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I: Thank you so much for taking part in our research study. This is participant 122. So 122, what are your initials?

P: (Initial mentioned)

I: and the date of the interview is 15 October 2024 and the interviewer is Andani Ratshinanga. So, thank you so much for taking part in our research study. So do your consent to being recorded.

P: Yes

I: So the title of our study is survey of knowledge and practice of good clinical trials, collaborative guidance in the conduct of clinical trials here in South Africa, alright. Like I said, the date of your interview is 15 OCT 2024 and the time of your interview is 15:15. So quarter passed 3. Just going over some introductions, so thank you so much for speaking to me today. I'm interested in learning more about the implementation of clinical trials in South Africa and as a key stakeholder in the implementation of clinical trials in South Africa, we would like to learn more about clinical trial practices, experiences and clinical trials in South Africa as well. We appreciate you taking the time to talk to us. There are no right or wrong answers. I am here to learn from you. All right, if there are some questions that you feel like you're uncomfortable answering me, you're OK to say I'm uncomfortable answering those questions if you're unable to answer, question is fine. You can say I do not know.

P: OK

I: alright. So do you have any questions before we start? No questions.

P: No.

I: Alright. So we're just going to do a few background information about you. Would you like to tell us? Your age or you prefer not to say?

P:  I'm fine with my age 37.

I:  Yeah. 37 

I: Do you identify as male or female, either, or you prefer not to say?

P: Male.
I: And what is your educational background like education discipline.
P: Management
I: Management. And current country of residence
P: South Africa.
I: And the province.
P: KZN
I:  And then the locality of where you stay.
P: Urban 
I:  And what is your current role?
P: Head of Research Grants.
I: So, head of research grants. And how long have you worked as a Head of Research grants?
P:  Between 0 to 4 years.
I:  0-4 years right? And which department are you working for?
P:  Research grants department
I:  And the sector of your intervention of your intervention is 
P:  Research Institute.
I:  Institute, which countries have you worked for?
P:  Just South Africa
I:  And how? How many years have you been working on clinical trials?
P:  So, I would say the last three years, but from an administrative point of view. 
I:  0 to four. Years. And then how many clinical trials have you worked?
P: So because it's research grants, it would be several that we've had and then actually years ago, I worked on, it was early days of this organization around 20...2002 and  to 2000 and.... Oh no, actually I lie it's 2012 to about 2015, we had studies like the NC Double Zero study, the A503 study I think it was, but there was a number of them at that time. But again, on the administrative side of things.
I:  So would you say you've worked? How many clinical trials have you worked on, would you say more than 20 clinical trials?
P:  No less than that.
I:  14 to 19 clinical trials?
P:  Uhm I will say 10-14
I: 10 to 14 clinical trials and what phase of clinical trials of you worked on phase one?
P:  I will say phase one, two, three and four.
I:  And for and then as part of your clinical experience, what type of disease groups have you worked on?

P: HIV and TB

I: vaccines

P: and vaccines?

I:  Nothing on diabetes, hypertension, cancer, any other ones.

P:  No 

I:  Alright, we're about to start our open-ended questions alright.

P: OK.
I:  So let's talk about. Your role in in implementation of clinical trials here in SA?

P:  So my role is basically overseeing all the research proposals that leads the organization and it's basically oversees from the budgeting process to any sort of technical requirements. But on the administrative side.
I:  On the admin side. So do you have any experience in the startup phase?

P:  No.

I:  No experience. So what role? Have you played in the implementation of clinical trials? You just said that?

P:  Yeah, it's. Well, it's the legal agreement side of things. It's the financial side of things and it's sort of the administrative areas.

I:  What are the administrative areas?
P:  So, things like personnel and effort allocations, normally the project team will initiate that particular process. So, I will confirm if there's budget availability and there's a lot of audits as well, so a part of clinical trials has like about 9 pillars. And part of those pillars is on admin good financial practices. We have as well as ensuring that the legal requirements on the trial and reporting obligations are met. So, so institutionally there is requirements to provide progress reports to funders and what not, and it's just to make sure that that is done. Because a lot of those reports accompany accessory reports that financial reports, so that that comes in even now there's a lot of emails we would get from the funders that basically talk about them paying based on milestones in the project. So, depending on number of screening of participants, you would get a cheque from  that and then then also if you enrolled and participants, you get a check based on that.

I:  Oh wow, alright. If you don't, you know you will not get paid
P:  And that is quite important because like for me, I oversee the higher G portfolio. So,, a lot of our funding is actually funded by these funders based on those milestones. So financial risk becomes a big thing because if you're not able to, every trial would have a fixed cost where you're paying fixed staff. Are fixed expenses and if the income and you're not recruiting the number of participants, your fixed cost is increasing and you're being you charge to it. So there is that balance of sustainability because at some point you have to  cut the trial if you are not getting the  numbers.

I:  Wow, Actually here to learn for me today and have you ever been involved in clinical trials that failed to be informative?

P:  Not really, because I think that's more the technical team and so for us, we would look. Yeah, the continue from A-Z to close out if there's anything.

I:  So you wouldn't know for the clinical trial that was designed, was it answered the question?

P: No

I:  What challenges have you observed in the conduct of clinical trials in South Africa?

P: Sorry could you repeat that

I: What challenges have you observed in the conduct of clinical trials in South Africa?
I think for me might just be a moral, but maybe and again going to the financial aspects is a lot of trials are funded by overseas funding and not local funding, we have certain ones that are local funded that (Name of organisation) like (project name) but a lot of it that we are doing is funded  by overseas funding. So we essentially become implementers, but not really necessarily owning that IP. Of whatever comes there. So I think that's where I find it's challenging is. That is not done and then also a lot of these funded. You know, trials. You have a CRO that is heavily part of the process and and so but that sometimes may demonstrate is that we are not managing the full extent of that. That is an outsource company that is, you know, key elements that they are doing so which may be good, it may be good because what it does do is that it is in terms of regulatory monitoring and tracking. That there's another organization that is involved there and I guess the sponsors as well and what it does do is It. South African research organizations capacity to start getting experienced in this and every every trial you're learning more and more and so therefore it's a capacity thing that's happening in South Africa to a point where we would be you know experience in as a country. And so I think yes, the challenges are there, but there's also opportunity as well (I: to learn) , yeah.

I:  OK. And then you said one of the problems is that our trials are funded by overseas companies like institutions right? how do you think we can resolve that?

P:  I think the whole of Africa from my understanding has that because we don't even have manufacturers for drugs, we can see that from COVID, right? We couldn't even get some of it. We had to beg (I laugh), you know and it's so sad because we have such talented people in Africa and we have so much of capacity to do so in the sense that we have a lot of us and now a lot of people living in Africa, right. But I think it's just that investment, the the drugs in trials medical devices you know, those things, in my opinion, are a lot of pharmaceuticals who actually have the money because they're charging these the premiums on existing drugs and existing medical devices, whether they can re-invest back into their stuff. And at the end of the day, they have to make that profit in order to get capital to then invest in new drugs, and if you look at like TB, research from my understanding and this is just really as an admin person that is sitting in some of these science talks that are both full admin and you know for the larger community which is a little bit more layman's term, I can understand the big part in it is a lot of pharmaceuticals like for example TB. What I understood is there's not much money in there to be made so they're not going to invest a lot of money in that. But yet in Africa that's such a big permanent thing. And so they again. Other people are finding clinical trials for these drugs and medical devices. There's no incentive for them to actually invest in these things, which at the end of the day TB is still one of the largest killers of people, I think it's beyond COVID and it's very sad because I think that we're losing a lot of good people and and it's. But it's opportunity again for Africa to (I: to Learn) learn and to strengthen their international policies so that they're competitive and not have to sell some of their precious gems to cheaper prices and invest in those things.

I:  Yeah. Alright, So what are some of the challenges you have observed with randomization into trials?
P:  Not much experience in that, but my understanding is so I'm also studying public health as well. So, we are actually looking at different types of study design. So randomized control studies trials is part of that whole process and my understanding is that it's a good representation position of a particular population for the consumer study or yeah. And so it is a good method and it's something that is a lot that's happening in clinical trials. So it's nice that it's. Yeah. So I..I don't know from the design point of view and the delivery of that of how that deals with that. Yeah, I have no knowledge about it
I:  Now let's talk about the conduct and also the implementation of randomised controlled trials. Right, 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? So in your setting, based on your experience. But goods are often not included in trials without a good scientific justification.

P:  Oh, that's very interesting. I think you know, it depends on the trial and the eligibility criteria but a lot of it is like pregnant women is a big part that's not part of it because there have been cases and especially, you know, looking at GCP Declaration of Helsinki and all of these things in the past that have come up. There's been a lot of cases of really, you know maleficence and. Issues that have come across and what it demonstrated wasthe fact that, especially I think it was a particular drug that was designed for pregnant women. where the babies were born deformed. So, I think there's a lot. Of sensitivity on that, yeah. I I still believe they shouldn't, but it's it's interesting as well because on the other side you don't know that drug once you use it and a person falls pregnant. After the use of the drug, does that linger in the body? And does that actually affect the baby now? So it's a lot of things that may not be immediate, but some things that may be over time. But yeah, I I don't really. I mean, one of the big things is especially in South Africa, there's a lot of people who comorbidities. You may have diabetes, hypertension, yes, you HIV. But then there's all these other things that actually. And that's what makes our population. So yeah, and maybe why it's so important to have this RCT is is because of the fact that. And people are not just quite linear and just one thing. You have responsible things. So I I would say that it depends on the eligibility criteria and and and to me it makes more sense to be specific, but then also knowing the fact that there's so many things that are going through people. And how do you test for that?

I:  Yeah, that's true. What changes need to be made in the design and conduct of clinical trials to be more exclusive or or more exclusive or by populations? You said we need to be more specific.
P:  Yeah, because like for example, if you look at rural area, right, there's. Is the plague of people drinking water in open spaces that may have electricians dismiss? And all of those things.

I: What?
P: So, it's a thing that's in the water and people may ingest that as well and may cause some issues and one of our researchers think (Name and Surname) did a lovely study on that as well and I think they also did something in the schools as well, but I don't know who it was but i think (Name ) or (Name)

I:  Is it? Oh OK.

P:  to mention it.

I:  You know you're not supposed to mention this, but it's fine. We'll, we'll.

P:  Oh, sorry. OK, you'll speak that. OK, I'll say researchers, yeah.

I:  Yes, researchers, yeah.

P:  I mean the in the public domain. So OK.

I:  We'll just block it out, yeah.

P:  What you call it a sticky tape (laughter).
I:  Yes, sticky tape.

P:  Yeah. So there's a lot of differences in the population groups and stuff, so maybe this is so important to do, but I think also so that it has pretty large right and so to do it in particular, it is like KZN is so different to Cape Town, which is so different to other parts and so it's very interesting. I don't know.

I:  You don't know like how. How should we ensure that people more people are included and they're not excluded just because they are pregnant women?
P:  Yeah, I did that. Yeah, I think it's. I mean, I guess it's diverse. It is from urban to rural and that's the best that I can think of because It's very it shouldn't just be able, it should be a lot of these drugs are both urban and rural, so I guess it's getting both both areas.
I:  In both areas? Ohh. Ohh like if you're doing a study.
P:  Yeah.
I: Oh, so if you are doing a study include rural areas and also include urban area.
P: Yes.

I: Be broad

P: Yeah. So like a lot of our studies in (district name). But why can't they have in the urban area and measuring and comparing data with each other because that's another thing that is also a problem with some of the trials is because it depends on where they tested

I:  Hmm.
P:  Some of these drugs are going to be used in urban areas in first world countries and all of. That so if? You have a a good mix of those and peri-urban as well can help

I:  The mixed population if. You're going to do it in rural. Do it in. Yeah. If you're going to do it in Western countries, do it.

P:  absolutely because the thing is in just my opinion, I could be completely wrong. But obesicy (meaning obesity) Obesi and saying that we're wrong, people being obese In men is quite rare, I would say in rural areas compared to urban areas, and so it's not OK.I I'm fine.

I: No, it's your opinion

P: That this is my opinion seeing men is is very different woman and the other end is very different. But it's just an interesting you just don't know how he plays a part in it. How does other parts.

I: Yeah. Yeah. Yeah, it's interesting. But I like this that. If you're going to do something in (name of rural district)  do it in (Name of a city)) as well. And now failure to adhere to the allocated treatment ARM after randomization may reduce the ability to compare between arms. What would be your suggestion, suggestion to facilitate and encourage adherence to their allocated study now?
P:  That's quite important and one of the things I believe in ethics side because. Also look at the ethics and administration side is that we've reported protocol deviation, so if a participant doesn't what you call.
I:  At the end.
Speaker 2
Followed being followed up or doesn't attend the follow up meeting or whatever. It's a protocol deviation, so it's good that we're recording that because it then just explains your data that you're getting and then why things are not there. It's because the the person is maybe just not attended

I: missing

P: Yeah, missing.So but how to increase it I would say is to make it comfortable right? Because a lot of cases you're doing this with people and people have a lot of circumstances, transport issues, financial issues, they have to go out and work. There's also, like you be doing schools like school kids. If you you you testing and not testing kids, but you're engaging with kids, they have to go to school. There's also after school work and exams and what not. And so you want to also think about not just a Monday and Friday but a Saturday and Sunday. So it's making that experience a little bit comfortable for them and also where you're testing them, it's like you, you know, I know there's a lot of campsites and stuff in there, but it's quite windy. I've been to some of the campsites and it's not the most comfortable, it's they try to make it in there, but it's really you want to, the campsites  are very like eh It's quite minimal, so you can collapse things, pack it up and then take it away so that I think is also quite interesting as well.
 
I: Yeah, make people comfortable
 
P:  like fans, if it's a hot day and all of that, I think it's limited there. But ultimately you make it make people comfortable.  if you can spend money and we know research is very expensive. Yeah, but most of that money goes to the study and other parts and not necessarily the participants. And they usually say, well, you know, you don't…you are paying participant re-imbursement most most of the time and what not but you know you should do these things to make. It more comfortable for them.

I: Now, disproportionate, disproportionate data collection waste time and resources right 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?
P: Oh, that's very interesting. So I haven't been involved in that particular process. So I I'm not able to comment on that. But it is. Yeah. Yeah, CRF that's very interesting. But you see The thing is to be quite honest with you, that consent as well is that.
I: So what we find?
P: You kind of want to also be brought because you may be tacking something now, but as you're getting and funding plays a part in it because you may only do like a Part 1 of it, but then later on you will do a Part 2 and if you collected samples and you collected certain questions, you kind of wanna later on to go back and still access all of that information and. Do something else. So, from our researchers' point of view, it's more economical to be broad and really make the best use of it. But in terms of the actual participants, why you asking me that may...you may not be using that information at all and you? Not making a very comfortable experience. Yeah, that's my opinion

I: Yeah. No, that's true. The adverts. Diabetes. Yeah. Asking them about sexual health in the CRF 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: There you go

I: So, communication with participant is one of the ethical requirements in the conduct of clinical trial. How can this be improved in your context?

P: Please repeat that again

I: So, Communication with participant is one of the ethical requirements in the conduct of clinical trial. How can this be improved in your context?

P: Oh yeah, that's very interesting, because I think that also depends on the participant and education level, exposure to their environment. If someone's more rural versus urban, would they understand? Not to say there's not an understanding of this now, but I think the larger context of it, I think that there's... it really depends and in terms of communication. I mean these trials are not funds it can only fund a certain level of support, right? Yeah. And if you are doing follow-ups and you're doing whatever you know people are coming to you and you know 5 minutes, 10 minutes, spending time with you, and then afterwards they go away. And I feel like there's not ongoing communication about it and I feel like one of the things that I feel is would be a good plug in that process is to have an app that if you are enrolled in the study there's a app that you can log in that you have your protocol number, you have an ID number that you can always go on to, and then there could be videos being exposed to say how is it progressing? What are the outcomes of beyond the trial. There could be a year or two year follow up of how their publications come out and you're getting that direct feedback. So, whether you are in that trial continuously you have access to it whether you use it or not is you really up to you. But it will be so nice to be because if I was Involved in the trial on a particular drug and I would love to know how my involvement in that has led to things that happened two years later, three years later. And I do understand there's a a sensitivity in the identified data and all of those things, but that's what I'm saying is the app, you can have unique numbers that you can put in and and it could be a password  protected something that you can constantly go and refer to it. So if you're doing something on If you're doing something on PreP, how has it evolved now being a participant in this study? So I kind of feel like some cases, these studies are will enroll you for this period of time at the end as opposed to you've involved in this, you've invested your time and energy in this. Here's more information two years later.

I: Yeah

P: And that in my opinion would be a good communication strategy because. I think it's it's. It should be done right. You should be proud of being involved in the study that ultimately informed.You know, organizations and companies to invest in this, and if you are part of it, then you, you know, they say from the researchers point, we need to de-identify all the participants. But if I was a participant as involved in the studies, my choice to say, hey, I was part of it. You know session how low was part of the to say my name. Person 122 is a part of this (both laugh), but but you know what, I.

I: Say one of our participants said, as your participants are sitting in the waiting room, why not play video?

P: Yeah. That's so true. That's absolutely so true. Actually, I went to Rwanda  and you know, they had this whole genocide thing few years ago, and we actually went into some of these memorial sites and and these lovely videos. That they were playing and you really got the context of it before you actually started that process. Yeah. And to me, that's so lovely to have that because I think one of the things that again is so important is that again is so important is that people are should be proud of being part of these trials.

I: Umm. Yes.

P: Yeah.

I: Now does the registration of clinical trials in a publicly accessible database demonstrate transparency like registration of our clinical trials in online database? Do you consider that as transparency?

P: Oh, definitely, because at the moment (name of organization) registered itself on the clinicaltrials.gov. So when before trial is actually done, the protocol and stuff is kept in and they do updates. They also use that. So the African clinical trials is funded by, say, MRC. 

I: SANTACA?

P: Yes, that's it as well. So, it's very important, I think two things right No.1.You telling people around the world that there's something in this area that's being performed and the second one is the responsibility to constantly update it and to make it exposed to the wider community for the science community is being done.

I: Do you think We need to improve on our transparency?

P:  I think that I don't know what are the missing key people or key forums that would need that information and so therefore customization of the information for for for purposes for those things like for example, the Minister of Health, doctors, nurses, how is that information can be more customized? So that it becomes relevant to research nurses, it becomes relevant to doctors. It becomes paediatrics as well, and so I think the transparency would be the customization of what's out there specifically for those people. So, in that regard, yeah, I think that that would be great.


I: And. I guess that's on the app is that you mentioned. Participants can go and see what is happening as, what clinical trials are being done in their area

P:  Yeah, that's true. Absolutely Oh, that's another thing as well, because that could be forum to showcase. These are upcoming studies here in your area. Just the here's the date, the time contact person and that might just boost the first of all, the awareness. And then also it would help with the enrollment in screening because people are better informed rather than relying on peer navigators. And all of these other interventions have been.

I: And then how do you assess whether a trial design is operationally valuable in your context?Speaker 2

P: So. So that's very interesting because I think if you have to look at in different dimensions scientifically, I think our senior science people, directors would be a great part of that. I think operation in the in the admin side, it would be really eh you know that it's not draining (organisation) or the the organization it's, it's eh what's the word. It's not sustainable, but it's it's not causing any risk or bad investment. It's really the project is funding itself and it's sustaining itself. So it's not that you have to pull the plug because it's not. You know this organization is a company and so you want that project to fund itself and you don't want to be in a situation where in terms of operation and being viable that. You have to pull it earlier than advance and so I think it's scientific and also operational.

I:  Yeah, it is operationally viable, will you spend more money doing in it

 P: Yeah, exactly. Because, remember, if you're putting more money here, you're taking away from someone else somewhere else and yeah.

I:  OK. And then how can monitoring and auditing of trials improves the quality of the conduct of clinical trials.

P: it Keeps people accountable. And I think that I think is quite important in realizing how important you know following SOP following a lot of things. I think one of the big gap areas is South eh South reporting. If you are a project member and a project team. I really see opportunities for them to anonymously or not even anonymously, like being able and comfortable to go to a PO or someone to say hey, I actually think that this is wrong. I actually think that this should have been done this way and being able to voice that and I think that.
That I and I could be completely wrong, but I I sense that from especially these trainings that we've had because monitoring on that evaluation and auditing is constantly a mechanism to you know, monitor track evaluate but also test and some of these testings are based on these protocols, and if you don't have those elements in, they will never test it. So some of these things will never go into a protocol and so yeah, it's very interesting.

I: And how often should clinical trial monitoring, auditing and inspection activities happen in a clinical trial?

P: It should be ongoing. It should be continuously  they should be you know, I would say every day, but I think it might be a good thing, but you build in your systems internal controls to be able to do that, so whether it's a system base, whether it's a person and base, whether it's how you get the data and you interact, there's always these internal controls in place with people in place to keep, you know, keeping, you know the sort of ethical way of doing things and monitoring, auditing, testing. So it should be really ongoing.

I: Ongoing yeah. Now let's talk about the good clinical Trials, collaborative guidance. So the GCTC guidance was developed by a group of diverse and multi-disciplinary individuals and organizations that believe that good health is informed by good evidence from. Good randomized clinical trial.

P: Well, that's clever. Yeah.

I: And the introduction and promotion of the guidance will strengthen the scientific. And ethical qualities of randomized clinical trials, regardless of their context. All right. Have you heard of the good clinical trials collaborative and the guidance? 

P: No.

I: So the good thing called trials Collaborative guidance is a new guideline to conduct good randomized clinical. Trials. It was developed by. The good clinical trials collaborator. Alright, so our the objective of the. Of the guidance. So sorry, OK.

P: That looks so calming.

I: Alright, I don't know.

P: That sometimes just close your laptop and then open it.  it's a Dell (I laugh) you see voila. 

I: It's a Dell. I love it.

P: See all instruments and technology have a personality.

I: So the objective of the guidance is established, the key principles of randomized clinical trials. So, what makes a randomized clinical trial good in its design and also its analysis and as well as ethical and social value, right? We want to make the thing that the guidance will enable those involved in the domestic clean controls to work out how. Randomized clinical trials should be designed and delivered in a particular setting. So, what we are doing here at AHRI is we are promoting the guidance. And raising awareness of the guidance as well. And we also want to determine if people have had. About the clinical trials collaborative and we also want to get their input on this feasibility, acceptability and adoption in the South African context.

P: And is this guideline like still, I mean it's it's it's launched I'm assuming or is it being launched?

I: So, what we're doing is we're working with different business partners. We are also promoting. We are also checking it for this. It will work in their country in different ways. We are using workshops and also interviews as well, but it's not yet included in our regulatory.

P: OK. But I love this and If any way I could be involved. I would definitely love to be there. I would just yes, because even if it's on the admin side, I think it works on a 360 basis because you want it to speak and relevance because clinical trials.

I: You are involved right now you're giving them opinion.

P: It was a lot of key stakeholders in the process to make it 100% and I like the fact that it's being promoted in this way because what you also are seeing is for people's inputs and that, I think is quite vital. We unfortunately work in an environment where we have a lot of people's opinions and a lot of people unfortunately try and put their titles as backings to why their opinion is really the most important, or why it doesn't work, and I've noticed that especially when you have particular institutions and key stakeholders, be it and you know, and there's differences, right, the pharmaceutical versus a big funder versus a small Research Institute as well. And the government and all of these things. But it's nice to have these types of opinions because then it's sort of like you don't make people critique it, but you say let's incorporate your input.

I: On those guidance

P:  yes, and so I like that. I like that it's in this phase because it's not excluding everybody. It's including people, it's excluding people now 

I: I know you said sometimes people with their titles, they feel like their opinion is correct, right? So, from the material that I sent on, you talked about the GCC guidance. Do you? How is the GCTC guidance applicable to your organization or department?

P: I had a chance to review it and it's quite lovely because what it does is it gives you a lot of specific knowledge in a space that is very specific to this. And you must know that in any organization that we are constantly hiring new people and there's people that are leaving and there's people, new people coming in and so this. Knowledge is something that people can equip themselves and it's not needed to learn new knowledge, but it's basically to. Be able to upskill yourself and so. That's what I really enjoy about this is because it was really informative. I do think that there should be one thing that should come out from this and I don't know this later in. Your questions but. If you need to have an assessment that the quiz, that test, how do you shouldn't be reading material, but it should be reading material plus a little quiz.

I: Yeah. Yeah, at the end.

P: At the end of it, so my opinion is it's great, but it would be even better if it's an online module because the online module you are able to see how many people are actually doing it, and if you get organizations to implement this, it becomes a mechanism where it becomes a standalone module. It could be part of a series of different things, because a part of good clinical practice and you know all of these things is the ultimately competency rights and competency in doing clinical trials of randomized clinical trials and what not involves also financial conflict of interest. It involves fraud and anti-bribery, and all of these things are. I'm so sorry to say in Africa and everybody's opinion where it is, where it's not, but I think it's also, you know, GCP ethics and stuff. So, if it becomes a a competency where you're involving other different things as part of it, it's such a beautiful thing because I think it complements, yeah (I: everyone) yeah


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

P: Absolutely. And I would even recommend it on the operation side, you know, at the end of the day is one of the observations I have is that a lot of the training seems to be viewing finance. Do more things and find things like financial management, fraud, financial reporting, taxation that and at the end of the day is when you are doing these claims and mud months to Funders paying part. Participants, the form of you transferring money is you know, some people you can send participant money in the cell phone, but someone who at the family have access to that can actually take the money. You know what I mean? You can give them a card and then load every time they have a follow up. Makes it easier for them because now maybe ATM's are more present, but ultimately you are doing things to think about not just on the finance, but also at the that level of the participant side, how could me with an expertise in finance can help project look at innovative ways to help the other end of the state and so on an operations, even HR and human resources. You have a lot of people whose skill sets is in HR and studying in HR but understanding other types of training is so important because when you are interviewing people, you should look at it critically. It's not just the best results you and ethics but is your ethics and qualification your training actually the same as (organization) and if you're doing these types of courses, does this then mean in terms of retention of people and promotions or you've done something here, you have created a niche, this is what we do as a business that should then be something highlighted. So I would definitely promote it in all the areas including operations as well.

I: Which challenges do you think can be resolved by the implementation of the GCC guidance in your organization?

P: I think knowledge as well. It's what it does is that it gives you knowledge and quick access to information that is going to be shared and so everybody is on the same page, so.

I: Everyone is on the same page yes

P: You're reading and implementing the same guidelines.

I: Are there any aspects of the GCC guidance. You do not agree with or do not align with your priorities, so the GCC guidance has got 5 principles. So, 1 is that it's informal. We say that a good randomized clinical trial, it's informative and relevant. It is of spread full of participants. It is collaborative and transparent. It is appropriate for the context. It is also efficient and well managed.

P: I think it's, you know, go to the next one I just want to.

I: So these are the 27 types of topics that we have adressed and those five principles, yeah.

P: Those five principles, right? OK, now I think that was I wanted to say that if you go because this breaks it down into more details. OK, now then I think I'm OK with it. If you go up again.

I: These are the principles of the GCTC See guidance in order for us to develop a good randomized clinical trial, all these principles should be addressed.

P: Yeah. Yeah. No, I don't think there's any. I like that. I think it's quite simple. So something. Like. So I think that also, yeah, I think in some cases it's very broad. So efficient and well managed.

I: Under efficient and well managed we talk about will be taken as competent advice and decision making, we talk about protecting trial integrity. We talk about planning for success and focus of all issues that we monitoring, auditing and also inspection of study.

P: Uh, yeah, I. Think for now there's nothing in addition to. That (I: and then). I do think though it's a little bit. Too broad. 

I: It's a little too broad when you say it's a little too. Broad. What do you mean?

P: I feel like you are not...It's encompassing a bigger thing, but I I feel like it's not very specific in the sense that like when I ge into it, and someone who may be just starting this process. It's not articulating within that clinical trial the specifics in it. But it's just my opinion with lack of knowledge. I just feel like it's a little bit too broad, but it maybe needs to be that way too, so it's a bit of a tough one yeah (I laugh)

I: three more Questions. One of the objectives is to introduce and promote. The GCC guidance and the adoption of its principles in the conduct of randomized clinical trials in South Africa, right in your opinion, would the adoption of the GCC guidance be feasible in the conduct of clinical trials in South Africa?

P: Absolutely, yeah. 

I: Why? 

P: Because it's part of... What can I say it like? Even when you set up a trial, you have to have people with knowledge and this forms all the bases of, you know, developing your protocols, implementing your protocols, monitoring and tracking. And this, I think what it helps you to do is to put a lot of gaps. But it's also it's very mindful, like if you go through this, you're able to pick up and if you are like really committed in it, you are able to pick up, if there's any gaps in your existing studies that needs to be addressed. And what this does is that it's really it's specific in a sense that in this, in this context that you have, but I think it's really. Like everybody's on the same page, because when you mentioned something, there's already reference materials as to why you need to have that and why it becomes, you know, these principles and these topics that you have to do and so you know, when you're doing ethical research and you're doing all of that. It makes no sense. So, I think it should be doesn't seem to be very overwhelming, but it's very complementary and the more you learn and the more you know, it's easy to implement.

I: So now we have the GCP guidance and we also have theSA DoH guidelines on conducting research now we are coming up with this new guidance to conduct good randomized clinical trials in South Africa, right. What challenges do you? Foresee in the introduction of the new guidance like this guidance in South Africa

P: Yeah, I think it's. I mean, at the end of the day, it's more red tape it becomes depending on how it's implemented in the sense that this becomes mandatory and it becomes part of your monitoring and evaluation and audit criteria is right. But I think it's good because I think, as in South Africa, one of the things that I really respected and through the training set you know. The organization has been involved in what I appreciate is that there is this constant understanding and reviewing and adding more information and knowledge in terms of protecting our participants and doing good ethical work. And there's a lot of things that South Africa and I'm aware of alot of leaders in ethics and good, you know, people who are just really trying to be good citizens is changing things like some of them, you know, some of these GCP stuff talks about, you know, reference materials, talks about human subjects versus participants, which is a term that we like to use but all the language is still there, which is subjects.

I: Yeah, yeah. Subject This is participates, some say volunteer. Yeah.

P: Exactly. And both. Yes, they will. And and to me, it just shows that the and you know, stuff is also driving these changes in these conversations as well. To me, it just seems like it's a good thing and if if South Africa can be leading in that and being able to demonstrate to other countries that this is in a not red tape but complementary information that would actually help you and guide you and focus you. I think it's quite lovely to to have.

I: So not seeing it as a red tape but to see it as a tool too...( P interjects)

P:  Yeah, complementary. I mean, if you want to do this in in this particular area, you want to be, you have a resource, you have tool kit How to do that,  so it just adds to it. I mean ultimately what this does is it promotes more champions and people have expertise in these areas and you can never go wrong with them.

I: And then for. People who see it as a red tape and not as something to improve.

P: I feel like it will only be the PIs sorry

I: The?
Speaker 2
P:  The PIs. Yeah (both are laughing) , it's like it's what is this? It's more red tape

I: OK. OK. How can we address those people?

P: I think that's what you're going to be doing now, right, is to actually give them the opportunity to say, you know, what do you find challenging? And I feel like you know, if this could be implemented in a way that you champion people in your project teams as part of M&E. As part of you know, particular roles in the project that are champions and that becomes the expertise and we build that level of expertise like for example, you have a project manager coming in and the set of project manager's skill sets. You have a you know, a finance loan spend as you're coming in with the specific skill sets to look at the financial aspects of it. You have someone that is a QC a QA, you know, an M&E person that's coming in and you know one thing. You want to. Try and develop this role in a project that will cater for all of this, so it's not necessarily yes, everybody should have a background and knowledge, but you have a champion in your team that takes care of that and that then doesn't become a red tape but they become part of the jigsaw puzzle that has a space and have a place in that that would be more palatable to people. So, when you setting that protocol, they'll be like please add this and this and this and not necessarily a red tape. i am talking a lot I don't know

I:  No no no, it's no problem. So, if you were tasked with the promotion and increasing awareness of the guidance of the GCTC guidance and the adoption of his principles and the conduct of clinical trials in South Africa, how would you implement the promotion and awareness of the GCTC guidance and the adoption of the guidance

P:  oh, I think a big thing should be, in my opinion, is goes back to ethics submissions and you know, one of the things that ethics does is that they request from all the key players your PI's is to have a certification of, you know, training are you? Able to work with. Human participants. And if your study is a, you know, randomized clinical trial, then one of the things could be a certification attendance to this type of training, so this would then form part of that certification that you would get a module that you could do and then so some of these ethics, you know, when you're doing GCP training and all of this, if this adds as a complementary element to it and if it's specifically doing these types of trials and you get a certification that I think is perfect because then your ethics boards in South Africa will be unlocking for that as part of it. If you're doing a clinical randomized clinical trial, this is what I think you need to to have.

I: That is when it has been accepted, right? It's, you know. We we've seen that, OK, the GCTC.

P: But the promotion element is to target those ethics boards to be yes, to be able to say that this is a good tool and the certification. So, this TRREE and also those are the things that could who does these types of trainings to be included in part of this process. So, in terms of. Promotion. It becomes easier when you're implementing because you sort of influencing getting their inputs and. Stuff because one. Of the things that could also come is that they could be repetitive. Information and yeah that could. Be cuts, yeah, so. I think you want to have the key that that I to be able to copy guns into duplicated information.

I: Now, which?  which major clinical trials implementers and key stakeholders in South Africa should be approached to promote and raise awareness of the GCTC guidance and the adoption of its principles in the conduct of randomized  clinical trials?

P: Oh. Yeah, your ethics, your research ethics committee

I: Board Yeah. Let me say RECs.

P: I would also say you're monitoring and evaluation people as well

I: Why? 
P: Because my thing is when you monitoring and evaluating throughout the processes. I feel like these are some of the elements that they feel should be part of that and as part of the evaluation criteria, you know, are you missing something out that is actually quite critical, so they may not necessarily need to be part of it, but it would be good to see from that aspect. Does this you know, if you look at the general monitoring and evaluation plan, does this add additional elements that have not been considered before?

I: So, Ethics board, monitoring and evaluation organizations what else?

P: But your. It's considered CRO's because they uhm  It's part of their job, right?

I: Part of their job, yeah.

P: I think that would be quite good, but yeah, I think those for my opinion.

I: So ethics committees, research ethic committees monitor monitoring and valuation organizations, CROs

P: Sorry and one more thing is your community and your community boards as well because. I think what this also. Does is it provides context to and it also is a good way for them, because ultimately, we're going into the areas to get their consent and this is a good resource for them to understand because when I was going through it, I kind of understood it as. A non-science person. And so I think it could. That something should be considered as to, you know, getting them involved at this at the end of the day protects the communities.

I: As for stakeholders, any other stakeholders that you? Can think of. Should we approach SAHPRA

P: Yeah. Oh, yeah, that's interesting. Because I mean, they deal with new drugs, new medical devices and what not, and usually with the clinical trials, you would actually go through them to get an approval as well. So yeah. actually that would be key.

I: Is there anything else you would like to? Share with me.

P: Uh. No, no, I I would just maybe ask you is? I'm going to question you now my with my question.

I: Where is your interview guide

P:  Yes, no, I mean at the end of the day is do you have faith in this process? Yeah.

I:  Yes, I actually do have faith in it. Yeah, I do because I've been reading it this whole year, I've been promoting it. So, I do have faith in it. Yeah.

P: And have you done and this area of people like posters figuring these scientific meetings to promote it?

I: Actually. Yeah AHRI Week.

P: I didn't see that 

I: I did the first portion of our study to the first portion is to map people who are doing clinical trials in South Africa to invite them to the workshop. So we ended up just trying to to show one of the things is to show who's doing clinical trials in Africa, where are they based? AreAre they local? Are they urban? Are clinical trials being done more by CROs or pharmaceutical companies. Which other organizations are like (AHRI) and where are they in South Africa in South Africa and where are they most based and we found that most clinical trials are being done in Gauteng 

P: Wow.
I: Yeah, because of academic institutes because of pharmaceutical companies, international and local.

P: There's money there. Yeah

I: There's money there and also CROs are there

P:  And you get a lot of these research institutes and stuff like AURUM institutes and all of those. Yeah, yeah.

I: Aurum institute, Wits, Wits Health Consortium. They have taken over that side, yeah.

P: Yeah, it is very good. Yeah. No, I think that for me, I think it also just shows that because that's going to keep the momentum right, you need these champions. And if you are because it seems like you're trying to undercover knowledge and understanding to promote the fantastic.

I: Ohh thank you so much and thank you for your time.

P: Yeah, it's not. I can see a passion from you.

I: So we appreciate your input and suggestion on the guidance. So the time is 16:13. Thank you so much.

P: The proud.
End of Interview!!!
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