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 I:	Uh, so there we go. We're just about to start. So you are participant 136.  Uh, do you mind telling me your initials? 
P:	[Initials mentioned]
I:	[initials mentioned]?
P: 	Yes.  
I:	All right. And would you mind telling me?... No, no. I'm so sorry. So the date of the interview is 17 December 2024. And the time of your interview is 11  or eight. And once again, um, interview date 17. Uh, December  2024.  So 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 thank you so much for taking this opportunity just to discuss the GCTC guidance and your clinical trials experience with us. So I'm just going to read a short introduction for you. So thank you 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, I would like to learn more about your clinical trials practices and also your experiences in clinical trials in South Africa. We really appreciate you taking the time to talk to us.  There are no right or wrong answers. I am here to learn from you. Uh, just know that this, this participation is voluntary, and you can stop the interview at any time, and you do not have to answer questions that you are not, uh, you prefer not to answer, or any questions you find difficult to answer. Alright, so do you have any questions for me before we start?  
P:	No?  
I:	Alright. And then we're just gonna do a short demographic form, which you will receive via email, but please don't complete it. We'll complete it right here.  Alright, uh, just on some demographic information, uh, would you like to tell me your age or you prefer not to say? 
P:	I am fifty five…  Fifty five. 
I:	And do you identify as female, male, or other, or you prefer not to say?  
P:	Female
I:	And your education discipline, is it public health, social science, medical science, environmental health, science or other? 
P:	Public  health.  
I:	Public health.  And then, your current country of residence?
P:	 South Africa.
I:	 South Africa. And your province? 
P:	KZN.
I:	 KZN.  And then would you say your locality is urban or rural? 
P:	uh, I'd have to say urban, but it's very peri-urban because … right here. Yeah. If you can write peri-urban, it on the right on the edge of [name of the place]
 I:	 Yeah. Okay. Alright,  . And then your current role or position?  
P:	A PI.  
I:	A PI, And how long have you been working on this role as a PI?  
P:	Um,  so currently in clinical trials as a PI since 2018.
I:	Alright, since 2018.  And then, which department are you working for? Is it Project Management, Laboratory, Quality Assurance, Monitoring and Evaluation, Economic, Administration, Pharmacy, Academic, Data Management, or other? 
P:	Clinical, but you don't offer that. Yeah. I think you should say other, clinical, because I'm the doctor, you know, we're the doctor on the trial, so we do, as the PI, you have to be the clinical oversight and see the participants. Yeah.  
I:	And then, um, the sector of intervention, is it pharmaceutical? Is it a clinical trials organization? Is it a clinical research organization? Is it an academic? Clinical research. 
P:	Clinical research.
I:	 Organization. 
P:	 Yeah, I mean, it's a bit of a border with academic, um, because we are considered an academic institution,  um,  but MRC is a research council, so,  yeah, if you have to choose one, I'd say a research organization.
I:	Alright, research organization, alright.  And then, which countries have you worked for? 
P:	 I've just worked in South Africa. When you say worked for ?
I:	Yes, like, uh, if you've worked in the UK, or you've just worked here in South Africa. 
P:	I've only worked in South Africa, but we do a lot of trials for America, you know, for the NIH. So, we're doing their studies here, but I'm here. But you're here. 
I:	 And then  How many years have you been working on clinical trials? I'll give you a range. 0 to 4 years? 5 to 9 years? 10 to 14 years? 14 to 19 years? Or more than 20 years?
P:	I will say Uh, 10 to 14 years.
I:	 10 to 14 years. Alright.  And how many clinical trials have you worked on?I'll also give you a range again. So you've worked on 0 to 4 clinical trials?  5 to 9 clinical trials,  10 to 14 clinical trials, 14 to 19 clinical trials, or more than 20 clinical trials. 
P:	Um, I'd say, I mean I haven't counted exactly, I did write a list the other day, but  um, I can't remember, to go and find it would be hard, but I'd say 10, what was it, 10 to 14?What was the next one?
I:	 14 to 19. 14. Clinical trials. 
P:	No, just, just say 10 to 14. 
I:	10 to 14 clinical trials. 
P:	I must count, it might be 14 to 19, but it's around there, yeah. 
I:	 And then, what phases of clinical trials have you worked on? Phase one?  Phase 2? 
P:	 Yeah. 
I:	Phase 3?  
P:	Yeah. 
I:	Phase 4? 
P:	Not phase 4.
I:	 Other clinical trials you've worked on?
P:	What do you mean other?
I:	 Like maybe an observational? 
P:	Non phase. Yes, yes, yes. Definitely done observational.  And implementation. Implementation studies.  Yeah. 
I:	Alright. And  then, as part of your clinical trial experience, what types of disease groups have you worked on? HIV?
P: 	Yes. 
I:	TB? 
P:	Yes. 
I:	Pneumonia?
P:	No
I:	 Gastroenteritis? 
P:	No.
I:	 Soft tissue infection? 
P:	 No. 
I:	Cancer? 
P:	No. 
I:	Hypertension? 
P:	 No. 
I:	Diabetes? 
P:	 No.  
I:	Vaccines?  
P:	Yes.  
I:	Bacterial infections?  
P:	Um, yeah, I've done a gonorrhea, that's a bacteria, so you could say that. 
I:	Arthritis?
P:	No 
I:	 Uh huh. Kidney disease? 
P:	No
I:	Uh huh. Heart failure? 
P:	No
I:	 Asthma? 
P:	No
I:	Anemia?
P:	No
I:	. Heart attack? 
P:	No
I:	 Ulcers? 
P:	No
I:	 Any other I didn't mention, like COVID 19? 
P:	Yeah, that's a COVID. 
I:	Mm hmm.  Which other one?  
P:	Uh, no, I think mainly just the HIV TB COVID and then we did gonorrhea.  Yeah, my PhD was HIV MTB as well. Okay, alright.
I: 	Alright, and then we're done now with the demographics. And then now we're going to start on the qualitative interview section of our study. 
P:	Perfect.
I:	So now let's talk about your role in the implementation of clinical trials in South Africa, all right? Do you have experience in the start up phase of clinical trials? 
P:	 Yes. 
I:	Could you please tell me what that experience is in the start up phase of clinical trials? 
P:	So, wait,  wait to start. Uh, so, so I've been involved in, uh, protocol, protocol writing and protocol design. Um, and then I've also, yeah, I've written, I've, I've written my own protocols for my PhD. They were implementation studies. Um, but I have done, done write up with, with, um, HIV vaccine studies and covid vaccine studies, and then with implementation.  Um, of, you know, sponsor protocols, um, done many of those, um, both at my own site, but then, um, I was also the clinical trials lead for our unit.So we would set up the trial at all our clinical sites,  um, at various phases and, um, I was also involved with the Sisonke trial, where we went out to all the,  um, Um, you know, we, we implemented that in the field, so we, we had, um, SMRC handled all the Northern KZN, so we'd drive up there and, um, set up and, and administer the vaccine, the Covid vaccines.Mm-hmm . Um,  yeah. Is that, explain…[Both aughed]
I:	 and then what role have you played in the implementation of clinical trials? 
P:	 I've always been the, the pi.  So,  so done the oversight, um, and then with, but we work as a team. So with the regulatory submissions and pharmacy set up, all of that, but obviously the different people take responsibility, you know, that we work with, but, but checking that it's being done by everybody. Um, but yeah, so we work as a team, but I obviously have to do that. 
I:	 And then, have you ever been involved in clinical trials that failed to be informative?  
P:	Yeah, I am. Plenty [Both laughed]. HIV vaccines, none of those showed anything. So,  we did, we did two or three that all had, you know, closed early due to, um, non-efficacy.
I:	So, it was all due to non-efficacy?
P:	Yeah. And even, um, The first clinical trial I worked on was VOICE, which was an MTN study using Trivada and TrivadaGel.  And that showed non-efficacy, but it wasn't because the product didn't work, it was because the participants didn't take the product, so, so that, but it, you know, basically that the trial didn't show any results, yeah. 
I:	So now the participants didn't take the product, but the product works.  
P:	Yeah, other studies showed efficacy even though our study didn't and it boiled down to they did PK levels and there was no drug, you know, people just were not taking the drugs. 
I:	Yeah. Oh my God.  And then[coughing]  going to this next question, what challenges have you observed in the conduct of clinical trials in South Africa?
P:	Yeah, so definitely that one, I think.  That  our populations have, have gained, there's been education, you know, in, in the, in the communities that has really helped people to understand. And so we haven't had those, I mean, look, oral taking of pills in our current HIV studies is very poor and that's known across. So I guess maybe it hasn't changed. We've just redesigned our studies to, you know, and we're using the long acting products now. that they can't miss a dose because they got an injection. Um, so  yeah, but adherence obviously is a, is a major, it's a major challenge.  Um, I  think interestingly when we did an infusion study where we gave a drip. An antibody drip to people and that was surprisingly well tolerated. They were quite happy to come in and have a drip,  which we didn't think. We thought, you know, that would be too invasive, but we had very good adherence to the, to the, to the drips. So  it was interesting to us, you know, that, um,  that people were accepting of an intravenous product. But other challenges, you want more challenges? 
I:	Yes, please. [Laughs]
P:	I suppose it's not a challenge to us, but it's very disappointing if a study, you know, fails. And, and so we had, um, this, the  702, um, was a massive phase three vaccine, HIV vaccine study that showed non efficacy. We've recently had the PrepVac study, which, um, is not at my site, but I've been involved with it within our unit that also showed non efficacy and even showed higher HIV incidence in the vaccine group.So.  We're still trying to work out what is that. Is it truly that the vaccine, you know, made you get more HIV or is it just a, you know, a data issue and a stats issue? So, um, but we know HIV is a very difficult, um,  difficult to find a vaccine. So we continue, we continue to try. So, um, it is a very challenging field, but I think we've learned a lot along the way. And there's exciting new, we are doing lots of phase ones at the moment. Yeah. Um, trying out new, new, um, vectors, new, um, antigens. And so yeah. So the field is, is growing. Um, and I think we've, uh, we've increased our capacity, you know,  um, and being able to, um,  streamline our processes, you know, so that we can, we can adapt and run and run very um. slick trials, you know, that we can stop and change and modify the protocol if we need to along the way. So, so I think our kind of  expertise in clinical trials has really grown, um,  through the journey. 

I:	All right.  And then what are some of the challenges you  have observed with randomization into clinical trials? 
P:	 I wouldn't say we've had really any.  Randomization challenges. I think most of the randomization software that we use, the different sponsors use different software, but they were pretty similar.And,  um, I think our participants understand the concept of randomization, you know, and that we give them good information on our community teams,  um, explained clearly. Um,  I haven't ever had a participant who said they didn't want to be in the study because it was randomized. Um,  Yeah, so I think they understand the concept of needing to randomize, but yeah, I wouldn't say we've had any specific challenges with randomization.

I:	Yeah. And with the use of softwares as well, because we don't have load shading again, do you think that has helped? 
P:	 So, um, no, I think we've set up our sites. We've always had backup power supply and backup, um, internet connections. It's been a requirement from our sponsors. So  even with load shedding, um, even, yeah, we, we've always had a generator that kicked in and we've also always had a backup internet. It was quite challenging because. The towers would go down, you know, so even if we were in load shedding, and if another area was load shedding, we'd lose that tower. Um, we have, we haven't got fiber at our site. The other sites we've managed to get fiber, but ours is down in the valley of a thousand hills. So, um, Um, we've tried, I've tried to get service providers to bring a lab to us, I said, I'll pay you half a million rand, and their school are just like, no, it's too far. But so we've got two microwave links, but I think maybe for one hour, we were done with both the other day, but it's very seldom that we are done.
I:	Yeah. All right.  Now let's talk about the contact and implementation of randomized clinical trials. Now, good randomized clinical trials are supposed to be designed to produce scientifically sound answers to relevant questions by including a broad and varied population. Now in your setting, or based on your experience, what groups are often not included in trials without good scientific justification? 
P:	Yeah, don't think we exclude anybody.  Well, I mean, the adolescents and children, um, we've just started moving into that, that group.  And our communities were asking for it. They were saying, what are you doing for our children? What are you doing for our children? So it has been nice in the last couple of years that, you know, the Gilead study and TB Gilead is including adolescents and children.Um, our ethics committee had, did give us some pushback.  Um, on the gonorrhea study, we wanted to go down to 12 year olds and they wouldn't allow us. They said only from 16. Um, 15, 15 was that study. So,  um, so our ethics committee is quite conservative  with regards to children. Um,  But I think,  certainly at my site, I mean, I am in a rural area and, you know, in a very local,  with a lot of the local population, but,  and, and working with HIV and TB, I mean, we've never had anybody other than a black African on our study.Yeah. Um, but it's, they are the disease, you know, the population that initiates the disease the most. So, so, um, it is a relevant population. Um, and some of our other sites have had the odd colored or, or Indian, um, person. I don't think we've had white, um, participants. But, and she's saying, not saying that, COVID we did. COVID we had a lot of white participants. So it was just, it's just the interest and the, the risk, you know, the disease risk to, to people. Um, But for HIV and TB, it hasn't, but I don't, yeah, I don't think we've excluded anybody. It's just,  you know, being like that and those are the populations we have access to easily,  um, who are interested, you know, in participating, yeah. 
I:	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, I think multi center, multi site is important. Um, you know, to include as many populations as possible, that you're in different areas, that you are in different areas. Um,  yeah, I think, I think we are moving away from You know, the Western pop, you know, doing the studies there and then bringing the drugs to Africa because we know that they don't work the same  and there's huge motivation now understanding the genetic diversity  in Africa that it's actually better to do your trials in Africa because you, you know, there's a better genetic diversity that will be more representative of, you know, of, of other, um, populations. So, um,  Yeah, but most of our studies are multi center, you know, um, big collaborative clinical trials. So, I think we, we covered that. 
I:	Yeah. All right. And then, failure to adhere to the allocated treatment arm after randomization may reduce the ability to compare between arms.  What would be your suggestion to facilitate and encourage adherence to the allocated study arm? 
P:	So I think, um, in the prepVacc study that we did it, they did urine enough of a testing.  So they, every time they came, they tested the urine and it only gives you sort of have they taken it in the last three days. So we know they could just have taken it the day before they came, you know, to make them look good.But I think that, you know, um, point of care, sort of testing, um, as you go along. Is, is much better than, than those PK dry blood spots that they store and they test at the end of the study because,  you know, then like that VOICE study, you know, you land up at the end finding actually nobody took anything the whole time and, and we spent billions, you know, and what a waste.So, so, um,  yeah, so I think, I think, or even just more interim analysis, you know, to check, but saying that they've, um, They've used that, you know, with these long acting and, um,  prep drugs. So we've done, um, the, the cabotegravir, um, OAD4 study, and now we're doing the Gilead study. And basically  they are able to get endpoints because they are capitalizing on the fact that the woman don't take the tablets and that allows them to get the end points because then there will be seroconverters in that group.So  ethically or unethically, you know, we do, we, we tell them that they should be taking, but we never test if they are. Um, and that, that has allowed us to, to actually do randomized control studies, you know, but now that Now that Kapotegba and Lena Kapova are probably going to be registered, it's going to be quite difficult because those will have to become your comparators efficacious.So, so we're moving into a whole new era of,  of prevention trials. So we'll have to see what that looks like.  But there is one more study coming in the pipeline, the MSD study, which is that monthly tablet. And I think they might be able to  still get in with a Trivada comparator in time before others are registered and available locally.So  yeah, it's just interesting where you are in, you know, in our clinical trials. Yeah.  And it's going to change a lot. 
I:	It's going to change, especially with the two monthly injections. 
 P:	Yeah. No, absolutely.  
I:	All right. Now disproportionate data collection wastes time and resources.  Based on your experience, what are some of the common errors in designing CRFs that result in large volumes of data that is not relevant to the research question? 
P:	I'll say that maybe just the trials I've been on have, um, Um, I've been quite slick in the way that they've designed their CRFs and, and their databases, I think because  they've learned along the way. I've never felt that, that we are collecting a lot of unnecessary data. I do feel  sometimes it's not.  And, and even the, the, the, the  network studies that we do with the NIH, you know, they keep saying, please, the data's here, come and use it.You know, I think there are a lot of sub analyses that could be done  on the data that, that perhaps we're not looking at. And  But we're all so busy, you know, you keep thinking this would be a good thing to look at, and then  it's, it's, yeah, we almost need a team that just works on mining the data and using it to its fullest.And especially I think, I think the area, when you do multi center studies, so they're doing it across Africa, they seldom look at just the South African data and the Uganda data and the Kenya data, because it is different, you know.  So, you know, and our local, even just KZN data, um, I would like to go in and look at what is, you know, our STI stories within KZN, because it might be different to the Western Cape even, you know, or is it similar, but, but, um, local prevalences and, because even, I mean, we've got six sites across Durban and even  Um, Earth is Hills, TB incidents is very different to Phoenix because we're in the farms and they're in the city, you know,  so there are even differences within our, our sites.So,  um, I don't, I haven't ever felt we're collecting superfluous data, but I think perhaps we don't, we don't, um, write to that adequately. You know, there's more that we could, there's more we could describe and, and, and analyze.  because they're just going for the end points, you know, and, and, and they often are foreigners.And so they are processing it through their lenses and we've got different questions here. And I also encourage, uh, our staff to think, cause we've got our own questions, you know, to try and piggyback off the clinical trials to, to, because these people are in our clinic, you know, we could ask them our own set of questions.Some of the funders  allow that and others are very empty. So.  Um, that's, but yeah, I think the busyness does preclude a lot of, um, opportunities that we could take, you know, to, to harness our population and the, and the available data.
I:	 Yeah. So it's not that there's something wrong with the CRF, it's just that we are not analyzing the data accurately, like in enough of it.
P:	So I think, yeah, I think perhaps we're not. You know, there's more we could look at in what's being collected, um, but, but yeah, and it's not that they don't say come up with a concept note, you know, if you want to look at something, I think it is there, but, but I almost feel we need a team who, yeah.  Or who can pull our data. Yeah, just to look at it, um, as a team. Yeah, and see. I'm sure we could publish a lot more and, and find more helpful things out of the data that we could collect. Because we collect so much data.  
I:	No, that's true.  No, that's true.  I agree with that one [both laughs].  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:	I think we do quite a good job of communicating with participants. I think, um, the key people in, in, in that communication is our field team and our, um, field workers and, and drivers and everybody who goes out and, and recruits people. And then it comes through to, to the site and, and our A key retention and, um, people, we use our RAs, um, who do the informed consent. And, um, are our first contact with, with the participants and they are generally people from the community. So, you know, it's, it's people who talking to their, their community, um, and they're, they're excellent. You know, I, I just defer to them all the time. We've got excellent counsellors who do the counselling, because we do a lot of HIV studies, the pre and post test counselling, but they counsel beyond that, you know, they'll do adherence counselling and contraception counselling, so, so I think, I think we've got an excellent team. They all, um,  yeah, flirt in Zulu and, and most of our participants are Zulu, um, And so, so I think, I think we do, I think we do well with communication. Every now and again we have somebody who's upset about something. Um, but we've also learned, and we've got, all our nurses are also, um, Isizulu so that, that is helpful.Um, but it's, it's funny, sometimes when there's an in, something happens, you just, you have to find the right person to defuse the situation. Yes. Because sometimes it's the doctor, they want to know the doctor, and the doctor isn't the person. But sometimes That the nurses  is the person they want to talk to and the other day we had an issue where there was a lady and she was completely upset  and something had gone down and we were nothing was no harm to her, but she was very upset. And the only way we diffused it was that one of our study coordinators is a [Surname mentioned], and she was a [Surname mentioned]. Oh. And the minute we got [Surname mentioned]  talking to  [Same surname mentioned]i, the clan, then it was fine. Yeah. You know, so you just have to work out the nuances of the situation, and I think that's what my field team is very good at, is reading.Who is this person, where they're from, and how can we best communicate with them? Oh. So. So, yeah, so I think, as I say, I think we do it quite well. I think our participants are quite well informed and  we have very good retention, which means they want to come back.
I:	  So, for, to improve communication, one would have to know the language of the area, the culture of the area.
P: 	The culture, the language, and even not all our staff are  Zulu. You know, they might  be, can all speak Zulu enough. And, and they also defer to each other, like the one guy, Sutu. Yeah. And so he words, if there's something difficult, he'll say, use Zulu. And it's just because it's also male and female, you know, sometimes we defer to male to male and female to female is sometimes helpful. But it's so culturally nuanced. It's so important, um, to have people. Our CLO has been in doing research in this area for  25 years. So he, you know, and that for me is our key strength.Is that he is known in the communities. He's part of, you know, he's also in the provincial, um, You know, um, what do they call it? The civil society, he ends up the civil society. But those type of things are priceless. You can't, you know, that, that is just history and, and sort of skin in the game. That gives you those, those relationships.
I:	Yeah. That's true.  Alright.  And then, um,  Does the registration of clinical trials in a publicly accessible [ Coughs]
P:	Sorry. No problem. Just let me answer this. Can you use this one? I'm sorry. No, it's fine. It's fine. We can just We're …

I:	sorry about that. 
P:	No, no problem. No problem.
I:	 All right. So,  does the registration of clinical trials in our publicly accessible database demonstrate transparency? 
P:	The registration in a publicly accessible database, 
I:	like, uh, center car,  clinical trials. gov. 
P:	 So you're putting your, your, your protocol in, into there and a summary. Yes.  Does that, what are you asking? Does that show transparency? 
I:	Yeah
P:	Yeah, transparency.  Yeah, I mean, I think it's essential. And I mean, we can't run a clinical trial here without  it on the South African clinical trials registry, you know, and with, with, um,  getting a DOH number because it needs, you know, you need to know what's, what's happening in the country. Um, it's part of transparency.  Um, they don't always upload the full protocol there, you know, so you don't always know exactly what they're doing, but, but. Um, but I think it's critical, it's, critical part of transparency, it's not always. 
I:	Yeah, the critical part. Hmm. And then what do you, what could be done to improve transparency? 
P:	Yeah, I, I, yeah, I think that is, I, I, um,  Some studies publish their protocols, which is very helpful, because  One of the key ways that we do better clinical trials is we improve on the previous clinical trials. You know, and if I look on COVID, we tweak things along the way and did better trials along the way. And the same with HIV, you know, we've really, we, the vaccine trials, we've, we've changed them. And, and even when we, if. In COVID, I was writing a protocol and I mean, you literally just go back to old protocols and see how did they do it? Did we like that? No, we didn't like that. We're not doing that. And we're going to do this rather and, and, you know, and, and you really learn from previous clinical trials. So the more, um, the more accessible previous protocols and, you know, and analyses  and things are, I think it really helps us to design better clinical trials going forward. 
I:	 No, that's true.  And then, how do you assess whether a clinical trial is operationally viable in your context?
P:	Yeah, I think, I mean, definitely do we have the population, you know, the, the, the correct population. Um, Um, we, we have turned down studies if we just know we can't find that population. So, so at my site, there is not an LGBTQ community that we can access easily. So I would never take on a study in that population. That’s not to say there aren't places in Durban where, where there are those participants, but we, in a very traditional rural type of cultures here, so, so you need access to the population. Um. Um,  yeah, and then obviously they come and do feasibility assessments to check your pharmacies and your, you know, um, all, all of the, the kind of practical feasibilities. Um,  I think,  yeah, also interest, you know, PI interest. Do we have a PI who, who'd like to work in that, in that field and that, and you know, if somebody interested in that, um, Um, and, and our unit has, has, you know, it used to be called the HIV prevention unit.  Um, we, we focus on prevention, um, and, and HIV, and we have broadened, you know, to TB and, and COVID, um, and we have done treatment studies, but, but we really, our bread and butter is, has been prevention, and so we do those well.Yeah. So we, we take a prevention study very quickly because all our community structures are to bring in healthy people from the community,  um, rather than diseased populations. So.  But we have pivoted and we have done STI studies, you know, so, so, but it, it, yeah, I'd say PI interest, community, um,  and, and, and the relevant populations  would probably, other than do you have  the right, you know, can you, have you got the right staff and infrastructure, you know, the physical things obviously are important, but the sponsor always checks that out.
I:	Um.  Okay,  and then how can monitoring and auditing of clinical trials improve the quality of the conduct of clinical trials? 
P:	 So, yeah, I think we know we have to be monitored it's a requirement  But but I think we've had very varied, um experiences with monitors um, and there are definitely good monitors and not good monitors and There are times when we really feel we're teaching the monitors, you know, how to do the study, how to monitor, not, they're not helping us with the study.Um, and, and, you know, and there's certain companies that, that, that  take on big clinical trials and really don't have the, the resources they, yeah. So, so monitoring is, is gonna, never gonna not be there. But we definitely, and we obviously try and get on with them as best as possible but there are times when we say, you know, we're worried about our data, the monitoring says it's fine, but we're not confident that they've picked up what needs to be picked up. And then you get overmonitored. We have other monitors that are so picky and stickler. They make major PDs for things that really are not major PDs. So there's a whole spectrum, you know, of monitoring. And so we just have to roll with what we get. Um, and just get on with everybody and be polite and establish.I think we've got good rapport with all our monitors. Yeah. But there are times when we, we do say oof, we're not confident they've picked up everything that needs to be picked up, you know, and, and, and so we try and kind of do our own and kind of internal more, you know, increase our QC  processes because, you know, when a monitor comes for five days and says they found nothing. We’re like, that's impossible, you know, you didn't look properly, so,  you know, so, it's, it's just, it's just what it is, you know.
I:	 And how often should clinical trials, monitoring, auditing and inspection activities happen in a clinical trial?  
P:	We have different, um, different studies have different requirements’, quarterly, quarterly makes. Thanks to me, I lack a quarterly monitoring. Currently Gates is on monthly monitoring, which is very Exhausting. Um, because I, because I just feel you need time in between, you know, to get your QC processes in place before you monitor. When you're getting somebody every three or four weeks,  all you're doing is running around trying to get their file rather than actually checking your files properly and, you know, looking for trends within, you know, On your own. So yeah, I'd say quarterly would depend. It depends on the study. If you have a six month study that's in and out in six months, then you probably need it, you know, every two months or monthly. Um, you know, I guess those tablets after the first three files after when you 40 percent or, you know, um, so, so perhaps,  um,  depends on the study, but, but for the big studies that last a couple of years, I think quarterly is, is, is good.
I:	Yeah. Because we need to have time to fix  the mistakes found on the previous monetary instrument. 
P:	Yes, yes, and implement the changes, you know. And we just feel like we We're catching our tails all the time with the monthly monitoring, it's too much, 
I:	yeah.  Now, let's talk about the Good Clinical Trials Collaborative Guidance, my favorite part of the interview. The GCTC guidance was developed by a group of diverse and multidisciplinary individuals and organizations that believe that good healthcare is informed by good evidence from good randomized clinical trials.  And the introduction and promotion of the GCTC guidance will strengthen the scientific and ethical quality of randomized clinical trials, regardless of their context. Now have you heard of the Good Clinical Trials Collaborative and its guidance? 
P:	 Anyway, now I got your e mail. Alright. I had it a bit before. 
I:	So the Good Clinical Trials Collaborative is a new guidance or new guidelines to conduct good randomized clinical trials. Uh, and we are promoting it here in South Africa.We want to, uh, see its, uh, feasibility, adoptability, uh, uh, here in the South African context. So what we are doing is that we are recruiting, uh, implementers of clinical trials here in South Africa. And we are giving them the guidance. just so that they can, uh, read through the guidance and then, uh, for the qualitative sections which we are doing right now.And then we contact them and then we get their opinion on the, on the guidance as well.  So the Good Clinical Trials Collaborative was established to develop and promote the adoption of a new guidance that addresses issues that clinical trials are facing, and we are hoping that it can strengthen the capability of individuals, institutions, and also systems to produce reliable evidence through randomized clinical trials, which enables informed changes in healthcare practices. So the objective of our guidance is to establish the key principles of randomized clinical trials. For example, what makes a randomized clinical trial good in its design and also its analysis, as well as ethical and social value. And we are hoping that the guidance will enable those involved in randomized clinical trials to work out how a randomized clinical trial should be designed and delivered in a particular setting. Now, uh, looking at the guidance and the documents that I sent you,  How is the GCTC guidance applicable to your organization or department? 

P:	I mean, we've been doing these studies for a long time and, and so it's good. Everything in it is, um, I totally compare with, I don't have any issues with it. It looks like it's been drafted really well. Um, and it's,  it adds to, you know, to two things there. Um, Um,  saying that we, um, we work with sponsors and a lot of our studies have been NIH and DADES, the Division of AIDS Studies, and they come with their whole own manual, school manual about good clinical trials.So we naturally have always worked with that because that's been our major sponsor.  And it's also, their practices are highly legislated,  very, um,  well documented, and they update their school manuals all the time.  So, so we just work with that and that's our gold standard. And, and I, and it's, it's definitely more, um, extensive than, than your, you know, than the, than the GTCT mm-hmm. But it's nice to know that GTCT is there, you know, just because, um, if we were to branch out and do our own, you  know, our own studies and, and, and, and I think it's helpful because the most clinical trials are not infectious diseases. Yes. You know, most of them are, are oncology and, um.  you know, um, cardiac symptoms. And I think a lot of those studies that are just going on in hospitals or with GPs, you know, I don't know what their qualities like, but, um, you know, so, so I think it's very valuable to have, to have this guidance. But, but from our point of view, we just stick to SAPRA. You know, DOH guidelines and then whatever the sponsor, you know, requires of us, um, when you're doing these big multi phase studies, um, 
I:	yeah.  And then would you recommend training on the GCTC guidance to your organization? 
P:	I  think we do a lot of training, um, through our sponsors, but when the new people in our organization, you know, if we get, or somebody, cause we often promote from within. So some of our RAs might become a data coordinator or a QA officer or move up to study coordinator. I think, um,  yeah, when I read through it, I was like, oh, this would really help some of our, um,  earlier, you know, people who enter into the organization who, who move up and take more responsibility to, to understand the breadth of the clinical trial. Because obviously if you're an RA and you do ICFs,  then you know that well, but you don't necessarily understand all the puzzle pieces as much as, you know, we, we do do.protocol training, but, but,  you know, I think when I saw that, I thought, okay, this might really help some of our guys, you know, who are choosing to stay in clinical trials and, and, and kind of, um, develop, you know, um, and, and progress as in, into higher roles within the team. 
I:	Yeah.  And then which challenges do you think can be resolved by the implementation of the GCTC guidance in your organization? 
P:	I don't, I didn't grasp me that we're doing anything wrong and there's a challenge that that would help, you know, I think, I think we are adequately trained. I think we, we, we have a very good regulatory team that is on top of, of the regulatory side. We've got an excellent community team.  So, um, I don't think, I don't think currently we have gaps, but it's. It could add, you know, um, it could definitely add. And as I say, I think there would be people  who we could send that would really enjoy it and benefit from, from that sort of, um, training. Yeah. 
I:	Like the people starting off in clinical trials. 
P:	Yes, definitely, definitely. Yeah. And even those, as I say, moving up the ladder, you know, and taking on a bigger role in the clinical trial.To help them understand, you know, that they're not just not there when they're no longer just entry level stuff. 
I:	And now my other favorite question. Are there any aspects of the GCTC guidance you do not agree with? Or do not align with your priorities?  
P:	No, not at all. Um, I can say that, that everything that I read there made sense.And, and it was.  I like the emphases and the, you know, the whole framework of it was very comprehensive. I thought it was very well done. And I like that, um,  the comparison with, you know, GTCT, SA DOH, and SA  GCP, that table. I found that very helpful.  
I:	What could be improved on the GTCT guidance, looking at it? 
P:	No,  I, um, I think it's, I like the fact that it's not so long because, um, because as I say, Dades has got the school manual that is just, you know, pages and pages and pages and, and it keeps updating and, and it's great. But you know, who actually reads through every part of it, whereas yours is very easy. You can, you can read through it and read through every part of it.Um, so, so I liked it. It's, it's, um.  I thought it was very accessible. Um, 
I:	Yeah. Some people worried about the language we used on the guidance. 
P:	I didn't notice, but I'm not very sensitized to those things. Um, Yeah, no,  it didn't, it didn't stand out. Nothing stood out to me. Um, I mean, as I said, I didn't, you know, read it ten times.  But, but I liked it.  Yeah, as I said, I just like the framework. 
I:	And then our last three questions. One of our objective is to introduce and promote the GCTC guidance and the adoption of its principles in the conduct of randomized clinical trials in South Africa. Now in your opinion, will the adoption of the GCTC guidance be feasible in the conduct of clinical trials here in South Africa? 

P:	I don’t think we need another layer of guidance. and  this is just my opinion. You know, I think we've already got SAPRA.  We've already got, um, the ESAY, the, the DOH guidelines.  That's enough in my mind, you know, that we have to, if you're going to put another layer of, of, of guidelines that we have to adhere to, um, yeah, I'm not convinced we need that because every trial. Comes with its own, you know, um, its own framework and its own requirements, the sponsors requirements. Um,  I haven't found that there's  a, yeah, a gap between  SAPRA, DOH and, you know, the sponsors that we work with. Yeah, I haven't found a gap, but saying that, as I said to you, I think the guidance is helpful and, you know, in the training of, of, um. Of staff and, you know, if you ran workshops, I would definitely send people through to the workshops, you know, and, and rotate our staff through it. And what would be interesting for me is,  would be the feedback from my staff who attended. You know, did you know all that? Or, you know, was it a waste of your time? Or did, did you really gain from it? Because that's, that's ultimately the best, the best feedback is, you know, is the staff. Did you, have you learned, because so much of clinical trials you learn on the job. Is. You know, you just learn on the job. You can't explain to somebody but, and we always say when a new person comes in,  it takes them six months. Anybody, pharmacist, you know, and so we all, it's always like,  you've got a short leg for six months until that person learns the ropes, and then, and therefore in an interview we always look for somebody who's got clinical trial experience. Ahead of anything, anything. And they've worked on clinical trials and specifically any of, similar clinical trials to us.So we look at the Desmond Tutu people, the WITS people, the AHRI people. No, not even AHRI so much because you haven't done many clinical trials before now, you know. But the precept, we look at those people because, because they've done clinical trials. Because, because it's about being in the game, you know. Because they, they just know. And then we teach them our way back.  But it, it, it's for me so much of as learn on the ground. Um, and that doesn't mean you don't need, you know, the training and the comprehension, but, but my biggest thing would be to send my staff on your, on, on that and Absolutely. And get their feedback. Get their feedback. Like, was it, was it worth it? Or did you learn all of that here? And you know, that stuff from, you know, yeah. From all the trainings we've done. Mm-hmm . Um, but I suspect that it would always be beneficial. Mm-hmm  . Or stop and I'm sure that they would… would gain something but that that would be my best and my best sizing up
i:	 What challenges do you foresee in the introduction and promotion of the GCTC guidance in South Africa 
p:	I Don't think  it's there's anything unhelpful there, you know It's sort of Iegislative, is that what you're aiming for? 
I:	Yeah, to be introduced into  South Africa so that it becomes one of the guidelines.  
P:	Yeah.  We've got so many guidelines. As I said to you, I don't think we need another layer. But, um, you know, it's the powers that be decide we need it.But I think our, you know, the two layers that we've got is, is, we've been working by that for many years and it's  And it has, and they have adapted. I think, you know, um, SEPRA has, has changed their guidance and has learned often from us, because we've been telling them, you know, that doesn't work and this is needed and stuff.Um, so they have been quite consultative over the last few years. Um, but I don't, you see, I don't know  all those other clinical trials that have been done by GPs. Are they terrible and are they, you know, do they need another layer?  Um, But from our point of view, doing big multi center trials, mostly big multi center trials, I don't think we need it.You know, from our point of view, we don't need another layer.  

I:	Alright.  We don't need another layer.  And then, if you were tasked with the promotion and increasing awareness of the GCTC guidance and the adoption of its principles in the conduct of randomized clinical trials in South Africa, How would you implement the promotion and awareness of the GCTC guidance and the adoption of the guidance? 
P:	So they haven't been implemented, but we're just trying to promote them?
I:	Yes, yes. 
P:	 Yeah, I mean, I think what you're doing, doing workshops and, and, um, Sending it out to clinical trialists is a, is a good way to, to get it out there. Unless you, unless you legislate it, you know, that's the only way you're going to force people to use it.You know what I mean? You know, something has to be required before everybody's going to embrace it. Yeah. Um,  because, because as I say, there are so many, I mean, the whole Europeans and EDCTP have got their own guidelines. I just went on, Glenda was talking on a thing.  Ambassador program, these Americans and it was all good.They all just clinical trials to lab clinical trials and they want to teach you and you know, but it's just, do we need that? You know, and then even the South African clinical trials organization, they have a big, a big, um,  I went to it last year in Pretoria, a big conference and people present, you know, and they have the answer to clinical trials and it's all good.And you meet the people that you know. But it's like, do we need that? You know, do I need to put my time into that? And, and so, you know, if it comes up and I can go, I go. But that's, you know, for me it's, we just need to be on the ground doing good clinical trials, you know,  and, and so there are, there are a lot of, and then there's the whole WHO guide. You know, and they just brought out their clinical trial guidance and, you know, and so obviously we, we tend to use local guidance and then if you want to go beyond that, you go to WHO, you know, and, and, um, they tend to be conservative, but they, you know, those are the other kind of international guidelines if one would always refer to mm-hmm So, so, yeah. But I think, I think we can over legislate. I think we can have too many layers. Mm-hmm . And that, that make things, um.  , you know, and maybe that's working with the NIH 'cause the American system is incredibly  regulatory heavy and you know, they just have so many layers. So, so, um,  yeah, we feel, we feel we re we well regulated  , you know, by doing those, those NIH studies, they're incredibly intensive and so we naturally defer to that as our gold standard.Yes. Because they are the most rigorous guidelines that we work with. So. We, and, and so we tend to align everything with, with, you know, in our age and date standards,  um, because they, they are, they are good and, and, and some of our studies we have to, you know, so we just align with that.  
I:	All right, and our last, uh, question is, 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 in South Africa? 
P:	So, um,  in the people that we kind of work with, um, doing, doing RCTs,  they obviously, all the pharma studies, and, um, their pharma sites that, that do studies,  um,  But then there's obviously, you know, Desmond Tutu, there's the R. H. R., there's the M. R. C., there's AHRI, there's Caprisa,  um, Just quite interesting in COVID, how I brought together all the players, you know,  because we needed to mobilize all our clinical trials.And so it was interesting. There were people I didn't know about, you know, but there's, I mean, there's Philip Kutzer in Ladysmith, you know, he's just an independent, but he's been doing incredible clinical trials, you know, for many years. So they're the independents and then they're the big, um, Academic institutions and and networks. Yeah, I think I think those are the ones I know of, you know, that we work with and we're we're doing similar studies with, um,  but yeah, I mean, not knowing. A lot about what happens in those sort of hospital based, you know, doctor led where there's literally one doctor and one nurse doing a clinical trial.You'd want to get to those people, you know, um, and, and to those studies to, to make sure. Because I think there are a lot of those sort of,  uh, pharma studies that are going on. And I'm not always.  They're the sponsor and the beneficiary of it working,  you know, how, how, how ethical is that? 

I:	Yeah,  that's true. And then is there anything else you would like to share with me, especially regarding the GCTC guidance? 
P:	No, I think all good.
I:	 All good. Maybe your opinion on it? 
P:	 Yeah, I think I think it's well written. I think it's nice and concise. Um, I like the framework. Um, I think it's a very good overview, you know, of the basics.Which is, which is, which is excellent. Yeah. Yeah. So, so as I say, if you, if you offered workshops, I would definitely send staff and, and then just see, you know, was, was it useful that they will come back with a whole new, you know,  Understanding, um, but there are hundreds of online options. You know, this, as I say, this one, this ambassador program, just get it downloaded. You and your organization can use any of this material for free. Yeah. So I'm like, okay, we need to sift through it. What do we think could be helpful? And then try it out, you know, does that work for our data team? Or, you know, um, but there is a lot out there with regards to clinical trials. So, um.  Um, but, but yeah, I think for me that the bottom line about clinical trials is doing it, you know, experience is the key and the more you do it, the better you get at it and, and, and actually the team, you know,  Um, self improves because nobody wants to do work that's unnecessary. So, so just to watch the team and then they'll say, let's do this differently. Or can we do this or we need a new day to capture and, you know, cause everybody wants it to be, to be smooth, but to be, we want our monitoring to have no findings, you know? So, so we always trying to self improve through the process. So, um, Yeah. So I like that aspect of the team just coming up with solutions all the time.  All right.  

I:	No, thank you so much, Dr. [Name of the Dr]
 P:	Pleasure. 
I:	It was a wonderful interview. I learnt a lot.  
P:	Thank you. But nice to see you. Nice to finally get it done. Sorry I wasn't prepared last time.
I:	[Laughs] No problem.
P:	 And are you around for the rest of the year?re you here for Christmas or are you going home? 
I:	No, I'm going to go home.  
P:	Oh, nice. When are you going?
I:	 Uh, I'll go Friday. We close on Friday.
P:	 Oh, lovely. And where's home again? 
I:	Limpopo.  
P:	Oh, Limpopo. Oh, nice. Oh, lovely. And then you're back in Jan? 
I:	Then we're back in Jan.
P:	 Oh,  . Oh, well, enjoy. You have a wonderful, wonderful time.

I:	Thank you. 
P:	 yeah, we'll see you in the new year. 
I:	See you in the New Year,  .
P:	 Okay. Thank you. Take care. 
I:	Bye. Thanks. Thank you. Bye. The time is  12:09.
