the contraceptives, then others will know that 

they are good.” 

 

On the other hand, a woman initially interested “because research is 

good” decided not to participate because she would become “a guinea 

pig,” although this expression bared no negative meaning to other 

women. One woman’s husband opposed to her participation, arguing 

that she would have health problems, and that experiments should be 
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done only with animals. Since she was not afraid, she decided to 

participate anyway. 

 

Risk-benefit balance: 

Beside contraceptive methods available, women perceived as benefits 

some components of the trial such as cost-free follow up and exams, 

money for transportation, calls from the clinic staff, and consultation on 

holidays. Their commitment to attend to follow-up visits was perceived 

as a benefit since it implied care for their own health, often left aside or 

seen as the last family priority. 

“I think that [being a volunteer in a trial] is good, because they 

take all these tests, they take good care of you. On the contrary, 

when you go to the public clinics they give you a contraceptive 

method, and you may not go back for a follow-up visit, and 

nobody cares.” 

 

Women considered high quality of care an important benefit. 

Friendliness and respect, ample and personalized information, and short 

waiting time had not been experienced by many. This gave them 

confidence towards the research staff and the institution, and 
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predisposed them to receive information about any trial with an open 

mind. 

Most women mentioned fear to side effects and risks that they perceived 

associated with the method or the trial, such as weight increase, method 

failure, and malformed embryos in case of pregnancy. Sometimes these 

fears were conveyed as the opinion of the partner rather than the own 

woman’s concern. Nevertheless, those for whom the benefits 

outweighed the risks were still interested in the trial. 

In some cases, fears were handled during counseling, and/or by 

women’s perception of ICMER as a specialized institution, assuming 

rigorous care and clinical procedures: 

“I feel safer, because this institution is dedicated to family 

planning, and that’s a great reassurance you have. In a new clinic 

for instance, it’s not the same ... I trust the specialists here.”  

 

Other women accepted some risk as part of the trial: "This is a study, so 

there may be problems". In a few cases, the risks were minimized "This 

will not happen to me, I never had trouble with other methods".  
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Final decision: 

Women arrived to a final decision after processing the information about 

the methods, the trials and the clinic. This decision stemmed from the 

evaluation they made of perceived benefits and risks, their rights and 

responsibilities, and their ideas of what research and volunteering in a 

trial mean.  

Women highly valued having plenty of time to make the decision, and 

the confidence that it would be respected:  

“...They give you the leaflet, you read it calmly... You come to the 

counseling session, with other people, and they explain to you, 

they discuss the issues... You have plenty of time to make your 

decision, and it is my decision, no one else is going to make it...”  

 

When a woman was interested and received support from her husband 

or mother, she decided to participate. On the contrary, the two women 

who decided to withdraw from the trial did so because of pressure from 

partners who had a negative opinion of the method. 

Side effects and risks and the balance between them and personal 

goals, were the main reasons to decide not to participate: 
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 “I never wanted to take the pill because of the weight gain, or 

other side effects. When I knew that those implants had 

hormones, I thought this was a negative trait”. 

 

 “Being a study, pregnancy prevention was not 100% assured, 

then I decided not to participate, I didn’t want to take the risk, 

since I had had two miscarriages”.  

 

Women who had been in the trial for six or more months said they would 

make the same decision again. These women, and also those who had 

discontinued method use, said that the final balance regarding their 

participation was positive, and many of them found no negative aspects. 

All of them agreed that, given the ability to pay for a method, they would 

prefer to participate in a trial again rather than obtaining it at a private 

service: 

”I want to continue, I would participate in other studies, I would 

bring friends so that they receive the same care I received.” 
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“In private practice they will just give me the method... no, no, I 

want to have all the information that I need and to be under close 

follow up.” 

 

The meaning of signing the consent form: 

At the time women signed the IC form, most of them knew the 

requirements to participate, the general sequence and the procedures of 

the trial. However, some women did not handle complete information, 

ignoring, for example, how long did the trial last, or the precise 

sequence of the procedures. 

Women frequently perceived that the consent form was useful both for 

the institution and the volunteers. It benefits the clinic because it proves 

that participants became involved in the study without external 

pressures and that they committ to comply with the study procedures. It 

benefits the volunteers by warranting their right to the free medical care 

associated to the trial. 

“I think (signing the consent form) means that I agree to what the 

document says. (I prefer) signing a document, because that 

makes you feel reassured, if something happens to you, they 
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have to hold themselves responsible, if you get sick they have to 

pay for the expenses”.  

 

Some women thought that the consent form is more useful for the 

institution, since it limits the clinic’s responsibility and, therefore, it is the 

volunteer who assumes the risks:  

“I think it is more useful for the institution, in case of risk or 

anything... the document said that in case of illness they would 

pay for all the medical costs, but they assumed no responsibility if 

the baby was born with any malformation”.  

 

Only one woman explicitly associated the consent form to the 

commitment of the institution to comply with all the procedures and 

perform all the exams described in the document. 

 

Perceived rights and responsibilities: 

All women knew they could withdraw from the study and have the 

method removed at any time. Nevertheless, they felt committed to stay 

in the trial up to the end: “I knew I could withdraw at any moment, but I 

like to finish what I start”. All were aware of their right to cost-free 
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medical care in case of health events related to the trial. A woman who 

thought that the clinic would provide care for pregnancy and delivery in 

case of method failure misunderstood this. The right to confidentiality 

was mentioned only once.  

 

Problems detected: 

There was occasional misunderstanding of the information given, either 

verbally or in the consent form. Some women had misconceptions, such 

as thinking there was a high risk of pregnancy during the trial. One 

participant understood that, if pregnancy occurred, the clinic would give 

her free medical care.  

Some women commented about various aspects of the consent process 

at this clinic that could be improved.  They asked for more information 

about reproductive health, and to involve their partners in the counseling 

process. They requested a quiet place at the clinic to read the consent 

form, rather than the waiting room. They suggested that each woman 

should be cared for by only one midwife, and emphasized that the 

midwife should ask women more about their doubts.  
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DISCUSSION 

The evaluation of the informed consent procedures described identified 

several essential components of a free decision-making process. 

Aspects highly valued by the participants were to be fully informed and 

to receive specific counseling, to have the opportunity to discuss the 

information with close parties and to have enough time to think their 

decision. Being informed, as well as the quality of care provided, 

contributed to build confidence in the research team.  

Nevertheless, not all the information was clearly understood by all the 

participants, which may be partially explained by the little exposure to 

this type of information in the past or by previous misconceptions and 

myths. Women did not perceived some aspects of the research protocol 

as requirements of the study or as mutual benefits, but as "goods" that 

the institution offered them. Sometimes they interpreted the information 

about health care beyond what was actually offered. This was based on 

ambiguities in oral or written explanations, as well as their own needs 

and expectations.  

Women made their personal risk-benefit balance. Meeting contraceptive 

needs, the quality of ICMER’s services, and attributing a positive 

meaning to research, were usually placed in one side of the scale, and 
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side effects or risks in the other. Those who decided to participate had 

handled their doubts or fears trough various mechanisms. Among those 

worried about contraceptive effectiveness, some carefully evaluated the 

risk of pregnancy, some considered that other benefits associated with 

the trial made the risk worthy enough, and some just thought they would 

be lucky enough not to get pregnant. 

For some women, participation meant a reinforcement of self-esteem, 

the expression of altruism and a means to satisfy the need to transcend 

to do something “important” or that benefit others beyond their close 

environment. Even when women did not mention it explicitly, and in 

spite of the problems detected, the IC procedure described seem to 

support women’s autonomy. When women had good relationships, the 

process favored communication with the partner, and his participation in 

reproductive decisions.  

However, we identified some factors that might limit women’s free 

choice, most of them socio-cultural and gender issues that are a matter 

of concern. These are reflected in women’s low awareness of their 

rights; their scarce questioning of the risks involved in the clinical trial or 

the intentions and authority of providers; the difficulty that some had to 
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express fears or doubts during their visits to the clinic; and the fact that 

they need a signed document to commit to their own health care.  

Sometimes, women expressed questions or concerns about the 

procedures as opinions of the partners. This might be an expression of 

gender differences: men have cultural permission to be suspicious, 

while women’s socialization includes being humble and acceptant. 

Another interpretation is that, in our culture, men are not in charge of 

pregnancy prevention. Thus, they maintain objectivity with regard to the 

risks involved in a trial, while the women tend to minimize them because 

of their strong motivation for contraception. 

The evaluation of benefits and risks could be jeopardized because of 

women's needs. Good reproductive health care may be a benefit only 

when it is not available. The economic motivation might be important for 

disadvantages groups, since cost-free contraceptives clinical follow-up, 

and paying for transportation were attractive to the participants. 

The desire to benefit others could be also interpreted as a gender role, 

which reinforce in women the will to take care of other people. 

Participants in this study belong to a segment of the population that 

lacks other opportunities to express altruism. If their conditions change 
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and they may express their altruistic tendencies in other ways, less 

women may be interested in participating in clinical studies. 

The decision to enter the trial is the peak of an emotional process where 

the information received and assimilated meets the needs, expectations, 

and wishes of the women. Signing the consent form is an explicit means 

to communicate this intimate decision to others, and make a 

commitment. The drawback of this is that, although aware of the right to 

withdraw from the study, might feel committed to continue out of sense 

of duty.  

The findings of this study suggest some recommendations for 

researchers in developing countries, being the most important that 

researchers should be aware that participants might not perceive 

themselves as subjects of rights. Thus, special efforts must be made to 

promote their awareness in this matter. 

The information given to potential and actual volunteers should clearly 

state that the procedures of the study are essential for the research. 

Volunteers collaborate, and the institution needs them. If the research 

conditions fit their needs and preferences, they can freely accept and 

benefit from them. This represents an exchange of mutual benefits 

between participants and the research institution. The research 
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institution needs to make sure that the participants understood the 

obligations acquired by each part, and what the institution is not 

committed to do for them. 

A major challenge for researchers is to deliver complex information at 

the right time in appropriate language and style. Therefore, the IC 

document should be adapted to the local culture and the educational 

level of the population. This might become a hard task, because of the 

technical and ethical issues to be conveyed. Thus, developing a 

comprehensive document may take several reviews and assessment of 

volunteers’ understanding. In turn, when subjects clearly understand this 

information, they make better decisions, comply with research 

procedures, experience less surprise later on, and stay longer in the 

trials. Therefore, researchers benefit from enrolling informed volunteers. 

IC includes decisions during the trial, especially when women 

experience problems or nuances. Therefore, IC is a continuous process 

that requires continued counseling, problem solving, complementary 

services, and integrating the partner when necessary. In addition, the 

researchers should make sure that the volunteers are fully aware of their 

right to withdraw from the trial, and are willing to do so if necessary. 
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The participant’s rights, ethical and legal obligations, and the interest of 

researchers do not contradict one another. The IC process is useful for 

the participant, and allows her/him to take an active role in self-care and 

bring relevant information to the research process. In turn, the research 

benefits from promoting active participation and self-care by augmenting 

the probability of obtaining timely, accurate and complete information 

about volunteer’s experience.  

All the factors involved in the decision-making process described may 

enhance participant’s ability to exercise their autonomy and their right to 

choose. They may also assure research institutions that they are 

conducting the trials without exercising any type of coercion over the 

participants. Therefore, it is relevant for every research setting to design 

strategies to ensure the confluence of volunteers’ and researchers’ 

interests in a harmonic and equitable way. 
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