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Transcript
I: Alright, thank you so much for agreeing to participate in our study. You are participant 137. Do you mind telling me your initials?
P: My initials is E for my name and K for my surname.
I: Alright. And the date of your interview is 17 December 2024, and the time of your alright and the time of your interview is 14h13 and once again 17 December 2024.
P: That's great.
I: And 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. I'm just going to read read this short a short introduction to our studies. So thank you so much for speaking to me today. I'm interested in learning more about the. Implementation of clinical trials in South Africa and as a key stakeholder in the implementation of clinical trials in South Africa would like to learn more about your clinical trial practices and your experiences in clinical trials in South Africa. We pre… we appreciate you taking the time to talk to us. We there are no right or wrong answers. I am here to learn from you participating in this study is completely voluntary and you can stop the interview at anytime. You do not have to answer any questions. You prefer not to answer or any questions you find difficult to discuss. Do you have any questions for me?
P: Not at the moment.
I: Alright, all right. We're just going to start our quick demographic information. Do you mind telling me your age or you prefer not to say?
P: And 70 years at  seven zero.
I: 70 and then you identify as male, female, other, or you prefer not to say.
P: And I'm a male.
I: And then 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 other?
P: It's medical. Health, Medical Science
I: Medical medical science, right and which country do you currently reside in?
P: In South Africa.
I: And the province.
P: In the Free State.
I: Free State it and then your locality, would you say it's urban or rural?
P: Eh  Urban 
I: OK and your current role or position?
P: I'm a I'm a research physician at the clinical research organization.
I: Research Physician and how long have you been a a research physician? I'll give you a range zero to four years, 5 to 9 years, 10 to 14 years. 14 to 19 years or more than 20 years.
P: 14 to 19.
I: Which department are you working for? Project management, Quality assurance, laboratory monitoring and Evaluation, Economic administration, pharmacy, academic data management or other?
P: Probably other I'm working in the clinic.
I: In a clinic alright , would you say it's a clinical trials organization, a clinical research organization, a health department, an academic institute, which one would?
P: It’s a CRO a clinical research organization.
I: Which countries have you worked for?
P: I only worked for South Africa. I worked with, I worked with other countries, but only I worked for South Africa.
I: Alright. And then how many years have you been working In clinical trials.
P: I have been full  time here , you know, for 16 years and but I've I'm in clinical research now for 24 years.
I: Oh wow.
P: While I was in private practice, we also did some some clinical trials here.
I: Clinical trials. Alright. And then how many clinical trials have you worked for for this more than 20 years?
P: Has been principal investigator for more than 50 clinical studies and probably more about. Close to 100 hundred 120 studies that have been sub investigated.
I: Ohh wow and then all of these clinical trials what phases have you worked in, phase one clinical trial?
P: Mostly phase one is we've done phase two very well in private practice. We did Phase 3 and 4, but mostly we I'm working in a phase one unit there.
I: Oh, all right. Any other phases you've worked on, like observational trials, implementation trials?
P: No, mostly not, not.
I: And then as part of your clinical trial experience, what type of diseases have you worked on HIV?
P: Yes, we did some HIV studies here for.
I: TB
P: Yes
I: Sorry, Pneumonia
P: Yeah, pneumonia. COVID.
I: So, you've worked on COVID-19 as well.
P: Yes, we did very little because we we restricted a lot but but I I was registered on studies for priorities.
I: Gastroenteritis
P: Just say that again.
I: Gastroenteritis
P: Well, guess didn't write this. Is the intestinal and not the gastroenteritis personal?
I: Alright. Soft tissue infection
P: But we did we we did. We did studies on on diseases of the gastrointestinal tract, but not and you know it is sort of gas of itself.
I: On. Soft tissue infection.
P: Yes, in the tiger, we did. Yes.
I: Vaccines
P: Vaccines also yes.
I: Bacterial infection.
P: Yes.
I: Arthritis
P: Yes.
I: Stroke. Kidney disease.
P: Yes.
I: Heart attack.
P: no
I: Heart failure
P: Also.
I: Diabetes
P: Yes.
I: Authors
P: No.
I: Hypertension
P: Yes
I: Asthma, Anaemia, any other diseases? I didn't I didn't mention
P: Autoimmune diseases. We did a lot. Not a lot. We did autoimmune diseases like the name that can give you the names of the diseases. But it's like all sort of colitis, Crohn's disease, rheumatoid arthritis, systemic lupus erythematosus. Yeah, I think that's most of the.
I: Oh wow
P: Oh wow. It's those more than 20 years I've I've just cycled of experience. Alright, we're just going to start now. Our interview. These are the open-ended questions that I'm going to be asking you.
I: Perfect. All right
P: Now let's talk about your let's talk about your role in the implementation of clinical trials in South Africa. So, do you have experience in the startup phase of clinical trials?
I: Yes, we I do have
P: Can you please explain?
I: So, what we what we what happens is that we will, we've got a business development section that will like contact with sponsors overseas that wants to find out whether we will help them contacting a study. So, when they will then they will sign a confidentiality agreement
P: Uh, With us and then send on some preliminary information and it's like called like a feasibility. Then you know, we are from a clinical. When the view will go through the feasibility and find out whether the feasibility will suit our role, our niche market in the we don't. You know, we we do not have an ICU type of sit up. So, we will then do very dangerous type of studies. So, then we will have a look at that and and decide yes that it will fit us and then we you know according we will ask them usually the sponsor will ask us. Versus analysis of the increase in exclusive bacteria and we will give advice, and which will fit South African profiles or our current and you know population here. So, we will help with the writing of the protocol and the informed consent and then. When we submitted the regulatory authorities to the. Ethics Committee and the SOPRA, we will also give some some input into the the documents that is is sent in with all the CD's and GCP learning and and everything that I want. So, to get that set up so as soon as we do get the approval from from the regulatory authorities. They yeah, you know this on the spot? Well, maybe before even the sponsor would will come and conduct a feasibility. Survey with the you know they think we will. We'll be able to do this study. Do we have enough resources, enough experience and then we'll, you know we'll organize or or set up a date to do the site initiation visit. So we will, you know they will come and we will. It's it's. It's mostly a training session that the that the personnel or the staff working with the study will be trained and the sponsor will give their insight. We will invite the monitors as well to CRH and collaboratively we will decide or actually give training and then you'll start signing.
I: Yeah
P: The delegation log and and people will be delegated to the different tasks and having the study.
I: Yeah
P: And as soon as we have. Approvals from the Ethics Committee. Then we can start. Actually the study properly, we cannot do anything because before we have the proper, you know approvals and then we have the first. Again, that we will be recruitment that Brian will start looking for for patients or participants. And then we'll organize and we'll go through the old pressures of that will make contact. We have a process on how to contact people that we credited by so we could contact people on our database and that, that that fix the study, and they will then. Come in and see whether they are interested. Then we'll give them a copy of the of the informed constraint that they can then read it out, Uh to decide whether they still want to continue, and then we'll make a proper date for the informed conscious persons Formula One which one other investigators or I will then contact with them and they'll sign one on. 1. Yeah, and sign and date. And they will get a copy of the signed and dated form and then we can start with all the processes you know with the the screening and the whatever is is is the ticket to get them, see whether they're eligible to take part in the study.
I: Yeah, and then what role have you played in the implementation of clinical trials? I know you said you are a research physician
P: Playing the sitter, yeah, in the in the implementation of clinical trial in the implementation of a of A. Clinical drugs, yeah. As mostly as I've prescribed just now, it's. Just sort of. Gone through the feasibility. Make contact with the with the external sponsors or and then. Help with with with the writing the protocols, make sure that I have done my. Regulatory training GCP qualified every two years or three years. Now that I do have my medical. Emergency training so that you know I can give proper insight or oversight and do studies.
I: Umm and then all these years that you've been in clinical trials, have you ever been involved in a clinical trial that failed to be informative?
P: Not really, because I think that. Because we we are sort of. Implicated or we take part in the informative section of the study will basically make sure that the information on the informative part is, is publicly for and then there was never a situation that I know that the participant did not know or wasn't you know were were badly informed about the study.
I: Or about your study that didn't answer the question.
P: You see the my I'm not. In the position you I do not do studies. I contact studies for other people. So, I I you know, I do. I give I give the the the responses the data and I will write this clinical study of reports.
I: Yeah, oh uh
P: So there's a lot of studies that didn't sort of make it, you know, which which didn't get to the to the endpoints that they wanted to. There are some that, that that have good results. Yeah. You know, I've been in, in, in both fields, but there wasn't really..
I: Other other words problems with.
P: That. Hmm, alright. And then what challenges have you observed in the conduct of clinical trials in South Africa In my setup, we are also a little bit involved in a in a in a, you know we we have got different sites working with or we are working with different sites in the multi site. And then I can see that. Different areas of good with different. So you know if you go to the Eastern Cape, they get the patients really quickly. We struggle here. HIV is easily, you know done in in consumer Notel and Eastern Cape but we.
P: Uh, We we, the Free State TV TV as well, you know with us when we have a unit for TV and we are rather good with Austria with with the rheumatoid arthritis if we do we don't our mind.
I: Yeah.
P: Feel in in, in where I work is, is healthy, volunteer studies. You do need by body availability studies so not that much in patient studies. So we do patient studies but that's not we don't have massive patient study populations. So we usually are sort of a stopper for other people.
I: Oh.
P: They that they do a study in. Bluetooth arthritis worldwide and they need a few few places they never contact us. Things like, you know, there are other other other things that we can do, but. Over the years I've seen that there are different geographical areas that do excel different. You know, different TV, go to a university setup like this or Cape Town or city and and Godzilla Cartel. And and you work at a university, it's much easier to do things like myocardial and foxes and strokes. And so because you work in a hospital setting. Yeah, we don't know hospitals. I'm. I'm sitting in the office. In a in a in a bowling, you know? You know, we we we have obviously we have the emergency trolleys and we work with the emergency people, but we're not a hospital, so we we tend to go for the healthy volunteers.
I: Yeah, yeah.
P: You know to in, in, in context to other people that do patients and they you know if you we have a few physicians in town that also do studies and they will probably be easier to get COPD patients or asthma patients. And so we sit in the beginning and we do diabetics, but we do the healthy, we do diabetic medication in healthy volunteers. We do not. We do not see diabetic patients really. That answers your question.
I: So you're saying that your geographic area brings a challenge in the conduct of clinical trials because maybe you might not find people who have HIV. If you were to be approached for an HIV study, it will be hard for you to find them but for COPD.
P: Not not that that HIV is not that bad to find in in, in, in all, it's not that easy. And The thing is. And. Sometimes spouses come when they want HIV. Naive patients, which is really difficult because mostly somebody gets diagnosed and get treated quickly, yes. And then we, you know, we've got a in, in, in the in the, in the military set up and the university they've got big. Infective leaders with which treat the TV at the HIV, so we are not that much involved and sometimes help we help with the treatment. But I've got the specialists that do the studies.
I: Any other challenges you have observed in the conduct of clean culturals in South Africa?
P: We've got a little bit of. What do you call it? Resistance from the regulatory authorities, especially if you want to test the medication, you know the the, the the regulatory authorities wants to know why it's done in South Africa and not in the country of origin. And then you have to explain that the South African people will also benefit from that. You've got it's a lot of do and from in the in the and you do get approval and then sometimes you get a lot of awkward questions being asked from from these, from the ethics committees. Why are you being certain things and sometimes you feel a bit, you know, agitated. And if you go look more, you can see this method. In what they're asking, and they just want to make sure they're not, not all the ethics, the Ethics Committee members are doctors, so they they they look more out for the social and the sort of safety and well-being of subjects more than we do for the medical thing. So yeah. It, you know, regulatory is one thing. Rumination in South Africa not that bad, but you know. If if if I I know patients that I do that come to me and they go to the the UK, they pay for the. Airport ticket and they go there for three weeks and they go on holiday for a month from when they get out of the study in South Africa, they get 4.
I: Yeah.
P: 100 grand. For every visit, we just, you know, it's very, very difficult, but it is it makes sense because you don't want to bribe people with money. But if you really want. Uhm. There's a premium, but I think we we, you know, we we found the golden midway at the moment we we really maybe because in in, in, in in the in the healthy volunteer studies like it. But I think reasonably well but patients studies but because you treat somebody because you know you help.
I: Yeah.
P: All they wanna do is they help us but…
I: And then this problem with remuneration being smaller. Do you think we can address this problem this challenge?
P: I think the main thing is it is to talk, you know, to to sort of get around the round table and talk about that and and make sure. Money is always money is not always the root of all evil, but money is usually an indicator you know, sort of an insight in in, in, in, you know that you get you get whether you call it for for sugar you get. Library. It is always in the center of things and and you always get the. The thing is you if you work ethically.
I: Yeah.
P: All the regulatory and all the other people watching you is watching from as if you are looking they they they opt for the criminal side or for the bad side. So that's The thing is that. People that are doing the the best and ethically have to suffer because of other people that were, you know, not fairly fairly handled money. Sorry.
I: No problem. And then what are some of the challenges you have observed with randomization into trials?
P: Very little in the same. The obvious 1 is that if you do a competitive classes, it seems you want to randomize all over the world that filled the slot. So that's one of the things. If you if you, but that is usually sponsors have now also learned that they allocate your your slots, you know you say you've got a place in screening, they'll say, OK. That's not open for so long, The thing is. Not much randomizing patients. Because this we we set up the protocols so well that you know the inclusion exclusion beforehand. You can you can really determine that this this patient was subject will be a participant will be eligible. Still, in two weeks time, but it still happens. You know what I sometimes feel is you go through the whole screening process.
I: Yeah.
P: And then the sponsor writes a protocol that says, OK, the day before you got to do a baseline, but that also goes with inclusion exclusion. Then the guys blood is a little bit out of range that that that is a a big problem because you go for the whole thing. And if you do it two days later, it's it's back to normal.
I: Yeah.
P: Again, but then the Presidency is the other branch account and and you know, we're working with people that have got.
I: Yeah.
P: You're fluctuating, fluctuating values of. You know in the in the vital signs and in the labs, but the reasonable, I think that the the planning.
I: Oh.
P: If your planning is well, you don't have to suffer from randomization. Randomization. Sometimes systems go broke. You know, if you go electronically with an IW or a system, you can suffer because it can be offline and then unit cannot get it. Then you have to do it manually. That is the main thing.
I: Yes.
P: But. I think. ITF sort of product that that problems now at the moment. So we we really have very little problems in, in, in randomizing people.
I: And also we don't have load shedding anymore, so our towers don't go off.
P: That, that, that we, we, we, we I said you got you know we've got generators that give us electricity of of but you know if if you get a power surge then sometimes I it goes off. And then you lose that line. But yeah, we actually been spoiled now after this election.
I: Alright, now let's talk about the conduct and implementation of randomized control. 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 in your setting or based on your experience, what groups are often not included in trials without a good scientific justification.
P: Sometimes we don't like to do children, but I think that it's not a bad thing, adolescence is not that bad. They they want to do. They understand? I'm. I'm not. You know, we're not that keen on the children, but I think the main the main. Section will be either females, some sponsors do want males because.
I: Yeah,
P:  that's and also not without, you know, not biased. I think they want to protect. If they really don't want a pregnancy in a taste or don't want to expose a baby, then it's it's a good reason to get it. And if you need assistance. And ratio of body fat and muscle and zone. Then if then they for for standardization they can either do only females or only males, but they mostly tend to miles and then sometimes they do get studies from Europe that only want Caucasians, which is difficult but we.
I: Yeah.
P: You know we've we've overcome that because it's easy. You know, when we write the parables we we just sit from the beginning it it must. It must include the general population demographics. So they, they they they that that section has now been moved out.The other thing is you know body mass index, weight ratios, blood pressure.
I: Yeah.
P: You know, we've from our standard. You know the ranges are are are quite you sometimes get sponsors are being that they want their healthy sick patient, they want a sick patient but they mustn't take medication and they. You know you don't get those subjects? Umm, but that's very seldom so at the moment I think. The industry has sort of. Had their ups and downs and they have never leveled out, they know what? You know what their obstacles are.
I: Uhm And then what changes need to be made in the design and conduct of clinical trials to be more inclusive of varied populations?
P: I don't think there's. Much I think the the main thing is to to have things like, well, the other thing I didn't even talk about this language because. But you know we we do use the three languages in our in our setting Africans English and then.
I: The the, the, the, the local dominant indigenous language. But but the main thing is. What's the question you asked now what do? You what do we?
P: What changes need to be made in the design?
P: Changes need to be made there.
I: In the design and conduct of clinical trials to be more inclusive or varied population.
P: Not much, I think. It's already, it's already being made. You know, people that cannot read and write. You can have a, you know, you can have somebody to you, then you can have a witness. You can have a translator this. Challenges that are popping up at the moment is, is the transgender thing. You know, somebody comes in and says the woman and is not a woman, and we luckily we are we we work is not that bad, not like overseas. So. So we're bad there but. Yeah, I think I think we the main thing is is to to write a better coin in that sense that you that you cover the bases that you are open and and and and you can include as many as as possible with as little.
Speaker
Oh.
Speaker 1
As little deviation from getting you know to your in goal in in the in the sort of restrictions you gave yourself in the protocol to write, to write it open but you.
Speaker 2
Yeah.
Speaker 1
To make it let it make sense.
Speaker 2
Hmm. Yeah, now, failure to adhere to the allocated treatment ARM after randomization may reduce the ability to compare between arms. What would be your suggestion to facilitate and encourage adherence to allocated study ARM?
Speaker 1
We're not the base to answer this because as I say, we do not do that many.
Speaker 2
Yeah.
Speaker 1
Patient studies, but I think that you know what we we do. You know I I get a. I think. In in, in our setup or in in in in in the way that I will implement study information is that I will tell the the the participant. You know we this is a double-blind study, not you and I will know what you're getting from there from either the three arms or four arms army there.
Speaker 2
Yeah.
Speaker 1
And then they mostly all of them wanted want. They want the experimental drug. They don't want a placebo. They don't wanna the the one on the market. But you know, you cannot tell. And then I can see sometimes when when it was an open label and they do know they're on the placebo on and they feel or they sometimes.
Speaker 3
Yeah. Yeah.
Speaker 1
OK. But I think if we can, what? What do they call that? If you can have a switch, you know you do you do a three month or first and then after three months you get everybody gets the the the Real McCoy then then then it'll be in same time and then I think sponsors.
Speaker 2
Yeah.
Speaker 1
I will also learn a lot and I can see exactly, because now I've got a patient that's getting placebo and the patient is getting the treatment, but it's not the same patient you, you, you, you, you.
Speaker
Oh.
Speaker 1
Sort of comparing, but if you have if somebody nothing, you give him another thing, then he can exactly see how that. Changes his, his, his. His blood results or his old set up?
Speaker 2
Or get them get, give them a washout period and then give them the placebo. Get a washout period. Give them the the IP.
Speaker 1
Yeah, Switcher. Yeah. Sometimes. Well, it's difficult with the vaccines or the OR the. When you called the immunoglobulin studies, because you cannot switch it because the off lives are so long.
Speaker 3
Ah.
Speaker 1
But yeah, and the other thing is is, you know. I've seen the basics committees. Volunteers that the patients, I don't.
Speaker 2
Think it's ethical? Yeah.
Speaker 1
If you you know you cannot come and must either be on standard of care treatment plus, then you. OK. Or plus placebo. Then they don't mind and then it'll help that if you if you if if the procedure always is conducted conducted that.
Speaker
Umm.
Speaker 1
To get the answers you want. Then you will need an incentive and the incentive is always money. If they pay them a little bit more, that will incentivize them to to keep on the study to get the get the data. But whether whether Visa that after six months we will also put you on or whatever.
Speaker 3
Yeah.
Speaker 1
On on the reals, on the real drug.
Speaker 2
Oh. Much better, OK. All right. Now next question, which net data collection, waste time and resources based on your experience, what are some of the common errors in designing CRFS that result in large volumes of data that is not relevant to the research question? This.
Speaker 1
I think communication, I think if if, if, if. You get statisticians that right here is that. One everything in. There, but it's not feasible. I think I should. Everything is on. The source data, if they do, they can't see a signal. We can go back and look and see. You know what? What? To go and right in all the operations he's had for his, you know, he's doing his whole life and everything. It it it it is it it matters.
Speaker 2
Yeah.
Speaker 1
The the data and and and it things. It tends to to enhance data into errors. You have to write into in too many too many things. If you if you if you stay to the pertinent things, then it's easier to it's easier to you see actually you can you can have less.
Speaker 2
Yeah. Is.
Speaker 1
Sort of feels in in the in the on a list items on the field you can see 3 or 4 things. You have to look at certain things you miss. Things.
Speaker 2
Yeah.
Speaker 1
So that use QC is better. And I think you. Get you get you get a. Cleaner answer this this. And the other thing is it sponsors want now as seeing that they wanted these six studies in one you know they want to, they want to do this and then they want to see the weight and then they want to see what it does to the kidneys and then they want to even you know and and and and and on and.
Speaker
Oh.
Speaker 1
Because it it it is difficult, not not difficult, but it it puts strain on stuff to to lose. ECS every hour and to do the blood pressure and to collect all the urine and weighing three times a day. You know, thing, you miss things you make. If you make it. Sensible, easy to read the information you want.
Speaker 3
Hmm.
Speaker 1
If the I don't mind if the club really is, you know, targets the kidneys, then for sure lifting your then do the bloods. But you don't do everything if.
Speaker 2
Yes. Yeah.
Speaker 1
It if it if it's. Especially if it's the first thing to human in the world you don't know, then you have to find the thing. But if you, if there is some information about a drug. That would kill.
Speaker 3
Alright, I'm going to write that. Don't over here. Oh. Too many.
Speaker 1
Information points that, that and that can also clutter the the thing.
Speaker 2
Yeah.
Speaker 1
Another thing is. We've worked with a lot of. Different companies that collect ecr's and you know if you. I think it's a it. It is a science to write a good C easier if and they're and they're getting better and better. And you know, if they if they easier if you can talk to one another so that. You. That you know, if you. If you know if you have to do a study every 24 hours and you do, you have blood pressure every hour and the medication stops after 18 hours. Then. They should write the easier if that if you say stop, they don't give you, you know, DCF for for the other. Six hours more and is now in triplets because the study have stopped. If they can. If they can filter that, the focus that they put in, but it's getting better and better.
Speaker 3
Yeah.
Speaker 2
Yeah, well, that's true. By moving to our next question, communication with participants is one of the ethical requirements in the conduct of clinical trials. How can this be improved?
Speaker 1
That's.
Speaker 2
In your context.
Speaker 1
Our context, I think we've got we, you know we've done it quite a lot years that we. We do get the, you know, the subject, cell phone numbers, we give them our cell phone numbers, we we we tend to for. What do you call that for information regarding? Normal study procedures we, we we we establish WhatsApp groups so that we see that the Member your your medication remember your visit remember stop eating so that we can do that and you know we give them cards with the with the with the with the telephone numbers of people that are on duty. Of the house that they can contact and we on the longer studies, we allocate people to fund them. So you know or even. In important studies where they dose off site, we phone them every day and say you must remove them. Remember, remember to take your medication now or within the next hour and so.
Speaker 2
Yeah.
Speaker 1
On this is. That does help, but it's it's it must say it's much easier now with the with the with. The. With the technology of of. You know, with the, with the social media, it's really easy.
Speaker 2
Oh, you use social media as well. Yes.
Speaker
Alright.
Speaker 1
It is difficult because you know the popular and you cannot do too much on social media, but we do get the we do get the informed consent so that we can send them, you know.
Speaker
Ah.
Speaker 1
It's a 1 ended or one sort of way type of of of communication. They cannot talk to one another, but they can. They can get the numbers, but then then it's on their own. But we do not. We do not in you know in, in, in personal information on that you know just the general information.
Speaker 2
Yeah.
Speaker 1
To the old group.
Speaker 2
Ah.
Speaker 1
You want to ask the lady you know? Are you having your menstrual period at the moment or something like that? Because we saw some blood in your blood. This.
Speaker 2
Yeah.
Speaker 1
And they said that that that we won't ask that type of question, but we will tell them that they should not, should not they should.
Speaker
Hmm.
Speaker 1
Drinking alcohol for the next 20 to 48 hours or whatever.
Speaker 2
Oh, OK, now that makes sense. I actually like that idea. I actually like it the WhatsApp group. Now does the registration of clinical trials in publicly accessible databases demonstrate transparency?
Speaker 1
It does, but it's very I don't think it's that commonly known. So I think if it's. You know, if you really want. To have a look, you can go in. Yeah, physical trials.com look, whether the studies is there or not, but I don't think if you ask anybody in the state, do you know which which site you're gonna have. I don't have a clue. And even the people that signed the IC, if they're reading that, you can go to what? What they don't even listen very.
Speaker 3
Hello.
Speaker 1
But but it is it it's it's that I think it's it it is. He's obscured or there's any any sort of? A bad thing that they are sort of keeping it away from people, but it's not I I think it it it it is you know sort of reachable to anybody say something searchable that's what.
Speaker 2
Yeah.
Speaker 1
I'm looking for.
Speaker 2
So what more could be done to improve transparency in clinical trials?
Speaker 1
Well, the main thing is to if they really want to do that, they can. They can more openly sort of you know, they can in on, on television, have one hamburger add. Listen if you want to know what. They go look at that with this website. They. Can go more public.
Speaker 3
Yeah.
Speaker 1
But but I don't think so. I think the real the main thing is it's we, you know, we work in a in a niche market. So it's a niche section of the of the of of, of medical fertility. So I think we we work, we can have a look at.
Speaker 3
Yeah.
Speaker 1
What is going on? There is registers where you can go into. We have an open channel to the to the Ethics Committee in Etheric or to to supper, and then you know we can ask the.
Speaker
Oh.
Speaker 1
Scientists, all these specialists for advice. So I think so. And then also the, you know, you can go in and have a look. Who else is doing studies on HIV? And and it's not well, you can actually not you're not. But the information is protected sensitive information.
Speaker 3
Yeah.
Speaker 2
And then how do you assess whether a clinical trial is operationally viable in your context?
Speaker 1
I think you talk to your peers, you, you go through your, your history, you know what you've done before and you go through your lessons learned and see what you know, what worked well in the past and all this if you bumped your head, you're not going. To do it again. Or you or you do it differently so that you go around the the obstacles.
Speaker 3
Umm.
Speaker 1
I think. In our in our. Field experience is quite a an yeah, because that is what you do. You do a study to gain experience you that you can do the next study better than the next one bit. That's the whole. In in essence, research. All of that experience, new experience, new data and then add on data add on data on previous experiences and then just build on the positive and and have the negative ones.
Speaker 3
Yes.
Speaker 2
Yeah. And then how can monitoring and auditing of clinical trials improve the quality of of the conduct of clinical trials?
Speaker 1
We were. We're actually quite lucky with the with the monitors we I like mostly. I think the people we work with he monitors as. Really, people that are working together, you know, that's the difference between auditor and monitor. Monitor works with you.
Speaker 2
Yeah.
Speaker 1
And auditor looks what you've done wrong and sometimes they can be malicious or sometimes they do give you advice and see you've done this wrong and this is a.
Speaker 3
Yeah.
Speaker 1
Ritual problem you have in this clinic or whatever, but none of this thing because they they come in while you the the trial is alive or going and if you pick up a train earlier you.
Speaker 2
Yeah.
Speaker 1
Can you can? Like a, you know, a direction change. Barnett Barnett is usually part of the of the team. When we see that like that, not always.
Speaker 2
Yeah.
Speaker 1
Well loved. But they do help. I've I've learned, I've learned maybe very much from monitors and auditors.
Speaker
Here.
Speaker 3
Yes.
Speaker 2
Now let's talk about the good clinical Trials, collaborative guidance. So the GCC 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 GCC guidance was driving the scientific and ethical quality of randomized clinical trials, regardless of their context. Have you heard of the good clinical trials Collaborative and its guidance?
Speaker 1
As I read it. What did you ask the question? Sorry just to ask the question again.
Speaker 2
Have you heard of the GCC guidance?
Speaker 1
Yes. Well, I haven't heard before. Before I received your e-mail, your initial, I haven't heard of it before or haven't we haven't registered with me as as well as it now I.
Speaker 2
Yeah.
Speaker 1
Because we you you hear. There's a lot of. Acronyms. Sometimes it sounds it might just be another disease or. What? Until you get confronted with it.
Speaker 3
Yeah.
Speaker 1
But I I haven't heard of, you know, it sort. Of sunk in. Before you know. Start start working or listening to you.
Speaker 2
Yeah, so the GCC guidance is a new guideline to conduct good randomized clinical trials.
Speaker 1
It's it's. I think it's a very good initial. Right. You know, every time you go and and and and and develop a new protocol, there's always a little thing, all this ethically work and then these guidelines guidelines like these will be will be invaluable in you know it will be in very much very will be very valuable.
Speaker
Yeah.
Speaker 3
Umm.
Speaker 1
At least we. Should our industries need something like that so that we get a standard and everybody works according the same rules and regulations and.
Speaker 2
Yeah.
Speaker 1
Then it's easy for everybody because they know this is what it will look like. This is, you know, if if even if we get a little certificate that says we, yeah, we have, we have done done normal GP but you've got this guideline training as well then then as soon you know.
Speaker 3
Yeah.
Speaker 1
As as more and more. People get involved and the regulatory authorities buy into it, then they will know, OK, this. Like, not that he does it, but he knows about it. So you know he cannot.
Speaker 3
Yeah.
Speaker 2
And then looking at the document that I shared you of the GCC items, how is the GCC guidance applicable to your organization or department?
Speaker
Oh. The.
Speaker 1
Whole thing is is. Applicable to us, I think if if, if you come here, you see, you'll see that we comply about 99 comma, 9% already because there is a industry but it's but but not in a nice.
Speaker 3
Uh.
Speaker 1
That summarized way that you've already given us, so that is that is the the nice thing about that's not 700 pages long. It is concise and you can go and look for, you know, informed consent or you can go and looking for compensation and you can go and look. Confidentiality. This is really it. It it it. Is it is. I think you can irrigate. Too much, too many of those will be will be.
Speaker 2
Yeah.
Speaker 1
As as you know, there will probably be the the the the market can be flooded. But I think if somebody. If you guys you know persist then and keep on giving good results or giving good documents then then then that will that will. They become a a standard that one can strive to get.
Speaker 2
Yeah. And then would you recommend training on the GTC guidance to your organization?
Speaker 1
We don't do a lot of training. We've gone through, I shall send it on to us to have a look at this.
Speaker 3
Uh.
Speaker 1
We do a. Formal GCP and as I said, with just TCP we do a lot of training separately for each study.
Speaker 2
Yeah.
Speaker 3
Umm.
Speaker 1
So I think. We've got a, you know, a a learning department. I think if we if we. We built it, you guys or somebody. In the in the Learning department, the section also involve.
Speaker
Uh.
Speaker 1
And then I can always sort of motivate that, you know. We can have a look at this as well. I don't know whether you've you've given a lot of names earlier on, whether people who also sent the invite to on which is working with me. I don't know how many of them have already phoned you back or have done this with planning.
Speaker 2
Yeah. Yeah.
Speaker 1
Ohh this is this introduction.
Speaker 2
Not many.
Speaker 1
Not many after. That's bad. I'll talk. I'll talk to them.
Speaker
Yeah.
Speaker 3
Thank you.
Speaker 1
But we but we, but we've gonna. We're gonna. I don't know why I don't. You know, Europe is. It's it's snowing in Europe now that everybody is now sitting in their offices and now they want to work.
Speaker 3
Is.
Speaker 1
And then they sprayed us with work it. It is so busy at the moment we can't even go on holiday. It's really, really terrible. But that's that's just, that's just an excuse like mine was. So I luckily now you found me on a day that was opened.
Speaker 2
Yeah. Oh.
Speaker
Oh.
Speaker 3
Ah, thank you. And then looking at the GCTC.
Speaker 2
Guidance. Which challenges do you think can be resolved by implementing the GCC guidance in your organization?
Speaker 1
Difficult because I will really think that. We do things. Already well, but I think the main thing about that is. Do you have a check and? A balance.
Speaker 2
Yeah.
Speaker 1
Even if we get just say, OK, this is this guideline, what do we do that's not in here? What do we do? Extra? What do we miss? So I think even even if if that is just the sort of mirror that we look in and see, OK, guys, are we really doing as good as we think?
Speaker
Ah.
Speaker 1
Then then, then. These guidelines of yours will be valuable for us.
Speaker 2
Yeah. Yes. And then after going through the the guidance they just is the guidance. Are there any aspects of the GCC guidance you do not agree with or do not align with your priorities?
Speaker 1
I've finished. No, no, I think every everything in this is is you know is aligned and according to how we do maybe not exactly the pattern. But in principle the principles are self and actually without really can't. Can't really remember everything. But as as I read it I you know it it it it felt good because as how are we doing this, we think we thought about this.
Speaker 2
Yeah. Yeah.
Speaker 1
Also.
Speaker 3
Yeah.
Speaker 1
So I think. I think it was just the confirmation that we're on the right track, but as I said, if you get as old as I am, you can never be old to learn. You must always keep that option open.
Speaker
Uh.
Speaker 3
Yeah. Umm.
Speaker 2
And then one. Of our objectives is to introduce and promote the GCC guidance and also the 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 in South Africa?
Speaker 1
For sure it will be difficult to get into that work together, but you will find that the ropers will say, but there is already guidelines for like that. That is your main obstacle that you will have. Is it still to convince people to have a look? We have a different look at the whole thing. How do you say that? You know, still have a fresh look at at something that? You know, if you if you drive the same Rd. every day then you will notice the portal the first time.
Speaker 3
Yeah.
Speaker 1
So and and The thing is is if you if you do. What we do every time, then there might be a, you know, a obstacle that we miss and that that, that your guide.
Speaker
Yeah.
Speaker 1
To my test from you know, coming from the left hand side, not from the right hand side.
Speaker
Oh.
Speaker 1
Have a have a clearer perspective on something, so don't ever give up because in our industry we we need we need as many. Help or or instruments of help that we can because the dictation, well, it seems like you've done research before. You know how it feels that the FBI walks into your door unannounced and and if you can feel well, they can come.
Speaker 2
Now.
Speaker 1
I've done everything. They they they will. You know, we're human. I mean, we'll make mistakes. We will write dates wrong and we will miss blood pressures or whatever.
Speaker 3
Yeah. Yeah.
Speaker 1
But if you know if we if we stay, the principles I've seen the order say they. They they pick up the the, you know, the mistakes you made. But if they if they if they get a sniff that you're trying to violate the protocol or bend the rule or anything without telling them anything is as long as you.
Speaker 3
Yeah.
Speaker
Yeah.
Speaker 1
Sort of. Naked. And that's the worst thing that you can you sit there and I always gotta find me. I just gotta find out. Luckily, that that, that, that that going. To happen and. If you get and and the main thing is the guidelines, that thing that you are going will will avoid that. If you if you if you have. You see, we're working with verticals. It's it's very easy. I've got an easy job. I've gotta listen. Do this. Do this. Do this. If all they do this is, are they? I will miss this thing. So I think that your guidelines or our guidelines.
Speaker
Yeah.
Speaker 3
Yes.
Speaker 1
You will make it easier for us to to miss nothing and and.
Speaker
Uh.
Speaker 1
If I have a look I you know, I I I must admit I. Haven't scrutinized to study the thing, but you know, as I really did, just make logical sense for me. But you then start with the study protocol or the study report and then end with the recruitment. And it seems like it's already you you can see, OK, now this will lead to this. This will lead to this this so so that you that you follow the process of of research then it then it's easy then.
Speaker 3
Yeah. Yes.
Speaker 1
Then, then, then, then then you know and you will. You will feel I missed something. I missed something. What did I do? Oh, we didn't sign this. Or what? Do you?
Speaker 3
Yeah.
Speaker 1
So it it it? Will it will it will. It will lead you towards the next step and and and if you can do that then then you've then you've won.
Speaker 2
Hmm. Ohh thank you. And then if you were tasked with the promotion and increasing awareness of the GCTC guidance and adoption of its principles and the conduct of randomized clinical trials. South Africa. How would you implement the promotion and awareness of the GTC guidance and the adoption of the guidance?
Speaker 1
You're always the worst person. I cannot sell a toffee to somebody else when it sells person, you know.
Speaker 2
Ah.
Speaker 1
But yeah, but I think I I I just know that the product like this will sell itself.
Speaker 3
Uh.
Speaker 1
If I can just if I come as as who I am, I'm a research physician and I do this. And I, you know, and I've been in the industry so long, so I've got a little bit of respect.
Speaker
Oh.
Speaker 1
And I say and I. I have a lot of guidelines about this and this and this and I've found this just never look at that. You never force something on somebody, but if.
Speaker 3
Hmm.
Speaker 1
You know if and and and and I know people that are more influenced than I do that are friends of mine. So if I can get to them and say that. Let's have a look at this and if you and I can tell them why I agree with it.
Speaker 2
Yeah.
Speaker 1
Then you see word of mouth is the best seller, there is. Somebody starts using it and somebody just as a positive word. Then you then you of well one of the.
Speaker
And then.
Speaker 2
Which major clinical trials implementers and key stakeholders in South Africa should be approached to promote and raise an awareness of the GCC guidance and the adoption of its principles in the conduct of randomized clinical trials?
Speaker 1
I think I think the universities, they're the ones that I've mentioned. I think if you didn't go because they're, you know they're the guys that sits on surprise boards and all those things. If you get the, if you get the people that are. That are in the regulatory environment, but obviously I think you should you should do.
Speaker 2
Yeah.
Speaker 1
Presentations to the ethics committees, because it is an ethical thing, it it it it it it, well, it is ethical. The the whole thing is to promote safety and well-being of the subjects and the integrity of the data.
Speaker 3
Yeah.
Speaker 2
Yes.
Speaker 1
You know, to make make this study with, well money wise. And data wise for sponsors and it. That that is the main thing. If we can do that, then we will draw studies to South Africa because we've gotta, we've gotta, we've got such a gold mine of opportunity here. And unfortunately we had that killed.
Speaker 2
Uh.
Speaker
Uh.
Speaker 1
A lot of. Resistance. I don't know why but. Great things that you know in the beginning, I thought, you know, Supra was thinking that we.
Speaker 3
Hmm.
Speaker 1
Because we think that they'll do their job well. Not that we just want to.
Speaker 3
Oh.
Speaker 1
Getting get, get you know some some. Job opportunities and. Big money to South Africa. Get investment in the South Africa. And and the next thing you know, some big country will come and build a, you know, a research facility. Yeah, especially if you you I think you in the beginning you talked about HIV, TB and malaria and all the things that we can do from South Africa, Botswana, you know, southern Africa. So if we can, if we can promote that in then then we have won and we have helped our our.
Speaker 3
Yeah.
Speaker 1
For communities.
Speaker 2
Yeah. No, that's true. Is there anything else you would like to share with me?
Speaker 1
No, except that I would now have a. Cup of coffee.
Speaker 3
Alright.
Speaker 1
I haven't even had lunch, but no, I'm fine. No, no. Thank you so much. It was really sweet, very nice interview. Very good.
Speaker 3
No, thank you so much.
Speaker 2
No, thank you. Now, thank you so much for taking the opportunity to do the interview with us and giving us your opinion on the guidance.
Speaker 1
That's good. Thank you.
Speaker 3
Alright, alright, bye.
Speaker 1
I have that other thing that.
Speaker 2
No, no, no. No, we've completed it right here, but our data manager might send you an e-mail to remind you, but please don't complete. It.
Speaker 1
OK, I'll wait for you.
Speaker 2
Alright then no problem.
Speaker 3
Thank you. You too. Bye bye.
Speaker 1
You're welcome. Bye.
Speaker 2
The time is 1515 so quarter past. Three, thank you.




