I:	All right, thank you so much for joining me and giving us an opportunity to just do this interview with you. The title of our study is Survey of Knowledge and Practice of Good Clinical Trials Collaborative Guidance in the Conduct of Clinical Trials in South Africa. So you are Participant 135.Do you mind telling me your initials?
P:	G
I:	And then your. The date of your…I did write a G. And the date of Your interview is 09-12-2024 and the time of your interview is 07:36. Once again, date is 9December 2024.So I'm just going to read quickly our introduction. 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, I would like to learn more about your clinical trial practices and your experience 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'm here to learn from you. Participation in the study is completely voluntary. You can stop the interview at any time. You do not have to answer any questions you prefer not to answer or any questions you find difficult to discuss. Any questions for me before we start?
P:	No.
I:	No. All right, then we're just gonna get to it. A short demographic form was sent to you. Please do not complete it. We are going to complete it right now. All right? Even after the interview. Don't worry, don't complete it. We'll still have it right here.
P:	All right?
I:	So would you mind telling me your age or you prefer not to say?
P:	51.
I:	51.Do you identify as male, female, other, or you prefer not to say?
P:	male?
I:	And your education, discipline? Is it public health, is it social science, is it medical science, is it environmental health, Is it science, Is it management or is it other?
P:	Was a medical one.
I:	Medical science, yeah.And what country do you currently reside at?
P:	Where I am at the moment, South Africa.
I:	South Africa.And your province would be
P:	 KZN 
I:	Would you describe your locality as urban or rural?
P:	More urban.
I:	Urban.And your current role or position?
P:	Head of HIV Vaccine and Pathogenesis Research.
I:	All right. And then how long have you been. How long have you worked in this role?0 to 4 years, 5 to 9 years.10 to 14 years.14 to 19 years or more than 20 years?
P:	10 to 14.
I:	All right. And which department are you working for?Project management, Quality assurance, Monitoring and evaluation, Laboratory administration, economic pharmacy, academic data management or other?
P:	I'm a clinician.So where does that fit in?
I:	I'll just Write clinician for now.So do that when we do the.
P:	It's a clinical trial, isn't it? So I'm a PI.
I:	You're a PI I don't know whether academic.I'm guessing.All right, and then sector of the most important one you haven't listed, it's still coming.The EYE is responsible for everything. For everything.And then the sector of your intervention, is it pharmaceutical? Is it clinical trial organization? Is it a clinical research organization? Is it an academic institute? Is it the health department? Is it other regulatory? Is it ethics or laboratory? What was a clinical trial organization or 
P:	clinical research organization
I:	Which countries have you worked for?
P:	Which country?
I:	Yes.
P:	The UK and South Africa.
I:	And how many years have you been working in clinical trials?
P:	About.Only about 18 years.
I:	18 years.All right, and then how many clinical trials have you worked on?
P:	Maybe about 40.
I:	40? Oh, wow.
P:	Up to 40. As a co-investigator as well?
I:	Yes. Oh, wow.And then all these 40 clinical trials that you've worked with
P:	Maybe, say…Hang on…Maybe, say, maybe, say To be honest, I don't know. Maybe say 35
I:	All right. So this 35 clinical trials that you've worked on, when they phase one phase two, phase three, phase four or other? All of it from phase one to Phase 4. 
P:	Yeah. 
I:	And then this 35 clinical trials that you've done, what type of disease groups have you worked on HIV? 
P:	Mainly HIV. 
I:	Tuberculosis. 
P:	yes
I:	 Bacterial infections. 
P:	I guess TB is also that term so that that's yes. 
I:	Ammonia. 
P:	Yes. 
I:	Diabetes.
P:	 Yeah
I:	 Diabetes,
P:	 no. 
I:	Heart failure. 
P:	No
I:	Kidney disease. 
P:	No. 
I:	Stroke. 
P:	No. 
I:	I partition asthma. Gastroenteritis. 
P:	No, why are you asking all those questions? 
I:	[Laughs]Soft tissue infection. 
P:	No. 
I:	. Alright. So we're just about to start our interview right now. I thank you for the demographic completion now. 
P:	Actually, anemia had worked on a malaria trial, so. 
I:	Alright, I made it. 
P:	You could put yes to that. 
I:	 Alright. Now let's talk about your role in the implementation of clinical transfers at Africa. Do you have experience in the startup phase of clinical trials? 
P:	Sorry. 
I:	Start up phase of clinical trials. 
P:	Yes. 
I:	Can you please tell me about your experience in the startup phase of clinical trials? 
P:	OK, so they. ..Are obviously sponsor initiated studies and they are self initiated studies, let's say. So obviously when you start your own trial, you're much more involved in that. 
I:	Yes. 
P:	From. Coming up, coming up with a concept, writing a grant, getting your funding and then writing the protocol, interacting with the regulators and break as you. Know. And then also talking, I mean, I've been part of. So yeah, I mean you get single site studies in in multi centered studies so. When you're in a. Single site study. Then it's a bit easier. You often involved and you're kind of the Pi. When you're in a multi center study, you usually work with a bigger team and you need to communicate with the site API. And prepare their sites as well. So you're responsible for more than just one site, yeah. Yeah, but we have been involved in many studies. I mean the the big one is obviously there's a soccer trial, but you may know about that. I mean, during COVID, we've been involved in very big studies. Core VPN 3008 across seven countries, Sissoko was hit month 500,000 healthcare workers in South Africa. So there's a. There's a lot to consider, you know from, obviously the oversight safety. To data management and data management systems that you often have to tweak and actually build and then all the regulatory part and then obviously reporting. Of the results so. I think I've been involved in pretty much. All of it. 
I:	And then maybe this one, I've already answered it already, but what role have you played in the implementation of clinical trials? I know you said you've been a Pi. 
P:	Yeah, mainly Pi. So I've been a national Pi and a site Pi and then a Co-investigator. On studies as well. And then you get this other role which is called the core chair. So you're actually. So it's a bit like a national Pi, but your court chair. So you especially when you have international trials and you have like the leadership committee. 
I:	Ohh. Uh. 
P:	Have also been on DSMB's as a, you know, DSMB chair. On on other trials, what else? Yeah, I mean there are different for me actually one of the well, I'll, I'll let you ask questions. How many have you got? 
I:	OK, let's keep going. And have you ever been…? Involved in clinical trials that failed to be informative. 
P:	That's a good question. I think, I think I. Mean first of all, clinical trials can have a. Positive result or negative result or no result. And all of those 3. Are informative in some ways so. So that's that's, that's not the problem with quality, that's just the problem maybe. With the way. You asked the question or you know, maybe you, you answered, answered it and it isn't exactly the the finding that you want to know about that actually happens quite often, but you. Design you think you designed quite a good study and then you you actually find something else and that gives you a new idea and that basically you become that's part of science. Sometimes I guess you have you start up studies quite often and they somewhat stop. I mean, not often, but occasionally that happens that you get approached and maybe an investigational product is no longer available and then the the the study gets you know. 
I:	Oh 
P:	…Stopped or company decides not to proceed with a certain product. You may have a safety event. So in that sense, but again, then you probably have some sort of finding from the result that maybe a product is not the right product. So… So what I think what you're asking is study where there was basically useless. 
I:	Yes, you didn't answer the question. 
P:	So. I think there can be studies that are confusing, I think like you mentioned in your document you know, maybe they may be underpowered or. Yeah, not… not have a large enough sample size, high loss to follow up. We often see that, you know, among children, pregnant… pregnant women for example. But I think overall I don't think I've been in a study that has been kind of completely redundant. You know, that didn't show us anything. 
One thing to. 
Speaker 2 
Say, I mean, we probably talk about like with some of these other questions. 
I:	And then. 
P:	And just yeah, maybe just to say up front there, there's obviously different types of studies and I think that clinical trial landscape is changing dramatically. So the one thing about your document is it's talking very specifically about randomized controlled trials and sometimes as we now know. When we do a lot of implementation research. It's not quite it's clear cut. You know what is an observational study? What's an implementation study? What's an RCT? So so in our setting, we have to be maybe. Quite innovative how we use trials, how we, you know, define them and so on to, to, to really answer the right questions. You know the. Yeah. So, so the classic RCT, like people like in the textbook actually is quite difficult to find these days. But you've got obviously adhere to those principles. So I I agree with that, OK. 
I:	And then what do you mean is have you observed in the conduct of clinical trials in South Africa? 
P:	Say again the first thing. 
I:	What challenges have you observed in the in the in the conduct of clinical trials in South Africa? 
P:	I think …I think personal community participants are great. There aren't really any. I think there aren't really many challenges. Occasionally we had like slight challenges with access, you know, maybe. Due to you know the the service delivery protests. Transport protest of our riots in Casanova Town. Flooding. You know, you get a lot of that in in our setting where you get, like, almost natural disasters or. Or political issues that are in the way. Another one is the. Collaboration with the Department of Health stakeholders is often really important for implementation research. And you really need to have willingness from both sides too. To make it a productive project project. So I think you guys are doing that quite well now in some killers and we are getting better I think from both sides and in more urban centers. And sometimes research is seen as bit as a nuisance. Or complication to a stretched healthcare system, and also be often highlighting issues so that can be an issue. And then I mean, the biggest thing is probably. It's not always a problem, but the regulatory process. Can be an issue that. You know, delays in startups of trials, and I'm sure you've heard that before, but I think that's probably due to a lot of it is. Ethics committees and so need. To be prioritized by by governments and by universities. 
I:	They need to get. 
P:	Much higher or bigger profile I think and not be seen as an add-on. So if you look at maybe universities, I think in Harvard you know the best universities in the world. That have the let's say the highest clinical trial output are probably Harvard and others. And they meet every week, so they have an ethics meeting every week. And then they obviously I think I'm sure they get credits, you know they get either academic credits or whatever is possible, but everyone relies on ethics committees nowadays. And then harmonization, if you do. Multi center studies across different institutes. Different ethics committees will have will be responsible or even different countries and different regulators. Then it gets really complicated because the the harmonization has not been basically been done. And this, you know, this concept of reciprocity that you have one Ethics Committee maybe reviewing the protocol and. 
I:	Our ethics. 
P:	Reviewing the protocol and that others may be accepting comments, etcetera is is not really. It's also the laws are a bit Tricky. In each country. So, so. So I think that can be much more streamlined. I always compare it. You know, why don't we have? Low cost airlines in in in Africa you know it, it happened it the same issue happened in Europe and the US I think until they harmonized they made some European laws together and tried to simplify. You know, flights, flights and tax systems and so on. I think they almost need the same procedure or let's say mobile phones, you know, every country you need a new SIM card. It just doesn't make sense for anyone economically. I mean maybe the mobile phone providers, but even for them it's complicated. Much better to have a harmonized, you know, set of cards that everyone can use across multiple countries anyway, so so. So maybe. In summary, what was it? Regulatory. 
I:	Collaboration with DoH stakeholders can be. 
P:	Collaboration with and then was there anything else? 
I:	And then access to service delivery because of protest and riot. 
P:	Yeah. And then I mean, the third the last. Things are a. Bit more cost. Maybe for in our setting that you know or getting. Getting zeros in and so on often costs a lot of money, you know, proper monitoring, proper data management costs a lot of Getting zeros in and so on often costs a lot of money, you know, proper monitoring, proper data management costs a lot of money, and we don't always have the resources here. So I think we end up then doing, you know, a lot of work with the Americans and the Europeans for the work of trust, but we. You know it's more difficult to start up our own research. Setting and there's some funding from the the SMRC and others, and we can also get access to NIH funding and so on. But you know the costs of running clinical trials are are are very high these days. 
I:	Yeah. So how can we resolve that the cost of it being very high to right clinical trials? 
P:	Well, I think we. Have to look at all the different costs that that come to play. You know, if if you I mean, what are the biggest costs? One is staffing. So we need to be more innovative. I mean luckily to some degree is we can still employ people in South Africa because the the trials. And not the the salaries are still. Not quite as. High but. Obviously we need to be much more innovative in there. Running more efficient than running clinical trials. And I think. This old concept of having one trial and one team has completely gone out of the window ready. You may know that because. I think a lot of studies pay by enrollment. So you can actually. For some studies, you just can't afford or achieve. So, so many. So we need a much more flexible workforce that can work across. Different studies that would obviously. Need to be you know the the the systems that teams work would need to be much simpler. You know much better training, quicker training online. Systems and so on. The other thing is data management. So we've tried with SMRC to encourage. Almost our own startup companies here in South Africa to do clinical data management and so on. That is often one big, big cost in in if you use a U.S. company. And we'll see where that leads. But we definitely now have the infrastructure and the know how and continent to do that. Laboratory assays obviously try to do them locally as you've written in your guidelines, we need to be prudent. When we design studies. The schedule of evaluations on this key, and I think they've got to keep looking at it, is it necessary to do this test? It's it's ethical to do that exact, but it also cost exercise to really work out what do we need to answer the question not not to do everything else. And especially if we work with laboratory scientists, that is often still a discussion. Let's say it's a, but it's good. I mean it's a, it's a, it's a good process to go through. So I think staff. Data management, monitoring of studies and then also laboratory cost of. 
I:	True. True. That's true. 
P:	Reimbursements are getting higher. I have to say. 
I:	I saw one for 6:50. 
P:	660. 
I:	650 yeah for visit.
P:	 Yeah. So you now get get studies where you have individual visits costing that about. So if you do a large scale study like maybe purpose or so. That can amount to substantial amount of your study budget in the end, but it's it's probably the the best in the the  best investment of the whole study, you know, to reimburse your participants properly. 
I:	And then just. To carry on, what are some of the challenges you've observed with randomization in clinical trials? 
P:	I think there are obviously the use systems for randomization. We can either do you know, I mean and people have moved away from it. The old envelope system. And people are definitely, I mean, I don't think that's really encouraged anymore. And then you've got your randomization systems. Uh. That are often nowadays often integrated integrated into the data systems we use. Sometimes you have a separate randomization tool, but again nowadays I think lots of people are starting to use, you know, freely available systems like webcap. But then often the compliance is still an issue, so you need to make sure that you're compliant with the. With the regulators, rules on on systems, issues with randomization, obviously in clinical trials you often get some some issues, you know unblinding or some person or the wrong person got got the notification. So but. Generally speaking, I think the systems are quite robust now. And. And you, you gotta kind of make sure that you have your blinded and unblinded statistician and so on and. Follow the standards. I think that's probably quite well described again in your guidelines. 
I:	Yeah. Oh, my pen felt sorry. All right. And then let's talk about the conduct and implementation of randomized clinical trials. Now a 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 or based on your experience. What groups are often not included in trials without a good scientific justification? 
P:	What, what the populations? 
I:	This or what group of populations are usually not included without a good scientific justification. 
P:	OK. I mean, usually the eligibility criteria very clear. You know you you you obviously you're trying. Forces you to to potentially you don't change your eligibility or restricted to certain populations. So that's number one. I think what you're getting at are we working enough? Maybe people. Or. With disabilities, maybe you can't hear or who can't see. Are we making enough effort? Maybe. To get those population into trials. I think as maybe not, maybe not because we actually maybe we are not. Because what what we probably usually do is. We start to study and then whatever cups you know, we'll take and maybe the disables or may have difficulties in accessing our trials and and we don't necessarily specifically seek them out, you know like let's say an employers right when you need one. Percent disabled in the organizational so. We're we're not really doing that, I think. Then obviously, I mean there's, there's the. Big debate, always about pregnant women. But you know, there's also a good reason why we exclude pregnant women. If I had a Britain. I do have a pregnant partner at the moment. 
I:	Our congratulations. 
P:	And I wouldn't. I wouldn't want her to be in a new. Investigational product trial now, I'm sorry, so. So I think the the, the discussions obviously. Important. But I mean certainly in implementation trials and some, we should definitely include all these groups, but we we for example we're doing discovering medicine trials at the moment, it's almost pre Phase 1. You really don't want any vulnerable populations in there who maybe where there's any doubt. I'm understanding the consent form or. You know, being at extra risk, having a child in the tummy and so it really depends on the studies. But I think overall I mean I do a little HIV research, so we still focusing on prevention a lot about the younger population. I thought maybe in cure studies now we should actually include more. But population we don't always do that because the HIV pandemic is changing. You know it's it's basically aging. So the median age now I think is nearly to 40 of. If you look at all people living with HIV in South Africa, I think it used to be about. 30 or 28 so now it's really moved up at the age group. So that means there's a lot more older people. So in general, it's really about who's affected by diseases, mental men that you're studying and also include them in your. Studies. Sometimes it does mean a. Little bit of extra effort because. Obviously, older, older people may have other needs. You know that we're not really catered for in our clinics or so on. Again maybe you know, mobility issues, etcetera. So I think I'm not sure whether that answer your question. 
I:	There are no right or wrong answers and then what changes need to be made in the design and conduct of clinical trials to be more inclusive of varied populations? 
P:	Yeah. So I think, I mean the one thing in your guidance document what we've now done in one of our big programs is we actually put the Community first. Generally speaking, the community involvement, engagement, all that, and then reporting comes at the end of of documents. But I think it's actually a good exercise to put it up front. And saying, you know, this is all about the community basically. So when we design our studies, we should really from the beginning think about what is needed for theCommunity. Not what how? What is the most exciting question? But it it's funny, once you do that, you initially think ohh it's not so important. You know, as a scientist or discussing community stuff, yes. OK, let's get on with it. But in the end it actually shapes the way you think about your science. It it really, it almost becomes a philosophy which is exactly what we need to do so. So I think from the start you've got to really think about it, carefully, engage with the community up front before you can design your study and then really work out who would benefit from this intervention that you're looking at as. And then you you design your inclusion criteria, I think accordingly. 
I:	Yeah. And now failure to adhere to the collective, sorry, failure to adhere to the allocated treatment treatment ARM after RANDOMISATION may reduce the ability to compare between arms. What would be your suggestion to facilitate and encourage adherence to the allocated study ARM? 
P:	OK. I mean this is one on the researchers side that they got it wrong, which is obviously a a crime. You know it's a major protocol violation and you should be punished for it and it needs to be declared. You've got to be transparent about it. These things occasionally happen. And then on the participant Side. Obviously it's engagement, you know, with the participant explaining to them exactly what's happening in education and that is and and and continuous engagement throughout every visit, isn't it? Why is it important to stick to your regimen? …I… I'm just trying to think of an example. I think it you know with the prep use and so on it, it sometimes happens, isn't it? 
I:	Yeah
P:	But people maybe allocated to. Or maybe we've got a trial that we have long acting RT, which is a new intervention and people could potentially take an oral pill at the same time. They get an injectable and carry on with. Their overall pills. But so so it introduces bias into your clinical trial analysis and that's a big, big issues, so. Sometimes you have ways of of checking that you know you could. Well, maybe some studies. For example, you know test blood, blood levels of detail. Perhaps studies to know. and then they realized, OK, people are actually already on ART and they weren't meant to be on. But yeah, it's obviously a major issue because it may make your results in the in the uninterpreted. If it's, if it's a systematic error, you know it's a single case. You generally have to exclude. Them from the analysis. 
I:	Yeah, that's true. All right. Now, disproportionate, disproportionate data collection wastes time and resources based on your experience, what are some of the common errors in designing CRF's that result in large volumes of data that is not relevant to the research question? 
P:	OK, #1. Too many arms. Because nurses, let's say, nurses, collect the more data captured. Sorry the interviewers. Are sort of. They they get tired, you know, what's the point of too many? Too long. You know, Sierra shouldn't be too long. That it should use previously, ideally previously validated. Great questionnaires or some you know, if you if you're asking questions, but you need to work within the context of the scientific field that you're working in. If you're coming up with new questionnaires, sometimes it's actually better because then you can't compare it and you you your results are not. Comparable to any. Other literature. So maybe an example is I think there's a, you know, gender, let's say gender based Violence questionnaire. But some people say no, can we not just ask one question? And I said you you either use the question here, that's valid it or you don't ask the question, but the you know if you want some sort of screening question, but what is it going to tell you nothing. So so sometimes you've got to say and do it properly. I don't do it at all, and often it takes tally. I don't do it at all because it's Not our research question. If you want to look into gender based violence, either do a proper study. Or make it a secondary objective and put a proper questionnaire. Other issues, so maybe. I mean, there's more like little technical things, you know, skid patterns that are not clear. And sometimes people ask the same question twice in a different way. That is really bad because then you can. Yet. Different answers essentially for the. Same question and. Then you don't know how to interpret it. So so ask your question. It's like writing a good paper. Explain it once well or ask one question properly once. Don't don't keep going back and half. Asking the same question. So, you know, piloting some of these question is going through it carefully. Sometimes the the PR is they need to take responsibility and they don't actually, you know, go into the nitty gritty stuff. They don't feel like they need to check every question, but they do, because at the end of the day this. Is their study. So. So it's good practice to carefully go through the CRF templates templates. Before you start your study. And then. Yeah, try not to have. I mean, try to again the answers of your question should have should be kind of. Straight you know, simple kind of ideally have yes and no answers, but if you if you need categorical answers, make sure your categories are to stay. There's all sorts of things, isn't it? I mean, maybe you've done more CRF design in high, but I think the biggest really is that you don't make them too long. Don't ask too many additional questions, but use validated tools because people have spent hours and hours already on on on going through them and optimizing. 
I:	Yeah. Yeah. Yes, no, that's true. 
P:	And maybe I mean the only. Other thing which was the other thing. Obviously your endpoints need to be collected properly. You know, sometimes it's good to have a separate CRF for your endpoints so that it's clearly defined. You know, and then the other thing about serfs, they need to be. You seeable, isn't it? The quality control needs to be able to happen on on the day of completing it. So it needs to be clear to other people. With but. But people have completed. 
I:	Yes, that's true. And communication with participant is one of the ethical requirements in the conduct of clinical trials. How can this be improved in your context? 
P:	Communication. I mean, it all starts obviously very early on with you know, the the Community advanced reports engaging with the Community and we present our studies. And then once you recruit, you've got your proper consent process. My team tells me that. They can't do consent in less than two hours for most studies. As it is I. I always challenge them, but they're probably right to to consent properly, properly, properly. You need time and but it's a balance where you don't want to upset the participant and keep them for too long as well. They get tired and they want to go up. So so it's it's a balance. Sorry, your question was how do you can you improve communication? I think I think we can kind of try to work in partnership with the participant because. They are the study, isn't it? So whatever they need, we need to address at least engage about. We have retention events we have, I mean daily at every visit we check in on them. We have very high retention rates, you know. That. Prices are are minimal, minimum is 90%. That most studies achieve higher retention than that, maybe up to 95 percent or so. So I think we're getting something right, but a lot of it is due to the. Ongoing engagement with the community team and you know also also basically having a nice atmosphere in the clinic. Isn't it? People enjoy coming. Maybe not. Just talk about the actual study, but also offer some other things to do if people needHelp and so on. 
I:	That's true. And when does the registration of clinic? 
P:	And then maybe. Feedback isn't that's often forgotten that we don't feedback results to patients. You know, because if you. Spent two years in a trial and then you don't. Even know what the? Study results are it's not fair. 
I:	money, and we don't always have the resources here. But, but you may be surprised it. Actually happens a lot. Sometimes we think we can't contact the participants because the study periods come to an end. You know, we think old brick may not like it, but I mean, if we have a responsibility to give results back-to-back, but just participation. 
I:	Yeah, end of study parties. And then that's the registration. That's the registration of clinical trials in publicly accessible databases demonstrate transparency. 
P:	Yeah, I think it helps. So some people obviously use clinical trials, so again, you know the more different systems you have, the more difficult it becomes. But because people don't always look at all of them, and it's useful also to know what other studies are happening, and it helps with systematic reviews. So. So there's lots of benefits of registration and then obviously you want to register trial before you start so that people know what's happening. And that it's clear what you're doing and you don't. Take it along the way. And I think journalists nowadays, like also. Yeah, publishing. Let's let's try and have this. For transparency, isn't it? 
I:	And then how do you assess whether actual design is operationally viable in your context? 
P:	OK. I think it's Part of that it's when you design it, you'll do. It at the same time. You cannot think about it carefully. You know you have, well, #1 the question is it the right question? Is there a problem? You know, there's no problem in your community. Why are you designing it? And then and then you need to obviously check all the infrastructure, but it's available. I think you described that. Fill in your document, don't it? You know when. It's it's possible to actually run the trial and make sure all the stakeholders are on board. And also address any any concerns from the community, but also from from other stakeholders and breakfast. It doesn't mean you don't. You can't run the trial. It just means you need to be. Maybe go back to the drawing board. It actually happens in practice a lot. There's some studies that have never, never got off the ground, but people still think about them seven years later, and sometimes all of the best studies, because people really thought about it. Carefully for many years. 
I:	And how can monitoring and auditing of trials improve the quality of the conduct of clinical trials? 
P:	I think it's essential that you have independent monitors and also have the option to audit. Because. In some ways, we are all biased, you know, everyone in research is a bit biased, especially when it comes to their own research and. I think. We need independent assessment of our work and that's what monitors and monitors do. Now we do need good monitors and good auditors. We don't want monitors. They'll occasionally you get the monitor confuses the study team who actually is not very helpful because. They make the wrong recommendations and and this is not a rare event that happens maybe. One in five. One in 10 times, I think the quality has improved. But occasionally, especially when you have that during call but you have a lot of studies certainly running and the monitors, the auditors are stretched. You know, they don't have enough people and then they they employ people shorter and so on and maybe they're their training is not as good but. Yeah. No. But anyway, so. So most monitors obviously help, they check everything and it's important that they come relatively frequently so that there's some sort of progression as well. It's very difficult in studies where you enroll a lot of people very quickly. Because often the mistakes are made early on, so you need to kind of then almost work with your monitor and say. The sponsors were best responsible, isn't it? It's to say, listen, how can we do this really well? I mean, some studies, if you. I mean in in. Let's say the. Sherpa trial, which 14,000 people and we enroll them in three months. You know, by the time the monitor comes to site 200, people are already involved. Enrolled. So if you had an enrollment procedure that wasn't done properly, you you have a systematic error in the study. You know it. It can be a huge problem. So I think especially for these large need to be quick, you need to work with your monitors and auditors. Although the independent unity is still saying you know the monitor, how often do we need to come or how big is your team? I think all that needs planning. Obviously that happens with the sponsor. It costs a lot of money. So there's some organization have now internalized some of the QA quality control Processes. Which I think is OK for. Or sound studies like observation studies that may be implementation trials. But the issue then is a bit independent. We gotta ensure that the quality control team has really nothing to do with the trial content. And sometimes that is a bit tricky, especially if you have a small organization. And at the end of the day, you're still employed by the same employer, so you're you're not strictly completely independent. But then we… we won't be able to afford to external monitors for every study. It's just impossible and… and it would basically stifle research. But anyway, thinking about randomized controlled trials with investigation products that they can use certainly. External monitors and they they they had a value I think, yeah. Auditors, auditors can be, you know, like internal audit audits or it can be external audits. Or, you know, more colors and so on. Again, regulators have limited capacity, so they often focus on on clinical research sites where you have unusual amount of sales or. Maybe some you know a a large amount of findings by by monitoring that monitors or or maybe a death or so so, but they won't be able to audit every site in the last time. 
I:	Yeah. Alright, now let's talk about the good clinical Trials collaborative guide. Now the GCC guidance was developed by a group of divers and multi disciplinary individuals and organizations that believe that good Healthcare is informed by good evidence from good randomized clinical trials and that the introduction and promotion of the GCTC guidance. Will strengthen the scientific and ethical quality of as it is, regardless of their context. Have you heard of the good clinical trials Collaborative and its guidance? 
P:	I've heard of it. 
I:	Can you please elaborate what you've heard about? Us. 
P:	I I actually not that much, but it's it's it's a welcome funded initiative. Is it run by AHRI and you've.. you've run a workshop and it looks like you've got an international crowd on your panel. UM. So I'm sure there's a bit of a UK bias there, but that's OK, that's OK. I'm. I'm myself from the UK. That's right. But I think it I Mean it. It all looks good. And for me, the main thing is this definition of a trial. You know what is a trial nowadays? And there's a bit of confusion out there in the field. You know, I think the inner age caused this problem when they said anywhere where you have clinical follow-up of people. Is essentially a trial a clinical trial. And it's it's made everyone be really confused. So we've now been approached by regulators. For example, whether. There are clearly observational studies are clinical trials. So something like. On that would actually be quite nice to have in the guidance document. And I feel it's it's RCT's. OK, that's one part. But what about implementation trials where you randomize? Does all this apply to them as well? Have you got? A section on that. You know, in our setting I would say that's really important. Maybe you may say, well, it doesn't actually make any difference. You should still adhere to these kinds. But I think thinking about that carefully, I don't know whether the committee has done that, not not the RCT textbook stuff that's, you know, obviously it's well described there. For me it's more In our context, if you do RCT's. Maybe in an implementation trial setting? But anyway I did. I'm happy to, so I'm happy to listen to to ask your question. 
I:	Any aspects of the guidance you do not agree with or do not align with your priorities. 
P:	No. I'm happy with it. That's skimmed over them, but I'm happy with them. I think they follow all the principles of good RCT. And it's nice to it's nice to make it more specific and explain things more and. I'm actually I'm I'm happy. Again, the one thing to maybe do is put I would think about. Putting the community first. I think I said that earlier, but. I don't know whether this is not a final document. I mean, there's nothing wrong with the final document. I always like it when the Community comes first, because we're running the trials for them. I just need to reread your introduction and so on. Errors all about generating evidence and so on, avoiding biases and so on. It's almost like. Improving the health of the Community community engagement should come even before that. But it's got to come at the beginning and it's got to come. At the end. But I think more and more, I believe and it's got to be upfront in anything we do as clinical trials. 
I:	So principle three would have to be the first principle. 
P:	Let's see. Principle 3 is engaging in it. Yes, it's in your slides. 
I:	Yeah, collaboration and transparent. 
P:	I mean, the spectacle of participants. I hope to feel like both of them. Need to be. But you know, informative and relevant, yes. But. Yeah, it's almost like very guiding. Yeah. I mean, it's fine. It's it's fine. I think traditionally it's not number one. But I wonder just just to let you know, maybe that that I think it's moving up the, the IT should be up front. So so I think it's something especially in our setting, you know where where we we are working with vulnerable population much more than maybe in the UK. I would put it up front and say listen, what are the needs of the population and then how can we do informative and relevant research. 
I:	Oh. And then which channel? 
P:	Maybe, maybe. Considered that and I I do admit I haven't read every word of this. 
I:	Which challenges do you think can be resolved by the implementation of the GCC guidance in your organization? 
P:	OK. What improvements? 
I:	Which challenges do you think can be resolved by encrypted by implementation of GCC guidance in your organization? 
P:	I think it's. A good document for a new staff who come into an organization to read or someone maybe. Let's say a new API or new Co investigator to and familiarize themselves with. How do I run a good clinical trial? To be honest, I think people like me, I don't want to be arrogant, but I wouldn't have survived if I hadn't it here to mend. Most of these principles. Then you. You're not a successful clinical trial. As if you don't get here because someone will find out. Either the community will complain about you or other researchers will say you're not doing proper. Research. So so most of us would probably have done 8090% of what you described, but anyway it's a good reference. I mean document where you can go to and. You know, basically just ensure we're almost like a checklist, you know? Have I done this? In my preparation. So I think it's a, it's an excellent document. So I think yes. So yeah. And then obviously maybe you you're planning more workshops or? You know, if you. Want to move this forward? Then? I mean maybe this is the idea is to make this like a. Other African guideline or document? You know can just get got broader. You can you? And help with this whole discussion about how we run good critical drugs and efficient drugs and in Africa. 
I:	Hmm. Would you recommend training on the GCC guidance to your organization? 
P:	I mean we've got GCP. Training. We've got lots of training, you know, we do clinical trials every day, so we get trained, we train, we we do all of this automatically. In some ways we don't have. I think we don't have like an overview. Training like what you're doing with the workshop, you know? But maybe it could be integrated into a GCP type course. You know where you have a session and. You just like. Layout the guidelines a bit, maybe a 2 hour session or so. I'm always a bit wary of having these long. Training. What's this? You know, HIV testing A5 day. Course. I'm sorry, but, you know, think about how can it be practical for people? Maybe make it available as a webinar. Online. A lot of the checklists, for example in journals also go through. A lot of this. You know the Consort checklist and so on. So experience researchers will have come across all these concepts. And it's more of a refresher for…So you gotta find a way. You know, I I'll struggle sitting in a workshop for for all day talking about. How to run a risk clinical trial, but I think it may be good as part of the By the training component. 
I:	As a companion, so one of our. 
P:	Well, maybe. Maybe in a university degree. You know that it will be quite nice to build it into the public health. The Masters degree or so. I mean, we had a I did my masters at London School of Hygiene. We did a whole running RCT module. So it could be part of something like that. You know, very yeah. That all
I:	 And then one of our objectives is to introduce and promote the GCTC guidance and adoption of its principles in the conduct of randomized clinical trials in South Africa. In your opinion, will the adoption of the GCC guidance be feasible in the conduct of clinical trials? South Africa. And then what challenges do you foresee in the introduction and promotion of the GCC guidance in South Africa? 
P:	I think it's mainly that people are very busy. And the the target population is going to be busy under pressure. So you need to find a way of. I mean, maybe a publication would be good. Like an online tool. You know, make it easily accessible for people without having to take out of all day or two days. You know what I mean? Because you want it. You want people on it, everyone you want the PC people to read this, not the people that don't have time that that have lots of time because they don't run any trials. Just look at liver cancer and see what she does every day. She doesn't have time to go to two day workshop. This maybe he runs it. Because he was asked to run it. But. You see what I mean? But I mean it is it is a nice thing to do as part of a bigger clinical trial GCP. Training, I think. There could even be a day if you want to go through it carefully, but. Should be integrated with everything else. Otherwise you you creating a new separate thing. And there's even more now to do. I think the integration of this information in other already existing trainings would be would be the best option. 
I:	And then if you were touched with the promotion and increasing awareness of the GCTC guidance and adoption of its principles and the conduct of randomized clinical class in South Africa, how would you implement the promotion and awareness of the GCTC guidance and the adoption of its guidance and the adoption of its principles? 
P:	How would I do? I mean you need to get there as you do the main stakeholders on board and maybe work at national level even. I think you know, Department of Health or the national stakeholders, the, the, the ethics committees. And if there's general consensus, which you probably have already got and you need to see how, how do you actually implement it as that and who gives you, you know, the authority to do it? So. So I'm not the person who's going to stop it. But maybe it's maybe there's another guideline out there already that you mentioned a couple. That it may not quite align with all. Then you need to make sure it's all aligned and or you you have your key space or it can be incorporated in the next version. Does it need to be a separate new document? For example, I don't know. Or is there something that people already want to read? This is some sort of WHO consensus, you know. 
I:	I don't know. 
P:	That maybe you know, you know this. For the GCTC guidance forms part of the best practice of good randomized clinical trial document that is coming up. So it's part of it now they've integrated into it, they've integrated into the double edge.  Document copy then it's perfect, because then automatically you've got some sort of authority already behind. You. Who's who's? Who's going to be doing a lot of the implementation for you? Because often governments follow WHO kind. And then I mean locally you can just keep going, what you're doing right by forward. Maybe. I mean, you may want to bring on board key stakeholders, you know in South Africa if you're really keen that the SMRC would be important, I think to get their input. Yeah, I'm gonna. I'm sure you have already, but. 
I:	Actually, my next question, my next question is that question, who do we approach? 
P:	Who do you need to approach? I think definitely because the SMRC places almost para governmental role. You see they they have some government funding and they're kind of. Meant to also be a little bit the guardians of the research in our country. So I think the SMRC will be important. Period. I mean, you can go to directors of other research organization. Universities,  I'm not entirely sure. Are you planning on? I. I guess it's going to become part of The Who document. Is it? You're not publishing this separately, or are you? 
I:	Uh. We'll we'll write our own reports on how what S Africans are saying about the implementation of the guidance in South Africa and yeah, but we are encouraging participants to also attend the the webinar, The Who will be hosted on the 13th of December. 
P:	Yeah. So, so, I mean, SMRC definitely would be a key stakeholder thing. And then obviously the Department of Health, but the universities, I think they would have their own view on all this. They may have their own guidelines. 
I:	And then look at it. 
P:	I'm sure everyone's going to be. Welcomed by the way. The good thing? It's not. Yeah. You're not asking for anything bad. How much more have we got and just the way that I need to jump on another corner? Just one last question is, how is the GCC guidance applicable to your organization or department? Are they applicable? They're very, very, very. Because we all run cleaning our cities every day so. 
I:	All right. And that was my last question. Thank you so much, PROV. Interview. 
P:	OK, I'm sorry. Alright, thanks. Thanks for including me and well. 
I:	Thank you for for participating. 
P:	I'm looking forward to seeing the final report and your qualitative research paper. 
I:	Alright, no, no problem. Thank you. Thank you. 
P:	OK. And Danny's the best. Say say hi to the Ari crowd. Bye bye. 
I:	I will. Bye bye. 
I:	And the time is. 08:42. 
 


