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Abstract
According to international literature, the role, selection criteria and responsibilities of the community representatives who participate in research ethics committees (RECs) are ill defined. Using data gathered in six Latin American countries (Argentina, Colombia, Costa Rica, Mexico, Panamá and Perú), this article describes the characteristics and contributions of community representatives to the review of clinical trials sponsored by industry.

Methods: 115 in-depth interviews and six focus groups with members of 86 RECs located in 19 Latin American cities were conducted. The protocol used was approved by RECs located in each participating country. All interviews and focus groups were recorded and transcribed verbatim. The protocol was approved by a REC located in each participating country.

Results: The situation in Latin America resembles that described previously in the literature. The expectations and treatment of these members varies by country, and their representativeness is questionable. When reviewing clinical trial protocols, many feel intimidated, make marginal contributions to the discussions, and support the decisions of the majority. Competitive recruitment policies pressure the RECs to expedite protocol approval or risk being excluded from the trial, further limiting their analysis. 

Conclusion: Consideration should be given to changing the terminology used to refer to this member of the REC and to delegating the evaluation of the informed consent form and process to communication specialists. Research participants suggested that RECs could collaborate and conduct joint evaluations of multi-center clinical trial protocols, improving the quality of protocol deliberations and eliminating the detrimental effects of competitive recruitment. If the review of the protocols was centralized and managed by professionals, those currently recognized as community representatives could verify that research participants understand the risks and obligations that ensue from participating in a clinical trial, monitor their protocol adherence, ensure that they avoid unnecessary risks and receive the appropriate treatment and compensation when necessary.  



Introduction

In 1978, the U.S. National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research mandated that Institutional Review Boards (IRBs, as the Research Ethics Committees [RECs] are known in the United States [US]), include at least five members. It also specified their characteristics: three members had to be scientists, one had to be a non-scientist, and another member had to be unaffiliated with the institution housing the IRB [1]. Countries in Latin America followed this model. 

It has been suggested that the inclusion of a non-scientist member (also known as a community representative, layperson, or representative of the affected group) responds to the need to include a person who can confirm that the informed consent form and/or process relays all the information that a reasonable person should know before agreeing to participate in an experiment [2].

Researchers have pointed out that the absence of a true community representative in RECs that approve research protocols might have contributed to violations of participants' rights, and quoted genetic studies that could stigmatize specific communities and studies that used inappropriate recruitment methods [3].

The role of this member has been surrounded by ambiguity and controversy. Regulations have failed to clearly define what is meant by “layperson” or “a non-scientist,” and the “community” that this member is supposed to represent. In fact, most communities include members with diverse interests and vulnerabilities [4]. 
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This representativeness is even more difficult to achieve when the REC is not based in an academic or health research institution, and has been established by private groups to expedite the approval of research protocols.

Studies conducted primarily in the US have repeatedly documented that the characteristics of the REC members who represent the community differ significantly from those of the general population, and there is a predominance of individuals with advanced degrees, including doctorates [2,5, 7-9]. 

Despite their high level of education, community representatives often feel intimidated by the scientific and research-experienced REC members, especially at the beginning [9-13].

As early as 1986, Porter [2] summarized the literature on the qualifications that the non-scientist representative should possess, surveyed 198 non-scientist members of RECs to determine the profile of the ideal representative, and proposed the following: 

Assertive, self-confident and intelligent individual with an interest in research and research protections. He or she should have mature judgment, be reasonably well educated with a general knowledge of research programs involving human subjects and the purpose and objectives of the IRB [or REC]. He or she should be a sensitive person with a strong sense of ethical values and empathy for patients who might become subjects of research programs.

… [have] the ability to work with medical professionals and others on the IRB, and to present questions, concerns, and objections to proposed procedures articulately and in a spirit of teamwork and mutual respect [2, pages 5, 6].

Historically, the role, responsibilities and selection criteria for the community representative members of the RECs have been ill defined [14]. RECs have assigned them different responsibilities and have treated them differently [5]. Members of the RECs frequently select friends or family members for this position, or alternatively they are appointed by the managers of the institution where the REC is located [8]. 

There are significant differences in the type of training and compensation that community representatives receive [15]. Gundayao et al [16] concludes that the International Conference on Harmonization documents do not provide useful elements for defining the role of the non-scientific member of the REC [17].

This article examines the characteristics and role of community representatives in Spanish speaking Latin America RECs that assess industry-sponsored biomedical experiments on humans. The industry prefers to refer to these experiments as clinical trials [18]. It highlights the similarities and differences among various countries, their main contributions to the review of clinical trial protocols sponsored by industry, and suggests a few changes.

Methodology

The information for this article was obtained through 115 in-depth interviews and 6 focus groups, two of which were composed exclusively of community representatives (one in Colombia and one in Peru, with five and seven members, respectively). 

The aim of the study was to assess the capacity, strengths and weaknesses of Spanish-speaking Latin American RECs regarding the review of industry-sponsored clinical trials, and to identify strengthening strategies.

The interviewees participated in 86 different RECs located in 19 cities across Argentina, Colombia, Costa Rica, Mexico, Panama (see Table 1). These are the Spanish speaking Latin American countries that conduct the highest number of clinical trials per capita, with the exception of Chile (see Table 2).

The study was coordinated by Salud y Fármacos, and involved experts from all countries included in the study. Salud y Fármacos wrote the initial research proposal, which was discussed with the other researchers during a planning meeting in Bogotá, Colombia (sponsored by Universidad El Bosque) to reach agreement of the aims, methods, and research instruments. Local country researchers managed and obtained the protocol approval by a REC, conducted the fieldwork and facilitated the transcription of the interviews and focus groups. Initial results were discussed during a second meeting in Bogota. 

Local researchers and renowned bioethicists facilitated the selection of research participants, ensuring that they were recognized for their expertise and interest in improving ethical research oversight. All the interviewees and participants in the focus groups were members of or had been members of RECs that were either currently reviewing industry-sponsored clinical trial protocols, or had done so until no more than two years prior to data collection. 

Two members of the research team participated in each interview, which were open-ended. The order and content of the conversation was based on the study objectives and the interviewees' responses. The goal was not to quantify the results but to obtain precise and complete information on the topic at hand.

The interviews lasted between 60 and 90 minutes and the focus groups almost two hours. Permission was obtained to record the interviews and focus group discussions, which were subsequently transcribed verbatim by professionals. Participants in the focus groups received  fictitious names to maintain confidentiality. 

All transcripts were reviewed, coded, and analyzed by at least two researchers. Discrepancies were discussed until a consensus was reached. The authors of this article wrote the first draft of each country report, which was subsequently modified and approved by local researchers. The results of the study have been published in the form of country reports and books [19-24], where a more detailed description of the methodology can be found. In this article, we do a more in-depth analysis of the participants' opinions on the role and performance of the community representative, and formulate suggestions for maximizing their effectiveness. 

Results

Latin American RECs must consist of at least 5 members. Argentina and Panama require seven (with a maximum of 15 and 13, respectively), and Mexico six. In practice, all RECs have more than five members, partly to ensure the necessary quorum for decision-making.

All RECs must include a community representative, which in Argentina and Mexico is known as “layperson” and “representative of the affected community,” respectively. In this article, we will refer to them as “community representatives.”

Except in Peru, all REC members have access to the same documents. Peruvian RECs do not always allow community representatives to access the research protocol, with the expectation that they will review the informed consent forms and other materials used to inform and recruit participants in clinical trials.

It is not uncommon for RECs to include more than one community representative to ensure that at least one is present during meetings, as required in Colombia and Peru. In  contrast, Mexico’s community representatives have a voice, but not a vote. 

Recruiting and retaining community representatives is difficult, partly because they are often external to the institution, work pro bono and incur transportation costs, which are not always reimbursed. These difficulties have led the INVIMA (National Institute for Food and Drug Surveillance), the regulatory agency of Colombia, to allow the appointment of community representatives who are internal to the institution (Focus Group 4, Colombia).

 “I want to talk about the real difficulty in having a genuine community representative on an ethics committee. The first is continuity, the second is time availability. In my case... we have 13 or 14 sessions a year and some extraordinary sessions, with projects that are difficult to understand. If it is difficult for professionals to read the documents and projects, it will be even more so for community representatives” (Focus Group 4, Colombia).

Criteria and process for the selection of community representatives. Virtually all interviewees said that the community representative position tends to be filled by persons external to the institution, who are not scientists and have no health-related knowledge. Interviewees from Colombia said that traditionally, the community representative is a member of the Users' Association of the Institution (hospital/clinic/research center) where the REC is housed.

“…some [representatives] are more legitimate, others are more marginal…[some] have a significant political interests [they are union-based],… there is a lot of conflict in their selection process, and one begins to question their legitimacy, wondering if they are the right person, or if they simply want to be there to gain recognition, or for some secondary benefit” (Interview 7, Colombia).

According to the Mexican Guidelines [25, page 21], community representatives are expected to fulfill the following criteria:

“Have training, expertise, and experience in bioethics or research ethics and good clinical practices.

 Be committed to be permanently trained in bioethics, research ethics, and on topics related to the type of research they review.

Be respectful, tolerant, open to dialogue, flexible, prudent, honest, and behave in a conciliatory manner.

Free of conflicts of interest with the functions entrusted to them by the Ethics Committee or, if applicable, declare any conflicts of interest.”

One interviewee described it as follows: “…someone who is not in the field of medicine and sees the human aspects…someone who knows that here people are illiterate… financially poor, and desperate for some relief from their illness… whether or not they are vulnerable...” (Interview 9 from Mexico).

The Argentine regulation states that community representatives must be “laypersons capable of representing the moral, cultural, and social values of the groups of people participating in the research; and qualified to reasonably understand the risks and benefits of the research” [26]. 

Similar requirements were established in 2017 in Peru: The community member must be someone outside the health field, external to the institution, and preferably with characteristics similar to the potential participants in the clinical trial [27].

However, for many, these descriptions are too vague. An interviewee from Argentina said:

“The layperson, there you have a big problem, because you go to the institution and ask: ‘What do you understand by layperson? What is a layperson?’ Well, we've discussed it a lot, some say that the layperson has to be someone… who understands absolutely nothing, so that when reading [the informed consent], they can understand it despite their scientific ignorance… The point is that it should be a person from the community, but with a certain intellectual preparation, so that they can participate in a meaningful way” (Interview 13 from Argentina).

And in Peru, not everyone agrees that the person should be unfamiliar with the health field:

[bookmark: _Hlk219297198] “How do you get someone who knows nothing to join an ethics committee and understand what he is  supposed to do? Of course, I can get the man who works here as a volunteer, but how do you ensure that person knows what they’re supposed to do within an ethics committee? For me, that was absurd… ‘Yes doctor, whatever you say, doctor.’ Everything’s fine. Yes, it’s fine because the doctors are the ones who know, and what do I know?” (interview 10, Peru).

Perhaps that’s why, in Panama we were told that they prefer to recruit professionals. 

Other community representatives’ characteristics that were frequently mentioned include: 

“It has to be someone who can defend the patient without being biased by scientific knowledge, someone who can defend the patient without being influenced by scientific bias” (interview 21, Argentina), “I would demand at least some sensitivity to patients’ rights” (interview 15, Argentina).

Interviewees in Argentine and Peru often said that these members represent the participants in clinical trials, consequently they should have similar characteristics to the participants, as well as the ability to understand and communicate effectively. Research participants from Mexico and Argentina insisted that community representatives should be interested and have time to be trained in Bioethics. 

Physicians participating in a focus group in Peru, said that the community representatives should not know about medicine, but if they knew philosophy or literature, all the better, because that made them think. 

The research coordinator of a private research center in Colombia selects former clinical trial participants to join the REC as community representatives (Interview 4 from Colombia). It should be remembered that, in general, participants in clinical trials feel very well treated, and their positive experience might bias their assessment of the protocols, with a tendency to minimize the risks of participating in an experiment.

The countries studied have not specified "the community" that this member of the REC must represent. 

 “Frequently, the lawyer is the community member, but in that regard, I think that there's still a lot to be defined... I wouldn't say "representation" because in some cases... it's not; it would be more like [being] a member of the community, because talking about a community representative, what terms should define that representation?

So, the figure of a community member seems more appropriate to me. However, I think it's still something very vague, very ambiguous... we've all heard that hopefully this community member has participated in clinical trials… I don't know of a single one who has” (Interview 32, Colombia).

An interviewee from Mexico said:

 “Ideally, the community representative shouldn't be an ‘advocate’… they should look out for the participants; someone who understands, speaking of kidney failure, what [having that disease] entails. Perhaps sociologists, or more psychologists on the committees, who can consider those aspects that affect a human being who is ill, and the interactions they will have, what they might feel, [who can ponder] what I would feel if I were in that situation and were invited to participate, but I'm not in that situation, I haven't been in that situation, and I don't know anyone who is in that situation, but I am interested in looking out for the people who are in that situation.” (Interview 9, Mexico).

Surprisingly, a community representative in a private REC said: “I feel like I represent a community I don't know, a community that will never know me” (Focus Group with Community Representatives in Colombia). 

A participant in a different focus group said: “A person with degrees and professional experience, who has a relationship with the institution involved, is not a true representative of the community” (Focus Group 4 from Colombia).

Most often, the REC members themselves identify and select the community representative, and they frequently invite acquaintances or family members of an acquaintance.

“Community members, in general, I think this role is a bit biased, because they always try to find someone they know, or someone's husband, or someone's wife, or some volunteer who's around, you know…” (Interview 7, Argentina).

In both Argentina and Panama, there are RECs that involve the Patient’s Associations in the selection of candidates to become community representatives. In contrast, Mexican RECs avoid these groups because, in their view, the community representative should not be influenced by his/her interest in finding treatments for a specific disease, nor by the support that these organizations might have received from pharmaceutical companies.

Box 1 presents the occupations of the community representatives that participated in the RECs included in this study. Although the RECs say that they assign this title to the members who are not healthcare professionals, the community representatives of several RECs were aligned with health professions. 

Training the community representatives. As far as we have been able to ascertain, there are no induction courses for community representatives who agree to join a REC. At most, the president of the REC gives them a package of basic documents (i.e., the manual of procedures and the regulations) and explains the dynamics. The new members observe, learn from other’s behavior and are gradually integrated.

“Generally, we invite people from the committee to propose someone [to become the community representative] who is available y and can attend the meetings; … and what we try to do, rather than provide training, is to explain in a single session what their role will be: [to verify that] they understand what is included in the consent form, and tell us if there are any words they don't understand, so that we can modify them…” (Interview 3 from Mexico).

When we conducted the study, Argentina did not require community representatives to have completed any basic training. In Colombia, Costa Rica, Panama, and Peru, all members of the RECs had to complete a course in Good Clinical Practice (GCP). In Mexico, community representatives were expected to be familiar with GCP and bioethics, and commit to continuous training in bioethics. 

Frequently, the training costs are borne by REC members.

Integration of community representatives in the RECs.  In general, those who are invited to participate in the RECs feel honored and are happy to participate because they learn and find it enriching. It should be added that the vast majority acknowledged that initially they felt intimidated.

“When I joined, it was awful… Now I know the dynamics, but when I joined it was terrifying for me. You can't imagine what it was like. At the time [names a clinical trial] was being discussed. I was reading and highlighting at night… and I didn't know what I was reading. I didn't understand what I was reading. Now it's different” (Interview 2 from Panama).

 “At the beginning, you arrive and feel intimidated. Everyone is a great professional, and you know very well the image that doctors have. Semi-gods. [Laughs]...So, there was fear of speaking up…In my case, as I've since realized, this fear wasn't just mine, it was everyone's… I’ve talked to a man and a woman who represented the community and they said ‘This worries me because I see that I am not prepared’. The man once told me that he did not understand the language doctors used. So, I said to him, why don’t you ask them? and he said, the meetings are quite fast… and they don't have much time’” (interview 5 from Peru).

In one of the focus groups conducted in Colombia, they said:

 “Unfortunately, as a community member, you feel lost in the language of medicine, but in everyday life, you realize that you don't quite represent the community…, it took me six months to understand anything. The answers to the questions aren't always easy to understand. An average person is left out of these kinds of meetings. I suffered for the first six months because I didn't understand anything.

They bring in the principal investigator, and they explain things and you kind of understand; but if the idea is for you to participate and comment, it becomes almost impossible. At first, arriving at a meeting where everyone is from the health field and has been involved in the subject for a long time,makes you feel out of place.

Two of the community representatives who participated in the study said that the RECs do not take them into account. One of them explained:

 “When I joined and saw the first research protocol, I had no idea how to review it, and I realized that I was just a figurehead, and decisions were made. I protested, because I'm a philosopher. I would say: ‘But I didn't make that decision.’ That generated a lot of tension. The biomedical environment is very difficult, because it's very hierarchical and very patriarchal... I was surprised by the lack of democracy and the limited ethical discussion. I think I was just a figurehead because I raised certain issues, but they weren't heard; what they did was simply follow a checklist... did they adhere to this procedure or not?” (Interview 2 from Costa Rica).

An activist who has participated in clinical trials and promotes access to HIV treatments said: “They usually just call us to sign… but everything goes through” (Focus Group with community representatives, Colombia). In contrast, two other community representatives, both healthcare professionals, who participated in the same focus group said that their RECs did take their opinions into account.

The interviewees who were not community representatives confirmed the sentiments expressed by the community representatives and said that their participation is minimal, they are unfamiliar with clinical trials, they require extensive explanations, they don't know what is expected of them, they participate timidly, they defer to what the doctors say and to the majority‘s opinion, they understand little of what is discussed during the meetings, and they participate infrequently (Interviews 1 and 4 from Mexico).

 “The community representative was a woman without any professional training, a housewife. I'm not saying that's bad, but then you have a person who is going to sign… but who doesn't give an opinion or question anything, because she doesn't feel she has the moral authority. (Interview 4 from Mexico).

Contributions of community representatives to RECs. Usually, RECs assign the responsibility of ensuring that the informed consent forms and recruitment materials will be understood by trial participants to the community representatives. Most RECs also allow them to comment on the entire protocol.

Some interviewees believe that community representatives have made important contributions:

“I think, without a doubt, that the most intelligent questions come from her [the community representative]. Because she can identify things that we don't. What to us seems obvious and we are convinced that others will understand the informed consent form, she says, ‘no, it's not clear,’ and when we [hospital physicians] reflect on it, she's always right.

She's very good; she's not a passive member; she is very proactive. We request the community member to focus on the informed consent form and on the information that goes to patients and caregivers. This doesn't mean that she can't review the rest, but reviewing the consent and the information materials is the most important aspects of her participation” (Interview 6 from Colombia).
 
And another interviewee from a hospital in Mexico:

 “We always ask their opinion [of community representatives], especially on the consent forms, to make sure they understand the information… This participant does attend, but we don't overwhelm him with reading the entire protocol… we only focus on ensuring that he understands all the information that will be given to the patient…” (Interview 8 from Mexico).

“When we talk about a 40-page consent form, is it possible for the patient to understand it? Shouldn't it be made more user-friendly? Isn't there a way to make it more understandable? A 40 page document, is not practical, not even for a scholar [Laughter]. Informed consents should be concise documents that include all key aspects that are relevant to the patient... Why 40 pages? What does it tell a patient?” (Focus Group with community representatives in Peru).

In general, the community representatives in the Peruvian focus group did not feel empowered to request that principal investigators modify the consent form, because they did not want them to be responsible for negotiating a more understandable consent form with the sponsor. 

One of the participants in a focus group in Colombia said that this task of verifying the comprehension of the consent forms could be done by experts in linguistics or in communication, and the community representatives could play a broader role:

“In my view, it's very important that the regulations define the required profile and functions of the community representative, because there is a misconception that many on the committees share, that the community representative is basically there to just read the consent forms and tell us that the language is too complex and incomprehensible...There are several fields of university training… and several ways of carrying out that particular task…

We need to consider this person’s ability to analyze the social value of a research project… In this sense, we must convince ourselves that this community representative should have higher qualifications than simply reading the language of the informed consent form. This is quite reductionist. I believe there are other elements when considering the characteristics of the person who is going to be the community representative” (Focus Group 4 from Colombia).

When we asked the Peruvian focus group with community representatives if it would be helpful to engage social communicators to verify if the informed consent forms are understandable by the target population, they responded that it would be useless because the informed consent forms for multicenter studies cannot be modified, except when there are translation errors. They think that if the REC suggests any changes, their institution might be left out of the study; and in some cases, patients’ recruitment might be halted in all countries until a new consent form is accepted by all involved. Therefore, they consider that their role and participation in the review of industry-funded multicenter studies is very marginal.
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Some interviewees mentioned that community representatives ask many questions and identify expenses to be covered by sponsors and issues that other REC members had not noticed.

“… the community representative reads everything and then comes with many questions. So, each person [of the REC tells her]: ‘Look, it's about this, this and this, the objective of the protocol is this,’ and she really focuses on the informed consent form, but she reads the entire protocol [she's a housewife now] and her level of education [is] up to high school…

… The topics [for her] were always… a little complex... The president tried to put it in simple terms, so that the community representative would understand… and her opinion was generally: ‘yes, I think, I agree with them doing this,’ or ‘no, I think there are too many injections.’ That was a comment that stuck with me because I hadn't thought about the number of injections required until the representative said ‘no, I think there are too many injections, they're going to be pricked and pricked,’ and well, it was actually considered and included in the comments, and that part was corrected…” (Interview 1 from Mexico). 

It is undeniable that the community representatives try to make a useful contribution. The problem is that if they request a change, the companies threaten to take the projects to other research centers, and the institutions give in.

 “It is important to mention that the individuals who represent the community are always very committed to the community. What is the problem? The protocols are very standard and very technical. For example, we rejected an antiretroviral research study because we considered that [viral loads needed to be monitored] more frequently than they proposed, in order to determine if there was immunosuppression or not, but according to them, they couldn't do it because of the costs and because the sponsor had determined it that way, and the protocol was global…”   

[We wanted to see if there were differences among regions, and we said]:

"We can't verify the adherence of rural patients, and it's an element of the study. How are you going to do it? We suggested that they should hire a company to take samples and measure the viral load tests every month, instead of waiting for participants to go every three months for check-ups to the Healthcare Provider Institutions [IPS] conducting the study. [The response was]: "No! The protocol is international; it's standardized this way." (Focus Group with Community Representatives from Colombia).


Discussion

In Latin America, the responsibilities assumed by the community representatives and how they carry them out has seldom been studied. Elena Rey Lozano [28,29] interviewed seven community representatives who participated in Colombian RECs and did not belong to any Patients’ Association. 

All of them mentioned that their work was distant from the community they thought they represented. In some cases, they said they represented the patients or users of the health services, in other cases the students, but none mentioned they represented the research subjects.

All felt that the experience of participating in the REC was positive and considered it to be something interesting, important, and enriching. But they thought that their participation was timid, suggesting that they followed the opinion of the experts and accepted the decision of the majority. 

Elena Rey Lozano concluded that the profile and selection process of the community representative had not been well established, and those selected did not know what was expected of them.

The results of our study confirm her findings, and the problems that have been identified in international literature. The profile, selection criteria and responsibilities of this REC member have yet to be clearly defined. The community representatives are often acquaintances of a member of the REC, might be more aligned with the REC’s institution than with the research participants, and their role in the assessment of clinical trials sponsored by industry is marginal. 

This leads us to question two things: 

(1) The use of the term "community representative." Representation can only stem from a collective decision of the group being represented; and when RECs evaluate protocols involving diverse groups, that group is not clearly defined. Therefore, we believe it is time to stop using this title to refer to a member of the REC; 

(2) Whether these "community representatives" can contribute to the review of multicenter clinical trial protocols and/or what responsibilities they could carry out. 

Investigational products and clinical trial designs are becoming increasingly complex and difficult to understand, even for health care professionals and clinical researchers. Thus, it is unrealistic to expect that “community representatives” might make meaningful technical contributions to the review of such protocols. Also, given that most multicenter trails use competitive recruitment strategies, RECs are under pressure to expedite protocol approvals. Any delays are likely to reduce the number of participants that a particular institution will be able to enroll which further undermines the possibility that community representatives could suggest measures to limit the burden of the clinical trial on the participants, or make any improvements to the informed consent form and its application.

Participants in the focus groups in Colombia and Peru stated that RECs tend to approve or reject studies, but they do not negotiate changes to the protocol or informed consent, and when they do, the changes are marginal.

The representatives in the focus group in Peru suggested that RECs collaborate and conduct joint reviews of research protocols, which could strengthen the analysis and avoid the problems generated by the use of competitive enrollment in clinical trials, since the protocols would be approved simultaneously in all research centers: 

“The study was reviewed by committees A, B, C, and D. It was approved by most… and another committee observed the need of a comma, a period, or the wording; so, the proposal that was made to the Network of Committees was: What would be the possibility of doing joint reviews? Now we have technology. The committees that are going to review a particular protocol, well, they can decide when they, all together, are going to review the protocol. We would all study it, we would all get together; we would make joint observations, we would reach a conclusion, and the protocol would be approved. I also think that many eyes have a better chance of detecting problems.”

This joint-central process would empower REC members to make the necessary changes to the protocols and informed consent forms. Furthermore, consideration should be given to the possibility of delegating the review of consent forms to communication specialists.

This model does not necessarily eliminate the role of the community representatives, but it could transform it. One of the findings of our study, which was discussed in the country reports [19-24] is that RECs do not have the time or resources to verify that research participants have understood the informed consent, nor do they communicate with them throughout the implementation of the study to ensure that they are fulfilling their obligations and avoiding unnecessary risks, a need that was well described by Minaya et al [30].  

The vast majority of those interviewed expressed interest in RECs having more contact with participants, provided they had the necessary staff, adequate compensation, and training. This task could fall to community representatives, who would act as advocates for the participants. In some cases, instead of individual interviews, the information could be collected through group sessions with several participants. 

Conclusion

The characteristics, roles and selection process of the community representatives who participate in RECs continues to be ill-defined, and the term used to refer to such members should also be reconsidered. 

The onset of competitive enrollment in clinical trials sponsored by industry has further curtailed the ability of the RECs to question and suggest changes to the protocols and informed consent forms.  It has been suggested that if RECs conducted joint clinical trial reviews, the quality of their evaluations could improve, and the incorporation of necessary changes to the protocols and informed consent form would be more feasible. 

Consideration should be given to two significant changes: (1) delegate the review of informed consent forms to communication specialist; and (2) use the REC member known today as the community representative to verify that research participants have understood the risks and obligations that ensue from participating in clinical trials, to monitor their adherence to the protocol, and to ensure that they do not expose themselves to unnecessary risks and receive the appropriate treatment and compensation when necessary.  

The changes we propose are not easy, but the system established more than forty years ago is not operating as expected. Maintaining the status quo will not contribute to improving the protection of participants in multicenter clinical trials.
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Table 1. Number of in-depth interviews and focus groups conducted by country, and number of RECs and cities included in the interviews
	Country
	Number of in-depth interviews 
	Number of RECs
	Number of cities
	Number of focus groups 

	Argentina
	23
	21
	 6
	0

	Colombia
	35
	            25
	  4
	4 (one with community representatives)

	Costa Rica
	15
	4 + National Committee 
	1
	0

	México
	21
	19
	4
	0

	Panamá 
	6
	3
	1
	0

	Perú
	  15
	  13
	3
	2 (1 with community representatives)

	Total
	  115
	86
	19
	6






Table 2. Active studies in the FDA registry (clinicaltrials.gov) as of December 8, 2025 in Latin American Countries 

	Región/país
	Active clinical trials
	Interventional clinical studies financed by industry 
	Population
	Rate: interventional studies per population (per million) 

	Total in the world 
	21,337
	6,038
	8,230 million
	0.73 

	America (the entire region) 
	10,438
	3,884
	1,037 milion
	3.74

	Countries included in this study
	
	
	
	

	Argentina
	514
	465
	45 851 378
	10.14 

	Colombia
	182
	143
	53 425 635
	2.68 

	Costa Rica
	19
	14
	5 152 950
	2.72 

	México
	443
	390
	131 946 900
	         2.96 

	Panamá

	17
	14
	4 571 189
	  3.06 

	Perú
	123
	96
	34 576 665
	2.78 

	
	
	
	
	

	Other Latinamerican countries
	
	
	
	

	Bolivia
	1
	1
	12 581 843
	0.08 

	Brasil
	725  
	544
	212 812 405
	2.56 

	Chile
	269
	232
	19 859 921
	11.68 

	Cuba
	4
	1
	10 937 203
	0.09 

	Ecuador
	4
	1
	18 289 896
	0.05 

	El Salvador
	3
	2
	6 365 503
	0.31 

	Guatemala
	43
	37
	18 687 881
	1.98 

	Honduras
	6
	2
	11 005 850
	0.18 

	Nicaragua
	0
	0

	7 007 502
	0

	Paraguay
	6
	4
	7 013 078
	0.57 

	República Dominicana
	17
	12
	11 520 487
	1.04 

	Uruguay
	4
	0
	3 384 688
	0


	Venezuela
	3
	1
	28 516 896
	0.04 


Source of population data https://www.worldometers.info/es/poblacion-mundial/poblacion-por-pais/ 


Box 1. Occupational Characteristics of the Community Representatives participating in the RECs of our research participants
	Health professionals: doctor, nurses, microbiologist, doctor with a postgraduate degree in bioethics, obstetrics students.

Professionals who might be related to health: biochemist, sociologist about to finish their doctorate working on health and ethics issues.

Other professionals: priest, lawyer, social worker/assistant, journalist, systems engineer, social scientist, economists, bioethics teachers.

Other activities: housewife, social activist, retiree, palliative care volunteer coordinator, hospital users, hospital patients, activist in LGBTQ, members of advocacy groups, hospital volunteer, patients, representatives of patient associations.
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