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Transcript
I: Thank you for agreeing to take part in our interview session. So, this is participant number 016. Participant initials are (Initials). The date of the interview is 09/09/2024 and the time of the. Interview is 13 or one. Do you consent to being recorded?
P: Yes, I do.
I: All right. So, thank you for speaking to me today. I am interested in learning more about the implementation of clinical trials in South Africa. As a key stakeholder in the implementation of clinical trials in South Africa, would like to learn more about your clinical trial practices and your experiences in clinical trials in South Africa. We appreciate you taking the time to have a one-on-one interview with us. There are no right or wrong answers. I am here to learn from you.
P:All right.
I: Participation in this study is completely voluntary. You can stop the interview at anytime. You do not have to answer any questions you prefer not to answer or any questions you find difficult to discuss. Do you have any questions before we start?
P: Nothing so far, 
I: alright1st I'm going to ask you some background information, alright, so it will be about your background and your role. Are you comfortable telling me your age?
Speaker 3
P: All right, Yes.
I: How old are you?
P: 30?
I: Your gender. Are you male, female or other? Or prefer not to say?
P:  I'm a male 
I: An education discipline are in public health, social science, medical science, environmental health. Science management or other or you prefer not to say.
P: 3 actually, three of those actually ,  in public health.
I: You're in public health.
P: And medical science, 
I: medical science.
P:  Environmental health
I: And environmental health, 
P: Yeah. So, but. Respectively, its environmental, health, public health and currently, medical science. It's my current studies.
I: OK. Ohh, that's your current studies.
P: Yeah.
I:  Oh ok
P: OK, Masters in medical science 
I: Masters. Oh, OK Oh well. And then your current country of residence,
P:  South Africa. 
I:  South Africa. And your province?
P: KZN, KwaZulu Natal
I: And your locality? Do you do you think you live in an urban area or a rural area area your current?
P: At (Employment Organization Name)?
I: Yes
P: public engagement officer.
I: Public engagement. And how long have you worked in this role as a public engagement officer? I'll say the scale for you zero to four years, 5 to 9 years, 
P: Uh. Zero to four years.
I: zero to four years okay; which department are you working for? Project Management, Laboratory administration, pharmacy, data management, quality assurance, monitoring and evaluation, economic, academic or other? Or you prefer not to say.
P: I think I'm not sure I think I go on other, but because I'm coming from Advancement Department.
I: Oh Let me see at.
P: Advancing science, that's that is our role
I: you said, advancement what 
P:  advancement Department. We support advance science
I:  supporting advanced science.
P: But the department is just Advancement department.
I:  Ok, So, what is the sector of your intervention? Is it pharmaceutical, clinical trial organization, clinical organization, clinical research organizations like a pro and Academic Institute, Health Department, laboratory ethics, other regulatory or other?
P: I'm not sure if I understand the question clearly, but so now you're asking me like the organization that I come from.
I: Is it an academic institute?
P: It's a research, it's a Research Institute. Yeah. Yeah. But I think there's all, like, academic within it. That's. Yeah, research institutes. That's the first one.
I: The Research Institute which countries have you worked for?
P: Yes. Countries I've only worked in South Africa, but I've also worked in collaboration with Mozambique in my previous employer.
I: OK. So you you were, you've worked with you've worked in South Africa. Have you worked in Mozambique? Or your your company was in.
P:Well, it was a collaboration of three countries, yes. So but I was based here, but we would like meet with Mozambican colleagues to, you know, discuss work.
I: Oh, OK. OK, I'll just add Mozambique. How many years have you been working?
P:OK, it's fine. But to be more specific, I wasn't working in Mozambique. OK, we'll just meet at the central location mostly at the border and have meetings between Mozambique. Swaziland and South Africa. And I wasn't specifically located here and I wasn't with the project, was inclusive of three countries, Mozambique and South Africa.
I: In months and weeks.
I: OK, So how many years have you been working on clinical trials ?
P: I've never.
I: Let me give you, let me give you a scale you've never worked
P: Worked, not like I've never worked per say, but it will depend on like. What exactly are you are you looking for like being hired or being involved in clinical trials?
I:  Being involved in clinical trials.
P: I think ever since I arrived at (Employer), so we can say maybe, yeah, three years.
I: OK. 0 to four years. Yeah, alright. How many clinical trials have you worked on? Have we or have you been involved in?
P: There was this COVID study. Which was presented by CTU the TB one HIV. And the asthma which was presented by Dr [Surname] I think, yeah.
I: Or let's refrain from mentioning people's names. So would it be zero to four years?
P: Ohh sorry. Yes.
 
I: Yeah, five to yeah. How many clinical trials have you worked on? Sorry. Zero to four clinical trials.
P: Let's just say a zero to four trials.
I: Zero to four. There's also 5 to 9 clinical trials.
P: I think it's four. Yeah, I can think of four so far.
I: zero to four clinical trials.
P: Not, not, not. Not like really, really involved, but we've been involved from from the support side, yeah.
I: OK.What phases of clinical trials have you worked on?
P: There is phase one. Phase 2. Phase one and phase two, I think.
I:  phase one and Phase 2 as part of your clinical trial experience, what type of disease groups have you worked on? You mentioned COVID, right, .
P: TB; COVID, Asthma. HIV. I'm not sure if the the hypertension 1. I think there was also hypertension yeah yeah.
I: Hypertension  one. Did you mention HIV?
P: Yeah, HIV  and asthma
I: And ask. OK, yeah, I wrote it down vaccines?.
P: Yeah, vaccines as well because the current one for TB is for TB Vaccine
I: Type vaccine. OK, now I'm going to ask you. Some open-ended questions.
P: Alright.
I: So let's talk about your role in the implementation of clinical trials here in South Africa. Do you have experience in the startup phase of clinical trials?
P: Hey, I think. I think that one is kind of like complex cause not really really that much involved, but I think from the support side, I'm not sure if they've already done the administration side of things but when it comes to presenting the study and seeking advice from public engagement perspective, yeah
I: All right, so you would go into the community and ask them if whether they will be able to accept this clinical trial or just?
P: we'll just you know discuss as the department and also probably discuss with the CAB as well and then before it goes out to the community But we have a specific person who's attached to that one but we all involved with this specific person.

I: Have you ever been involved in clinical trials that failed to be informative?
P: To be informative.

I: A clinical trial that did not answer the question, questions that it was trying to to to

P: Yeah. If it was relevant or not.

I: Yeah, if it was relevant or not.
P: I wouldn't say yes, no no 

I: Oh no, what challenges have you observed in the conduct of clinical trials in South Africa?

P: I think the challenge will be. Uh to get the buy in mostly local buy in. Uh. There is a lot of explanation that needs to be done. Explanation you know, and making people understand the clinical trial. Yeah, it's it's one of the barriers. It's a challenge actually and also to actually get  the researchers that were involved in clinical trials to, you know, be more active in engagement activities

I: Hmm.

P: And also translation is is a bit of a. Challenge as well as well, yeah, to translate all the science it can be a bit of a challenge.
I: Like translating the protocols, the ICFs.
P: We have to figure out like to translate all the science behind the clinical trials into local language. Yeah, to one of the  challenges. But we we we do work around it but

I: Yeah. When you say you do work around it. What do you mean

P:  I mean we. We do try by all means to, you know, explain all these signs into simpler terms for like feedback to the general public Yeah.

.
I: So, with this challenges that you mentioned, right, I know you probably have mentioned it. How can we resolve these challenges like getting the local buy in? You know, translating of

P: core creation, you know, core creation is the key whenever we are creating the clinical trials. That research agenda we should co-create it. It should be a multidisciplinary approach, coming from different. You know side of things and perspectives and expertise

I: Hmm

P: You know that equal approach would make it easier. For you know. To get the buy in to make people understand and to bring something that is relevant to that community, that speaks to the need of the community.
 
I: Hmm hmm, All right. So I'm just writing it down. What are some of the challenges you have observed with randomization into clinical trials?

P: Randomization of clinical trials can you elaborate a bit when you talk about randomization, you mean like randomly selects?

I: So, Yeah, randomly selecting participants you know they will come in. There will be the new drug and then they'll be like like let's say, with diabetes. They'll they'll bring a new drug and there's already a drug that is already being tested now. Yeah, like the standard of care and now.

P: The like the standard of care.

I: What we do is that we need to randomly put people on the treatment or on the standard of care on the new treatment or the standard of care. So, which means it's like a toss, like a like a not like a a coin toss. Yes, like a coin toss. Way in. I would come in. I would toss the coin in. If it's heads, then I go to the.

P: I see. Tossing a coin

I: To the standard of care. If it's tails, I go to the new the new drug the new drug that we're testing. So, have you ever experienced? Have you ever observed any challenges with randomization in clinical trials?

P: Hey, I've never been directly involved in urban, but I've heard of challenges.

I: What challenges have you?

P: Had I've heard of challenges that, there are challenges of how can I put this? You know. Explaining everything like give a clear clarity to the patient or the participant. You know. They could also be a potential of, you know, violation of ethics;  potential I'm not saying I'm not saying there is, but there is a potential of. Of violation of ethics. I've heard of it. I've never been, like, really experienced it like first hand.

I: And you think the way we can improve randomization is like clear explanation of the protocol, clear explanation to the participants? Yeah.

P: I'm not an expert when it comes to clinical trials, so I wouldn't want to put it anything out there. But what I will say is, as long as we follow the guidelines then

I: Yeah. OK, now I understand. Now let's talk about the contacts and implementation of randomized controlled trials so good randomized clinical trials are supposed to be designed to produce scientifically sound answers to relevant questions by including a broad and varied population. Right now in your setting or based on your experience, what groups are often not included in trials without a good scientific justification.

P: The community, the community mostly. It's the community, the civil society.

I: Civil society. What changes need to be made are you are you OK with that? Question so sorry. What changes need to be made in the design and conduct of clinical trials to be more inclusive of varied populations?

P: Core creation I think core creation would work better

I: Core creation for creation would work better. Can you please elaborate on that one? I know. You've said it

P: Yeah, when I say Co create it's it's more of like a guideline on how to set up a research agenda that is inclusive of everybody else that that needs to be there from the beginning of the project to the end of the project. You know, everybody's voices need to be considered.
I: Yeah, yeah.
P:  In that way you will bring those things that you mentioned, a project that is scientifically sound that is relevant and that speaks to the need of that of that population or that community

I: Right. Yeah.

P: Yeah.

I: Failure to adhere to the allocated treatment ARM after randomization may reduce the ability to compare between arms. What would be your suggestion to facilitate and encourage adherence to the allocated study ARM? Like sometimes, you know, people are in the control group and they are not adhering or sometimes it's they are in the new in new what's this, the new drug, but there is some side effect that is affecting them and now they want to drop off. They don't  want to adhere it which affects adherence, right.

P: You're right, yeah.

I:  So, what would what would be your suggestion to facilitate and encourage adherence to the allocated study ARM?

P: OK, this one is it's it's it's tricky. But what I'll say is you know. First of all, you need to appreciate the participants. They need to feel appreciated all the time

I: Yeah

P: So, you constantly need to engage with them, to feel, to make them feel appreciated, to make them feel important. And you need to constantly engage with them, you know, follow up with them. How are they doing, you know, show that human compassion, you know?
I: Yeah.
P: Yeah, yeah. And also find out how do they feel so far and also they need to be constantly reminded of how important it is to be involved in the study and the results of this study. You need to also. Constantly remind them that the results of this study, how will they impact the community in a positive way and also the future generation. But you need to also tell them that it's not just for them, but it's also for their next generation. You need to also clarify the benefits. Of them, and also like their whole population or the community at large and and and and and and and (Stutters). Not sure if this is like a violation of ethics you know. But when I say when I say you, you need to make them feel appreciated. You know things like you know ?incentivising? 

I: Yes

P: But yeah, they yeah but also you have to be, you know you need to ensure that you're not violating ethics by doing that. Yeah.

I: Umm huh. No, that's I... I hear you. Now we know that disproportionate data collection wastes time and also resources, right? So based on your experience, what are some of the common errors in designing CRFS that result in large volumes of data that is not relevant to the research question?

P: Can you can you can you elaborate a bit?

I: Right. Sometimes when we are designing data collection tools. Sometimes we tend to design and we put so much information that is not even necessary, right. If you are as if you are designing a data collection tool for diabetes, right? Why are you adding sexual health? You get it. So sometimes that creates disproportionate data collection, and it also wastes not just your time.
P: Yeah.
I: Participants time also your staff time. If you're sitting there with a questionnaire that is 18 pages and all you want to know is about height.

P: No, I think I I think with that one. You just need to be, you know, straight forward. Be specific as possible as you can, and you know, try and make try and collect the relevant data, the data that you need, you know. Yeah, I think it's it's that and also try and avoid, you know, you know, long sentences. Any yeah. and also, yeah, yeah. And also you have to keep it interesting.

I: Keep it interesting. Can you please elaborate?

P: Yeah Yeah, the the participants should feel like, you know, should be drawn into, you know. Answering the first question. The participant should be, you know, curious of the next question. Yeah, they should look forward to the next

I: Umm

P: Question

I: Oh, OK, yeah, yeah

P: So, you also need to, you know, with your question you you you need to start with the questions that that that want. Make the participant like you know, feel like this is this is inappropriate. This is not of interest. You need to, you know. Have. Like sort of like an icebreaker question.

I: Or ice breaker question

P: From from, from the beginning and. Go on and on and on and

I: Yeah ok, keep it interesting

P: And also try to and and also make sure that you avoid duplicates of questions or repetition questions

I: Yep, yeah. Which duplicate of questions then?
 
I: Hmm Communication with participants is one of the ethical requirements in the conduct of clinical trials. How can this be improved in your context?

P: Communication.

I: OK

P: First of all, you need to consider. Your participants, which area are they coming from? Are they coming from urban area? Are they coming from a rural area? You also need to, you know, consider

I: Consider your participant. Yes, yeah.

P: Confounding variables like the the economy of that area, what lines of communications are effective in that area? There's WhatsApp, some some people they prefer in person communication. I think you need to to be to be more open minded. Then you need to explore different. Kinds of communication that are suitable for that area. You need to consider. That you are also in in South Africa is essential of low shading. There's there's there's network issues. But also, communication shouldn't be communication shouldn't be only online

I: Hmm

P: You need to alternate. You need to if you're doing online communication. You also need to be you need to or. You also need to conduct in person communication like visits, communicate with them like in person directly

I:  Yeah. Visiting their homes, 

P: hmm or like any touch with that one, he he should favor the participant more

I: Favor the participant more


I: Hmm, All right. Now we're going to question 11. Of 21. Does the registration of clinical trials in in publically accessible database test demonstrate transparency?

P: In public accessible database

I: Like for example, all clinical trials that have been done in South. Africa. They are registered on the South African South African national Clinical Trials Register right. So do you feel that that demonstrates transparency?

P: HmmMaybe. Certain people to everybody and to be more specific, I don't think participants may have access to them or communities will have access to that maybe  policymakers or health practitioners. They can have access to it or, you know, certain people have access, It's not for everyone and I don't think it's.

I: Hmm for everyone. So, you don't think it demonstrates transparency? 

P: No, not enough. Not enough

I: Oh, yeah. So, what more could be done to improve transparency?

P: Hmm, well that one is is also a bit tricky because there are, there are also issues of confidentiality if you make it more accessible to everybody else to also violate some ethics as well.

I: So, on the on the database the the accessible database they will put in the protocol they're putting the CRFS data collection tools, they're putting the informed consent form how it looks when they register it and when they are done with the collection of the data and the. Results they will have the results. The trial results on the what they found. You know, everything that happened in the clinical trial.

I: Hmm

P: Then I think I think with that then mostly the participants they they should have access to and and the community it should made available to them, yeah.

I: Hmm

P: In what way? I'm not sure, but maybe it can be accessible online or it can be accessible to they can just go to the nearest health facility or health district if they need that information. And then and also maybe for educational purposes, it can be, you know teachers and schools they can they can, they can have access to it as well.

I: I like this idea that the results of a clinical trial, they can go get it at a hospital or a clinic that would have improved transparency for them because you feel like with the online database, not everyone has access to

I: Yeah It

P: Access, yeah

I: Ok, All right. How do you assess whether a trial design is operationally viable in your context?

P: If a trial design, yeah. OK, first of all, I'll say. The acceptability by the community, you know, the acceptability level. If it's well accepted and well received, you know, and if you you are able to reach your targeted population and the sample size, that's one way of you know analyzing if it's

I: The trial design is operationally viable

P: and also. If it's drawing more... more attention even from, you know, external stakeholders, for example, the Department of Health, if they are more interested to it.

I: Mm-hmm.

P: Maybe other NPOs or organizations if they are more interested to it than they are, I think that can tell you if it well designed
.
I: It's well designed

P: Yeah

I: How can monitoring and auditing of clinical trials improve the quality of the conduct? Of clinical trials. Like weigh in and monitor comes in and looks over all the clinical clinical trial material. The ICU for the being signed correctly. Are you following what you said you're going to be following? You said you're recruiting people getting the ages of 18 and 28. Do you all of a suddenly have a 32 year old there has been recruited?

P:  Yeah, yeah, yeah

I: So, do you think thinking help can monitoring and auditing trials improve the quality of the conduct of clinical trials?
P: Yes. Yes. Yeah, yeah, yeah. If if it's done. In a proper way. It can definitely help. It can also improve the quality of data. It can also make sure that the PIs or the researchers are hold accountable for for any violation of the clinical trials and yeah, it can also, you know. Improve the results, yeah. So basically, yeah, it. Should be value for money (I laugh)
I: And then how often should clinical trial  monitoring, auditing and inspection activities happen in a clinical trial?
P: I don't know about that one I think it can depend on the duration of the of the study. If it's if it's one year, maybe it can be done quarterly. But I also feel like with the inspection, it shouldn't just end with you know, the office and the administration part where you're just reviewing the records, maybe the auditor or whoever is doing the, the, the auditing can also like randomly go to the field while they are working. If that's if that is allowed, I don't know randomly, just just go to the field and

I: How are people doing it?

P: Yeah. How they are doing it? How are the the participants receiving it; You know, just to observe it, just to sit down and and observe, you know, you know, one of those random visits unexpected one
I: Yeah.
P: unexpected visits to make because some people. They violate people's rights and ethics. They mistreat, especially patients. They mistreat them. So I think. I think it's very important.
I: Hmm.
P: Yeah, just like the minister. When the MEC of of Health in KZN he will just randomly visit the health facility. That's why many health professionals, they they were getting.
I: Hmm.
P: Fired, especially in the rural area. I've seen them being fire because of, you know, violation of. You know, they they don't have this Ubuntu. Sometimes they they are, they are, they mistreat patients.
.
I: Ok, So surprise inspection visits from monitors.

P: Yes, that's the word surprised inspections

I: OK. OK, so now let's talk about the good, good clinical trials collaborative guidance. So theGCTC guidance was developed by a group of diverse and multidisciplinary individuals and organisations that believe that good Healthcare is informed by good evidence from good randomized clinical trials and the introduction and promotion of the GCTC guidance will strengthen the scientific and ethical quality of randomized clinical trials. Regardless of the context, right? So just a quick question. Have you heard of the good clinical trials Collaborative and its guidance? Please elaborate on your knowledge of GCTC guidance.

P: And it was the first time hearing it from from from CTU at (name of organization). Yeah, yeah.

I: at CTU at (name of organization)

P: Yeah. I didn't know about it before then. Yeah, so. I can say. It was a multidisciplinary approach because were also involve, as the Advancement Department public engagement to be more specific, involved and we are able to voice out. Our views and our expertise, you know? Yeah. So yeah, that. That's what I know so far about good clinical

I: Hmm the GCTC guidance. OK, just a quick you, you attended the GCTC workshop. What was the thing that captured you about the guidance?

P: Yea. Yeah; OK, let me see. Mostly it was about. How how can I put this? Yeah, it was mostly about what? What caught my attention was. The benefits of this guideline not only for a research organization but also for the participants in the community at large, yeah, and also. Yeah, collaboration, mostly collaboration and transparent. You know, I spoke about, you know, violation of patients rights or participants rights, the ethics and all that. You know, the respectful of participants. It's it's a key, especially for their retention. So that was one thing, Sir. But for me, I think coming from a research organization that's, you know, speak to the value of collaboration that's that was one. One of them and also you know, appropriate. It should be appropriate, and yeah, it should be informative and relevant because you don't want to, you know, do something that is. Not really. The public health issue, if I can put it that way, a public health issue in that specific in that specific population, so it must be informative and it must be relevant.

I: Yeah Yeah. You mean the clinical trial? Yeah

P: Yes So, the guideline was speaking to the about that as well. So yeah, those those are the things

I: As you mentioned that you're from the public engagement, right? So how does the GCT is the GCTC guidance applicable to your organization?

P: Hmm. Yeah, it's very. It's very applicable

I: How so? How is it?

P: Applicable to my organization because we have clinical trial units, we have a clinical trials unit that works with people Yeah, and we as public engagement, we engage with people. We want people to be involved, we want the clinical trials to be of benefit to them, and we want our our organization to be trusted. Yeah, by by the communities and we also want to market our our our our organization. We want us to you know to be up there and be well known as organization that you know conduct quality research and quality clinical trials that speaks to the need of the Community, you know, in order to influence, you know, policies and to better the lives of

I: Would you recommend training on the GCC guidance to your organization?

P: Definitely, yeah.

I: Definitely. I'm not even going to ask you to elaborate because you said you've explained it before, which challenges do you think can be resolved by implementing the GCTC guidance in your organization?

P: First of all, I'll say. We have a challenge of collaboration with some departments or they include other internal stakeholders at a later stage, whereas you'll find out that there is nothing much that they can they can contribute compared to if they were included from the beginning of, you know, the projects and also the relevancy.

I: Yeah

P: The issues of relevancy they can be resolved. If you you know

I: OK

P: You are inclusive as possible as you can.

I: Yeah

P: From the beginning. And you you can also. It can also help you know to identify the challenges and the loopholes early and then attempt to them

I: Yeah. No, that's true. And then are there any aspects of the guidance you do not agree with or that do not align with your priorities?

P: So far, no so far, no. But. What I can say is if. If they can put co-creation.

I: Yeah. On the guidance, yeah, what I mean if?

P: Even World Health Organization is saying that we should co-create it. You should co-create it so.

I: Yeah

P: With co-creationtion you can avoid a. Lot of issues or challenges. Especially engagement.
I: One of our objectives is to introduce and promote the GCC guidance and the adoption of its principles in the conduct of randomized clinical trials senior here in South Africa. So in your opinion, will the adoption of the GCTC guidance be feasible in the conduct of clinical trials? In South Africa.

P: Yeah, yeah.

I: What challenges do you foresee in the introduction and promotion of the guidance here in South Africa?

P: Probably Probably it will be, you know, getting it by in, especially from politicians. Because they are, they are also involved in, in, in, in policy making, right? They might not be interested. They might not see any benefit from it.

I: Yeah, pictures

P: Especially the corruption. I'm joking. But yeah, yeah, yeah. Politicians are I I I foresee a challenge there, you know, getting a buy in from politicians. There was this doctor from the UK who was speaking about the clinical trials, the challenges that he had that she has faced

I:Hmm

P: Especially being a female researcher trying to, you know, convince the politicians about the guidelines that they were creating because you need to get the approval

I: Yeah

P: From them as well. And yeah, in South Africa we have we are a very diverse country. We have different beliefs. Some of those, yeah, of which some can be a challenge, especially the beliefs, the culture.

I: Hmm

P: They can pose, you know, a challenge or a threat, It cannot be received well, especially if it's not properly explained.

I: Yeah.

P: and maybe I can just say, you know, if funding is always an issue, if if you are. Unable to to draw more funds. To you know articulate what you're trying to to achieve. It can be a challenge. As well

I: Yeah. So how can we get a buy in from? From politicians, how can we do that?

P: From that doctor, she said try and be at their level

I: , try and be at their level.

P: Learn their lingo, simplify whatever that you are bringing to them, it shouldn't be too scientific. You, you. You're going to bore them. They will just want to leave the boardroom because you're busy telling them about your science and then they will look at you as somebody who's trying to be superior. You're trying to to to  to showcase your scientific skills. And yeah.

I: Oh wow

P: Yeah. So try and you know, simplify it as possibly as you can and make it short. It shouldn't be too long politicians. Whereas they they love shortcuts

I: Alright, so if you will. They come and they say we are asking you in the promotion and increasing awareness of the guidance, the justice guidance and the adoption of his principles and the conduct of randomized clinical trials here in South Africa, right? How would you implement the promotion and awareness of the guidance and adoption of the guidance? Yeah.

P: In South Africa. OK, first of all. In the communities and in the health facilities; In the communities I would use the very influential people

I: Very influential people

P: Or influential people within the within those communities. I mean, if there's something we learned from COVID is that influential people in the community, they can impact whatever that you are trying to bring negatively. If you don't have their buy in. You need to consider the culture, the diversity of our country and to gets young, fresh minds, you know, like the youth, you need to use social media. They spend more time on TikTok, things like that. You can use TikTok, you can create songs. You can create comics, something that is interesting. You can also go to universities you know create awareness because I mean like those people are supposed to be, you know more civilized because they are at the university level, you can also use people like SRC, you know SRC, you can use them, you can take the opportunity of.

I: Yeah

P: You know or take the advantage of the events you can do road. Shows yes, you can do dialogues like dialogues with the researchers from different institutes, universities, health, health department

I: mhh

P: Social science is I can use the research sector

I: Hmm.
P: umm It's good because I'm. I'm I'm. I'm part of it and I am at EXCO  level for it. Yeah. (I:Executive yeah), so I can use that advantage as well. I can you know, but I can also start internal different heads of departments.

I: Yeah

P: Within my organization and also from other research organization, the local NPO's who are doing awarenesses on HIV or TB

I: Yeah, yeah.

P: I can. Yeah. The media, I think I mentioned the media, including social media, you can promote it on local radio stations, you know, like in simple terms but I will make sure that my audience I learn my audience and

I: Yeah. Then your audience, yeah

P: And I use all relevant communication lines when I speak to the researchers or the PIs from different organizations.

I: Yeah

P:It would be easy to use scientific terms and.

I: Oh

P: You know, people like (Name and Surname of a research org leader) , they can be yo-yo yo-yo, you you, you go to

I: Oh, actually that is my next question. So which major clinical trials implementers and key stakeholders in South Africa should be approached to promote and raise awareness of the guidance and the adoption of its principles. In the conduct of randomized clinical trials in South Africa.

P: Yeah, like the the the research organization. Yeah. Like, there are so many research organization, health department districts from districts to provincial to national. Yeah. You know, people I mentioned people like

I: Research organization

P: [Person’s Name, Surname and Organization] You know, but you should also start internal. You know, we have our our very best. Yeah, our director, our different doctors within

I: Which?

P: Our yes, I think I mentioned influential people within the community like the leaders, you can use them probably. Yeah. I'm just throwing everything in there now

I: Yeah, actually my my next question was can. You please list these stakeholders, stakeholders. Yeah, You said [name of organisation] Yeah, complete. Why should we approach CAPRISA?

P: They are doing clinical trials as well. I think they they they can. They can definitely have something to do or to say about the guideline. If it's still open for you know, additions, they can maybe like add it or add something on it and then they can help out in identifying the gaps using their in their experiences

I: Hmm

P: MRC as well

I: Yeah, it might seem. Why should we? MRC. Yeah, why should we not hire? Why should we approach MRC?

P: Because they are, they are doing the clinical trials too. You know all of these organization, the research organization that's also connecting culturals they can be approached the Department of Health definitely, yeah

I: Why DOH?

P: DOH We have a lot of policymakers there and they are the Ones who should. Respond with targeted interventions. You will do your clinical trials and you have results. You need to present results to them and recommendations, and they should action them

I: Hmm

P: Because they are the service providers.

I: Yeah. No, that's true

P: We are not service providers, we just do research to influence policies. And also. The ethical committee? Yeah, as well. They need to be included, including the university ones like oBREC

I: Prague. Yeah. Why should we include them? Why should we include ethical committees like like?

P: Because they whatever that you do In as far as research is concerned, you need to submit to them for approval. They need to approve.

I: Yeah

P: So, the guideline, they can also tell you if it's going to the right direction. They can also be able to tell you where to improve. And what to include and what not to include. So yeah, they are very crucial you cannot. Your study cannot go on without their approval. Yeah. So you need to. They are key stakeholders as well

I: Yeah. Yeah, yeah, that's true. Is there anything else you would like to share with me with regards with the CTC guidance?
I: And
P: Yeah, I can see. Just just keep on promoting it, get more buy in, get more views and recommendations from different sources, not only internal but also external stakeholders, yeah and yeah, keep on improving it guidance until until until until everyone says yes, now it works

I: Now it works for South Africa, right? Well, thank you so much for your. We appreciate all your inputs and also your suggestions.

P: Thank you for having me

I: All right. Thank you so much. Thank you. The the interview was in English. The interviewer was Andani Ratshinanga and the participant number is participant 016. Thank you.
The End!!

	
	
	



