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1.	Discussion Context.
(Describe the environment in which discussion took place, the participants’ behaviour, etc)

2.	Discussion.
I: All right (…) Alright, um, so thank you so much for agreeing to participate in our study. You are participant (participant identifier omitted), and the date of your interview is 06/11/2024. Do you mind telling me your initials?
P: (Participant’s initials omitted)
I: So, the (..) The title of our study is Survey of Knowledge and Practice of Good Clinical Trust Collaborative Guidance in the Conduct of Clinical Trials in South Africa and the time of your interview is 11:10. So, I'm just going to read a short introduction. So, thank you for speaking to me today. I am interested in learning more about the implementation of clinical trials in South Africa and as the key stakeholders in the implementation of clinical trials in South Africa. I 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 one-on-one interview with us and there are no right or wrong answers. I am here to learn from you. Arh, you can decide not to answer a question if you don't want to and you can tell us to stop the interview at any time. Erh, do you have any questions before we start?
P: Nope, go ahead.
I: Alright, so we're gonna do a short demographic arh form. Do you mind telling me your age or you prefer not to say?
P: (Participant’s age omitted) 
I: And then do you identify as male, female, either, or you prefer not to say?
P: Female 
I: Female. And your education discipline? Are you in public health, social science, medical science, environmental health [paper flip sound] science... 
P: Medical science.
I: Medical science, all right. Medical science. [Paper flip sound] aarh, and your current country of residence?
P: South Africa.
I: South Africa and your province?
P: Western Cape
I: Western Cape. And would you (.) consider your locality, urban or rural?
P: Um, whoa! (Laughs)
I: (Chuckles)
P: So, I live in urban, I work in rural.
I: Oh, you work in rural. Ok, and what is your current role?
P: I am the Clinical Trials Project Manager.
I: Clinical Trial Project Manager (.) and then um, how long have you worked as a Clinical Trial Project Manager? Zero to four years...
P: It’s 12 (.) Oh Gosh! 2015 (.) 2025, oh, 9 years.
I: Nine years. Alright, 5 to 9 years. Which department are you working for? Project management, quality assurance, laboratory monitoring and evaluation, administration, pharmacy, data management, economic, academic or other?
P: I do them all (interviewer chuckles), I oversee all of them across multiple studies across multiple countries.
I: You oversee all of them, alright (laughs).
P: Like the GP, I like the GP of clinical trials, right?
I: (Laughs) GP, I'm writing… I'm writing it down of clinic trial (chuckles). 
P: Yah, no, not not specialist, not specialist that knows everything. 
I: (Laughs while talking) it's just the GP. And then the sector of your intervention is it pharmaceutical, is it clinical trials organization, is it a, is it a clinical research organization, is it an academic institute, is it Health Department, laboratory ethics or...
P: Academic institute.
I: Academics, all right. Which countries have you worked for?
P: Mm, (.) UK freedom, Sweden, Cambodia, Madagascar, Zimbabwe and South Africa.
I: Madagascar, South Africa and what else? The other one? Mbombi?
P: Zimbabwe
I: Oh, Zimbabwe
P: Madagascar 
I: Zimbabwe. Wow! You have seen the Cambodia and Madagascar, wow!
P: Kenya. Sorry, Kenya (…) yeah
I: You are a specialist not just the GP of clinical trials (chuckles)
P: Or GP of worldwide clinical trials. Yeah, US, but they have their own, they have their own name.
I: Oh, okay. So...
P: Yeah
I: How many years have you been working on clinical trials? Zero to four years, 5 to 9 years, 10 to 14 years, 14 to 19 years or more than 20 years?
P: 10 to 14
I: 10 to 14 years. And how many clinical trials have you worked on those 10 to 14 years?
P: Oh, my Lord. Oh...
I: More than 20 clinical trials?
P: Yeah
I: All right (chuckles). And the phases of these clinical trials, were they phase one phase two, phase three, phase four or other or you prefer not to say?
P: All phases, including observational.
I: Oh wow. Including observations. And the diseases that you've worked on, HIV?
P: Oh, yes.
I: TB?
P: No.
I: No, Pneumonia?
P: No.
I: Gastroenteritis?
P: No.
I: Soft tissue infection? (.) Cancer?
P: Yes, yes, yes. Sorry. Yes, soft tissue infection.
I: Cancer?
P: No.
I: Arh, hypertension?
P: No. 
I: Diabetes?
P: No.
I: Vaccines?
P: Yes.
I: Bacterial infections?
P: Yes.
I: Arthritis?
P: No.
I: No. A stroke?
P: No.
I: Kidney disease?
P: No.
I: Heart attack?
P: No.
I: [Giggles] heart failure?
P: No
I: Ulcers?
P: What kind of ulcers?
I: Any ulcers
P: Emilia ulcers, absolutely. 
I: Uh-huh, so-
P: So, in female mucosal health
I: Female mucosal health. So-
P: HIV and STIs.
I: STIs...
P: Pregnancy, yeah, babies
I: Babies all right.
P: Yeah.
I: So, have you worked on? No, no, no, no, you can't work on asthma, Ok, anaemia?
P: Anaemia?
I: Yeah.
P: Well, it's part of it, but not a specific area of anaemia.
I: All right. Ok, now we are about to…We're done with our demographic forms, and we are about to start our interview now. Now let's talk about your role in the implementation of clinical trials in South Africa (train sound). Do you have experience in this starter phase of clinical trials?
P: In the?
I: Starter phase of clinical trials.
P: So, yeah. Yes, so I do everything from writing grant proposals to actual implementation to dissemination.
I: Up until dissemination.
P: Yeah. So, yes, I'm involved in every call of the development process, including protocol writing, database setups, analysis everything.
I: Oh wow! (Chuckle). And then what role have you played in the implementation of clinical?
P: So, very often. Well, overtime I obviously I guess said I'm involved right from the very start for writing it, seeing it through the grant submission exception contracting process. And then I had the team that writes the protocols, gets it through ethics um, and does all the regulatory stuff. And then I also form part of the team that will go to the places and do the in-person training. Um, I'm not the entire team. I do not have those expertise, but I will train on a portion of it. But you know, a lab technician will go with me and, you know
I: Yeah
P: The lead scientists will go with me then, you know.
I: Mm, yes. All right. Have you ever been involved in a clinical trial that failed to be in9formative?
P: No, I've been part of clinical trials that didn't give you the result that you wanted and that's (.) you know, unfortunate, but we learn so much from our failures. We do our successes, yeah.
I: It's not like you were unable to answer the question of the clinical trial?
P: No.
I: No, alright. And then what challenges have you observed in the conduct of clinical trials in South Africa?
P: Mm, baby, how long you got?
I: (Laughs) you can give me your top 5 or your top 4.
P: But the challenge… You know, but I think one of the biggest challenges when you walk across borders is… is actually moving, people, equipment and study packs across borders. So in some countries it's much easier, but some countries like Kenya that don't form part of our economic bloc, it's incredibly difficult and it's prohibitively expensive and then you're trying to work with under resourced communities that don't have the infrastructure and it's impossible. I sent a -80 freezer to Kenya, and um, your eyes will water on how much that cost me. So, um, I'm gonna go with um, the actual logistics of working across borders. It’s primitive to study budget. I'm going to say that harmonization across ethics requirements is incredibly difficult. So, what one Ethics Committee finds acceptable, another may not. And every time 1 Ethics Committee requests a change, that change has to pull through across all ethics committees. And so that's very difficult as well, particularly if you're trying to make sure that everybody is working from the same protocol and not for countries 
I: Yeah.
P: So, I would say that that is number 2. I would say that we have a lack of expertise on the ground building in specialized expertise and finding that it's very difficult to obtain and retain staff. Usually because of the remote locations of where these things are taking place, but I would say that that's number 3. And then what was your question again?
I: What challenges have you observed in the conduct of clinical trials in South Africa?
P: Yeah. And then I think other challenges are this massive disparity between resources and facilities across different regions even within the same country. So that makes it hard to generalize (..) um, that will be number 4. What would I think 5 would be? (…) Yeah. So I think this is all a personal thing than a professional thing, but you screening people for inclusion and exclusion and within that you will identify people that need to be referred or whatever word you say. Some of all those other things that you just mentioned
I: Yeah. 
P: TB, pneumonia, anemia, heart attack, stroke, whatever. Even…even like you know, maybe some people need counselling
I: Yeah.
P: Abuse that kind of stuff. And for me personally, and I guess it is more personal than very related, but it's that you, you know you don't know you you can't guarantee the quality of follow up or your follow up actually even if it does take place. So you've written a referral and you've done your best. And you sent that person on your way. But that to me a great sadness because my number one thing and everyone that works with me that these are people
I: Yeah!
P: Not potatoes, you know. And without them, none of this happens. And they really have to be at the core of what we do. So, that's just me ramped up over  
I: And then this, this challenge of humanization across borders across different ethics. How do you think we can solve that challenge that we are facing that what one Ethics Committee wants might not be what the other Ethics Committee wants?
P: I don't think you can. I don't think you can. I think what you can do is request that there is a different kind of amendment process. So when you make a change to the protocol that would be based on a request from another Ethics Committee. Perhaps it's like an amendment light so you're not like the admin is less for the, for the project team, but also for the Ethics Committee. So they know that you'll maybe you could categorize the type of change. So, maybe there would be big changes that would require massive amendment. Yes, that would be fair enough. But then if it's little things then that would become very clear, and it would just minimize admin on both sides. I think that would help everybody in every country.
I: (Chuckles) and then one of your problems with challenges that you've experienced is lack of expertise on the ground? How do you think we can resolve that issue?
P: Owie! You know what's easy here? The easier for you just pay more. Just pay them more. Just pay them more and then if you want to be like really go above and beyond you can offer accommodation on site.
I: Yeah.
P: You know, and if teams are working over weekends to accommodate participants then do it like we do for all people who work across border. So you're working 10 days off on like 3-4 days off, whatever
I: Yeah. 
P: So people can go home. But like, create a space where they can actually sleep and reside safely at work. But it's all about the money, money (singing)
I: (Chuckles)
P: I don't got it. You got it?
I: (Laughs) and then what are some of the challenges you've, you've observed with randomization into clinical trials?
P: (…) So, I haven't. I have not experienced problems with randomization. So you're particularly asking me about the randomization process?
I: Yes, yes, yes.
P: Blinded, unblinded, some unblinded, no. We have a fancy bias study decision that helps us with that. And then he he writes a plan based on the protocol and we always budget for that in these instances. And then, you know, it forms part of your training protocols. And no, I have not experienced the program with… a problem with actual randomization, in the physical implementation of randomization has not ever been.
I: Not issues. Oh, wow. You're one of the lucky fews that I have not experienced (chuckles). Now let's talk about the conduct and implementation of randomized clinical trial. Good randomized clinical trials are supposed to be designed to produce scientifically sound answers to relevant questions by including a broad and varied population. In your setting or based on your experience, what are what groups are often not included in trials without a good scientific justification?
P: Yeah. So this is the problem in South Africa, right, particularly this is the problem in South Africa because we have so many minority groups. They are not cold, so, yeah, I work in female genital mucosal health. So, our clinical cohorts are made-up of black African females. But that isn't the entirety of South Africa. And what you are asking me is, should that reflect population groups as they currently stand and my answer to you would be absolutely yes.
I: Yes
P: Yes. And there is there really is skewing and the bias based on that.
I: Yes, yes.
P: I agree 100% on that.
I: And then just a little minority groups, which groups as well do you feel are excluded without any scientific justification from clinical trials?
P: All of them, except Black African females in my study
I: (Chuckles) ok. And then what changes need to be made in the design and conduct of clinical trials to be more inclusive of viral populations?
P: Now I can see this is really interesting. So. I can see funders are starting to make this shift and what they are asking when you report is they asking you to report on the makeup of your clinical team. So, they want to know the female to male ratio. They want to know the age groups. They want to know racial profiles, so it's starting to move in that direction and with the big funders. What was your question again from your question again?
I: What changes? What changes need to be made in the design and conduct of clinical trials to be more inclusive of viral populations?
P: Yeah. So, um, so what also has started coming up recently. I'm (chuckles) I’m old. You're not old. I'm (participant’s age omitted), forgive me, but I guess I'm going to say I work in female mucosal genital health. But all our funders over the last couple of years have made it very clear to us that we cannot discriminate again people who identify as women, so if we have a man who identifies as a woman who would like to take part in the trial and they fit the inclusion criteria even though they don't fit the inclusion criteria biologically, we still have to allow them to take part. So that has been very interesting. And I'm gonna tell you we have had 1 each of the last (interviewer chuckles) I thought, I thought I like. I get it. I mean, I can get it. Yeah, but I think that is the microcosm of actually what they getting at, which is exactly what you're asking me about. Why aren't you pulling Africa as it should be represented, or any country as it should be represented? Like there should be 2% white how many coloured? How many Indian? How many? You know, whatever they are
I: Yeah.
P: Yeah. So, I… I get what you're saying. I think we're moving in that direction. I don't think we're there yet. I think we're getting a little bit waylaid by the other agendas that are kind of very forefront at the moment. We're getting there. Yes, I agree that needs to happen.
I: Now, 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?
P: (..) Yeah, and here's, there's always a thing. It's always a thing. You know what… the first thing depends on how long your trial is running for. But if you can start to identify trends in my green Tory patterns within the community that you work in. So, for instance in one of the areas where I work in people actually travel a lot because they go back home and it tends to be mostly around the Christmas period and they've gone for December and they only come back mid to late January. So, I think if you could try to identify patterns and then build that into either your study design or whatever so that you're done or that you understand that there's going to be a huge left in that hearing then. Um, other than that, comes back to the money pay people really well. Pay them very well. Pay them very well. I mean. Yeah. And then it's just also… and then it's just basic human needs right? So you it's how you approach people, it's how you communicate, how you communicate, why it's important. And then also create avenues for them to feed back to you. This isn't working for me because you know don't, don't set up that relationship. But now I'm terrified of you or I don't know what's going on, so I just run away and there are a portion of people who just run away. But I think, yeah.
I: Yeah.
P: Many life partners. And then also just be aware that some people work, you know, and maybe they started off and they were not working and now they are working. Well others when they started they didn't have small children and now they do have small children like make it easier for people...
I: Make it easier
P: But clinic hours before work. Make them after work or a Saturday clinic. Do whatever it is that you have to do. Try to make it easy for people to comply as possible in whatever way suits your study design.
I: Mmm. All right
P: Ask people. You don't touch them. Give them a snack. Give them something to do while they sit there and don't give them healthcare material. True, they don't care for that. Give them data. Give them data while they are there. Let them talk to their mama and their sisters, you know, or the children have somebody playing with the kids while they're busy, just make it make it something
I: Make it make it easy.
P: Make it easy for the people. Yeah. 
I: Er (.) disproportionate data collection waste time and resources 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: Oh my God! That's true. Is a counter to that though as well, and the other side of that is that you started the line of questioning and then you realized you missed this opportunity and it's a hugely valuable and you didn't ask all these questions. And such a sad mess. Umm… I worry, I worry less about more data
I: (Laughs)
P: I'm sorry. I'm sorry. That's like a non-concern for me. Just ignore that line and you associate. Obviously, you don't want to ask stupid questions because it wastes people's time. But I don't know, just try to be logical when creating your CRF's, but really I would err on the side of more data rather than this. I mean you've got the person there anyway. You might as well if you want to know if they have a dog ask them if they have a dog
I: (Laughs) so-
P: You never know. Dogs might become very valuable in the future, you know
I: Right
P: You know. Come [00:28:02 inaudible segment] dog hair. Like, I don't know, does it, like inflamed your mucosa that then gives you asthma? I don't know. I do not know.
I: Actually, yes
P: Actually, yeah. Not have too much. Don't ask him the question-
I: But don't ask stupid question.
P: Yeah
I: Alright.
P: But we don't want to know the colour of the bucket that you collect water in, but we do want to know if you collected water and where you collect it in from and what the source of the water is. Did you get it from a natural source or from a municipal tap. But we don't care about the colour of the bucket.
I: Yes.
P: We might care when the budget was last cleaned, what it was cleaned with you dried it. What you dried it with? Where is it stored? You could argue that those are all pointless data questions, but they're actually not
I: Yeah.
P: So I'm not sure. I'm not sure that. Yeah. I'm not sure they are (.) no too much data, give me an example. Lot of people cannot think that's useless.
I: Maybe when it's erh study about diabetes, people start asking about sexual health.
P: Okay.
I: You know, maybe it's a study about. Yeah, they realistic to diabetes. 
P: Yeah. So, so sexual health is not related to diabetes. I'll give you that. But what I will also say is that I don't know that I think that that's a wasted question because we know that 53% of us have an STI and we know that STI's cause inflammation and then what is the interaction between inflammation and diabetes?  Diabetes not my area but but that is an interesting question. Now if you're asking and you're not doing ETL logical testing to confirm or deny the presence of an STI, then perhaps that is a wasted question.
I: Yeah.
P: Sorry guys, I ask you. No, I don't do.
I: OK (laughs)
P: But, I haven't seen that. I have to honestly tell you that I haven't seen that.
I: Yeah. Alright, so more detail is always not a bad thing.
P: No, I don't think so.
I: Just ask the right, the right questions when you're designing the curves
P: Yeah, yeah. And I'm more interested in the participant’s time because you know sometimes these things take a long time to ask. Then I am about creating waste data.
I: Yeah. Alright, now communication with participants is one of the ethical requirements in the conduct of clinical trials. How can this be improved in your context?
P: (Sighs) say that again.
I: Communication with participant is one of the ethical requirements in the conduct of clinical trials. How can this be improved in your context?
P: Um, yeah, this is such a huge bug. May I go on about this over time? So, I think my clinical teams all over the world are actually really amazing at interacting with participants. They're very experienced, they've been doing it for a long time. Um my bug there is that I want consent every new contact you make.
I: Ah.
P: So, I saw you last week. Now I'm seeing you this week. “Hi, I'm Danny. How are you today? How? How things going? Are you happy for us to continue on this study? It doesn't need to be in writing. You can just ask or you're not feeling well today. You need to get yourself half an hour? I understand. Do you wanna come back tomorrow?” Like I want you to ask every time. Every time there's a new contact. And I think I don't think that we're good with that. I don't see that the way I would like to see that.
I: Oh yeah.
P: Otherwise, otherwise I think they. Otherwise I think the teams are pretty good. You know, people get grumpy. You know, participants get grumpy, especially when you give them bad news. “I'm so sorry. You have STI.” They might get grumpy. You know sometimes people get scared. “Can we send something home for your partner? Would you like to partner to come in?” We talked about some very confronting. But but apart from the actual continuing consent, I don't have a problem with the way I see communication happen on the ground and bearing in mind that I'm not there all the time, right?
I: Yes, yes, yeah. I like this continuing consent with every visit. I like it. 
P: Yeah.
I: Yeah.
P: Yeah.
I: Does the registration of clinical trials in a publicly accessible database demonstrate transparency?
P: (…) First… read it from the beginning.
I: Does registration of clinical trials in publicly accessible databases demonstrate transparency? (…) Because in South Africa, we register on South African national clinical trials register
P: Oh, yes we do 
I: Yeah. And also clinicaltrials.gov Gov. Yeah, yeah, that one. Does it demonstrate transparency?
P: (Chuckle) (…) I think it helps. I think it helps. I think it helps. I do. I think that it helps. I think we should continue to do those things, I don't know. I don't know that it creates transparency where you could say what's happening there is safe and the coal will just.
I: Yeah.
P: And I don't think it says any of those things. It just that the person who wrote that was clever enough to frame it in a way that it passed all your regulatory checks and there there it is. But more than that, you actually cannot say, but it doesn't mean I do still think we should do it. Yeah. Sorry. I forgot. Sorry. You've chosen now.
I: (Laughs) there is no wrong or right answer here. What more could be done to improve transparency in clinical trials?
P: Erh you know. Here's the problem. Transparency itself is an issue because because you have to protect that cohort. You said that you would and and so there is, you know that you could be like a landing issues, so transparency in clinical trials is is that is the thing that is the thing and I'm not sure. I'm not sure that there is a good answer for that you know. I think we know, I think perhaps, maybe the way that clinical trial monitors are audited might be the answer and what clinical trial monitors actually reviewed. So when they come to you they might tell you I want to see participants file XY and Z and then there will be a few that they didn't tell you about, and then they they grab them everybody freaks out. They sit in the boardroom and they look at those. They look at the physical file. Umm. And I'm not sure what that tells you. That just tells you that somebody takes something in the right books, from that, they told him the notes for that day. It doesn't actually… It does. It's actually not a reflection on what experiences is and again this is about the participant.
I: Hmm.
P: I know we want some good data out of this and I know that we want to push science forward. I understand all of those things, but at the end of the day, who paid for it? The participant, paid for it. So why is the monitor looking at a piece of paper and not a person? That that would be my answer.
I: Alright, so my next question would be how can monitoring and auditing of clinical trials improve the quality of the conduct of clinical trials?
P: (…) Well, exactly everything I just said. But then, oh, my God, I'm coming like this. But then you should give. But then you should give the monitor some kind of (…) Ohh gosh, I don't know! You know, like when you have a job and there's like every year they they look at your performance and you have all these key performance areas but then the monitor should be able to grade people that she's monitored in those and then people should be supervised if they are not performing their job in a way that puts the participants and the data at the forefront of what they are doing.
I: Mm
P: but that's also sad because sometimes people just have a bad day, I don't know.
I: (Laughs)
P: I don't know. I don't know. That's a hard question, I don't know.
I: So-
P: But I would, but I would refer back to you, I don't think there's any point in the person sitting in a boardroom looking at a whole bunch of files. I have no idea why they do that. It doesn't make any sense to me.
I: So-
P: Yeah, you take the right box, so you didn't take the right box. No. But if you didn't take the right box then you can't a deliver the deliverable to your funder. You can't get the date. You haven't get the data to make the assumption from outcome of the child. So like, who cares about me? Like I care more about the piece of paper that you should care.
I: Yeah.
P: By you I mean the monitor.
I: (Chuckles) so, how often should clinical trial monitoring, auditing and inspection activities happen in a clinical trial?
P: Based on what I've just said, perhaps it should be entirely based on the 1st audit itself, right? On the 1st monitoring itself. So, she's come in and she's looked at the paperwork and she's spoken to a few people and she's maybe observed some stuff and everything looks great. Then it's a greater duration, and if she comes in and the nurse was rude to her participant or a participant was crying and nobody asked her what was wrong, and then just carry on like nothing had happened. Then she comes back next week.
I: (Laughs).
P: Directly, proportional to what the outcome finding. I think that's good one.
I: Yeah. Alright. And then how do you assess whether a trial design is operationally viable in your context?
P: All defined. I think there are some (...) Never mind the silent. Read the question again.
I: How do you assess whether a trial design is operationally viable in your context?
P: Well, obviously that that the data that it's going to generate answers the research question.
I: Mm
P: But, I haven't had these kind of problems that you mentioned to me before. But maybe that you're not going to get the richest data from me for that specific question.
I: Like will you be able to recruit people with the disease that you're looking for?
P: Yeah, I wouldn't go somewhere, you know I wouldn't. I wouldn't go to the diabetes clinic to recruit my female mucosal health. I wouldn't do that.
I: Yes. Yeah.
P: I wouldn't go to a Sports Center to recruit a cohort of pregnant woman.
I: (Laughs) yes
P: Aye, it’s I've been doing this for a long time so I have more access to more network, I don’t know.
I: And then now let's talk about the good clinical Trials collaborative, the GCT guidance. So, the GCT guidance was developed by a group of drivers and multidisciplinary individuals and organizations. That belief that good health care is informed by good evidence from good randomized clinical trials, and that introduction and promotion of the GCT guidance will strengthen the scientific and ethical quality of randomized clinical trials, regardless of their context. So, have you heard of the good clinical trials collaborative and its guidance?
P: Yeah, I feel like I had actually before you before you emailed me. I feel like I've heard that before. I can't tell you where or when, but I feel like it wasn't the first time I've seen your acronym.
I: So, the GCT guidance is a set of new guidelines to conduct good randomized clinical trial. It was set up in 2020, so it's endorsed by The Who and funded by the Welcome Trust, right. So we want to so… Our aim is to develop a guidance that will help enable those who do clinical trials to produce clinical trials that answer the questions that are informative. You know, that ive us the right data, right? And they are feasible for their context because we are finding that clinical trials are facing a lot of challenges. So, the way we've been doing it here at Africa Health Research Institute is that we're having workshops with people erh and then we and then we yeah, we have the workshop and then we go over the guidance with the people at the workshop and then they give their opinion on the guidance. So, they'll they will complete a pre workshop survey. We will ask them if you heard of the guidance and then this the then we go then they attend the workshop and then we go over the guidance. People who agree with the principles of the guidance will say I don't agree with this one. Some will say I agree with this one because it's got 5 principles and 27 subtopics under it, and they'll they will complete a pre workshop survey, a post workshop survey after they've attended the workshop, and then three months later they will also answer survey that we'll see as the new guidance impacted their clinical good clinical trial practices and then you are part of the cohort that we are, we are doing interviews with those who are unable to attend the workshop we are giving them the guidance to read through it and then we are also going to get their opinion on the on the visibility adaptability of the guidance and the South African context. So, I'm looking at the document and what you've heard about the GCT guidance, how is the GCT guidance applicable to your organization or department?
P: It doesn't yet wait, but I didn't do it [00:11:40 inaudible segment] (…) Um (…) Yeah, so when I looked at it when I picked out for your principles, you know your scientific rigor, the participants rights and well-being and collaboration and transparency, feasibility and quality management and then obviously implementation. But the thing is there wasn't anything there that I feel that we're not doing anyway and I don't know if our effects committee is working differently to ethics committees. You know, we have like, a internal institutional review before it goes, but this, I don't know if there's lots of checks and balances in place prior to any kind of implementation that's not raising any red flags for me in any of these areas. Or why it is that? It doesn’t particularly feel like it’s going to help me and then you [00:10:18 inaudible segment]. Um, that’s just my policy, it doesn't mean I don't think that you should do it. I think it's really good that we ask these questions. I think you're missing a bit. You know, I think your guideline is missing a little bit and it should be really around dissemination and how findings reach participants, and I know everybody writes dissemination into their, you know, into their protocols and I now that most people have a little party and remind people and in the end… and it's for one afternoon and everybody's has gotten the outcome. And I think that if the outcome really is applicable to the community which you did the research which it should be, it should have this lasting long lasting effect. And you know how that message is delivered and who it's delivered by. You know, you don't want some white men coming in there and giving any sort of message to a group of young black ladies and I wouldn't wanna listen to that. That's really scary, and also I wouldn't trust them (interviewer laughs). So, you know, I think so… that would be my only take away from the summary of all the documents that said, that perhaps the title examination is the thing, um, but otherwise I mean everything you said there is absolutely valid is absolutely right, is absolutely good. Um, and that would be helpful for somebody else run better trials then that's great.
I: Would you recommend (clears throat) sorry, would you recommend training on the GCT guidance to your organization?
I: No, but only because of everything I've just explained to you. I haven't come across any of the issues that I don't know if that's because of the institutional checks and balances, but I am fortunate enough to have.
I: Yeah. OK, no I get you. Then looking at the guidance and its five principles, which challenges do you think can be resolved by implementation of the GCT guidance in your organization?
P: [00:08:05 inaudible segment] sorry one second (…) sorry again, it's. Yeah, this thing is… No, no
I: Yeah.
P: Sorry, I know that's all you wanted to hear I'm sorry, but-
I: No, no, no they are not right or wrong answers we are here to get your opinion on the guidance. Yeah. All right. So, we did talk about this, like, are there any aspects of the GCT guidance you do not agree with or do not align with your priorities?
P: No, I think they were very good. They're all very good. No, I like them all very great and make good, very good.
I: Hmm. What could be approved? Yeah, what could be improved? Sorry on the GCT-?
P: Oh, was that was what, yeah, adding dissemination.
I: Ah, adding dissemination. Erh, it does address erh dissemination of results and how we should communicate with our participants. I think under the principle 2, the respect of participants and it is also addressed as well in principle 5. So, it does talk about dissemination and continued communication with participants as well during… yeah,  before the trial during the trial and after the trial.
P: Yeah, but does it say how? So, I know that we all do that right. We do it when we said we were going to do it. There's a dissemination plan. It will. It always happens. It's just how it happens and how the message carries through and how it reaches it correct community, and by whom it is delivered?
I: Yes
P: And that there is the missing key.
I: Yes. OK. Alright. Thank you so much. And then we are about to finish now [paper flip sound], one of our objectives is to introduce and promote the GCT guidance and the adoption of its principles in the conduct of randomized clinical trust in South Africa. In your opinion, will the adoption of the GCT guidance be feasible in the conduct of clinical trials in South Africa?
P: Absolutely. 
I: Yeah. 
P: We love a good guideline (interviewer laughs).
I: So what challenges do you foresee in the introduction and promotion of the GCT guidance in South Africa?
P: Exactly what I started with in that instead of a complexity of three which is SAGCP Department of Health Effect will now have 4 and so some kind of communization between the leads of all would be very helpful and would ensure that people could and would follow the guidance better.
I: So, harmonization of all the guidelines that we currently have right now with the GCT guidance? And then-
P: Yeah.
I: Continue, sorry.
P: No, that’s it 
I: And then if you were tasked with the promotion and increasing awareness of the GCT guidance and the adoption of the principles in the conduct of randomized clinical trials in South Africa, how would you implement the promotion and awareness of the GCT guidance and the adoption of its guidance?
P: Oh, I've never done that before. I've never implemented a guidance.
I: Umm hmm.
P: I might have a little snoop around how the World Health organizations of it and then have a little snoop around how the Department of Health does it. I think they gazette it. But the problem with that is that [00:04:04 inaudible segment]. Umm… Whoo! (interviewer chuckles). Social media
I: Social media
P: Because social media got this [interviewer laughs] and you just post it in digestible snippet as you start long before you add to the launch date. This is when it's going live and this is why (singing).
I: Yeah.
P: That's what I would do. 
I: And then which major clinical trial implementers and key stakeholders in South Africa should be approached to promote and raise awareness of the GCT guidance and the adoption of its principles in the conduct of clinical trials in South Africa?
P: In all the universities, all the NGOs…Ok, better doing research, right? 
I: Yeah. 
P: Most of them are. All the NGO's, all the um, all the… on the ground aids givers.
I: Why should we why should we approach the on the ground aids giver?
P: Because they're on the ground, and because they're talking to people. But then I don't know how you would reach clinicians and nurses. I don't know. I don't. I don't know.
I: All right. So what-?
P: Because then what you're doing is that you trust that you find the head of the organization and that the information will disseminate within the organization. But you have no guarantee that that will happen.
I: And he also said-
P: So-
I: Yeah.
P: Uh. Don't mind that's very difficult. I don't know.
I: And then you said we can also contact universities. Why should we um, approach universities? 
P: Because anyone during Masters or PHD's will have an element of research that is linked to their project, so it won't be around control trial, but it will be about future proofing your guide and then there will be this form of education that is delivered there at the source. And yes, that's still nugget will take time to grow, but then it will that's your future workforce that will then already know about it. They would have grown up with it, it will be standard of care
I: Yes, so universities, NGOs who are doing research on the ground AIDS clinicians and nurses as well.
P: Yeah. Anybody else who… who would need to know. But how you reach them. I don't know. Well…
I: All right.
P: And then everybody's on the Instagram, have you got Instagram check you out? (Interviewer laughs), yeah. You just need to make it sexy and make people want to follow you. And then you then podcast
I: Podcast, yeah.
P: All of it. Podcasts, webinars, you have already done your workshop 
I: Yeah
P: Just more
I: (Laughs while talking) do more. Is there anything else you would like to share with me? Maybe regarding the guidance?
P: Not regarding the guidance, but you have been a lovely interviewer. Thank you very much.
I: Arh, thank you so much. I really do appreciate it (laughs). But thank you so much for your time and thank you for your opinion on the guidance. I would really appreciate your opinion and it will help us in order to see how to get it here in South Africa.
P: You are very welcome.
I: Thank you so much. 
P: Have a lovely day.
I: You too. Bye bye (chuckles) 
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