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Transcription:
I: Alright, Sir. Thank you so much for taking, for for taking this opportunity to do the interview with us. So you are participant 133 ,and the date of your interview is 21 November 2024, would you mind telling me your initials?
P: It (Participant’s initials).
I: (Participant’s initials), so the the title of our of our study is Survey of Knowledge and Practice of Good Clinical Trials Collaborative Guidance in the Conduct of Clinical Trials in South Africa, and the time of your interview is 11:08. I'm just going to read a short introduction. So, thank you for speaking to me today. I am interested in learning more about the implementation of clinical trials in South Africa, and as a stakeholder in the implementation of clinical trials in South Africa, I would like to learn more about your clinical trial practices and your experiences in clinical trials in South Africa. We really do appreciate you taking the time to have a one-on-one interview with us, there are no right or wrong answers; I am here to learn from you. Your participation in the study is completely voluntary, you can stop the interview at any time, and you do not have to answer any questions you prefer not to answer or any questions you find difficult to answer or to discuss.
P: Thank you.
I: All right, so do you have any question for me before we start?
P: Not at all. 
I: Alright. So firstly, we just gonna do a small demographic. You've received it as well online, please do not complete it. We are gonna complete it right here. 
P: Alright.
I: Alright, so would you mind telling me your age, or you prefer not to say?
P: I’m 63
I: 63, and you identify as male, female, or other, or you prefer not to say?
P: Male
I: And then your education discipline, is it public health? Is it social science, medical science, environmental health, science management, or other?
P: Medical science.
I: Medical science, alright…aand where is your? What is your current country of residence?
P: South Africa.
I: And your province?
P: Eastern Cape
I: And then would you consider it rural or urban?
P: Urban
I: Urban, and what is your current role?
P: I’m (the) Director and Principal Investigator.
I: So how long have you been a Director and Principal Investigator?
P: I’ve been in principal investigator since 1998 and directory years since 2012.
I: Alright, more than 20 years, and then director will be; you've been for 12 years as a director? More (Talking simultaneously) 
P: [Inaudible Segment 2:55] Yes, 12 years.
I: Alright, and then what department are you working for? Is it project management? Is it quality assurance? Is it (a) laboratory? Is it administory? (Administrative), administration? Is it (a) pharmacy? data management? Academic? monitoring and evaluation? economic or other?
P: Sorry, you broke, you broke up there.
I: Oh, so I'm just asking which department are you working for? Project management? Quality assurance? Laboratory? Monitoring and evaluation? Administration? Economic? Pharmacy? Academic? Data management or other?
P: …No, it's difficult to say, I’ll say other because I'm a physician doing clinical research, I'm a research physician.
I: Alright, doing research other (imitating), and then your sector of intervention, is it pharmaceutical? A clinical trials organization? A clinical research organization? An academic institute? Health department? Laboratory ethics? Other regulatory or other?
P: A clinical Research Institute.
I: Clinical research, research institute, alright, which countries have you worked for?
P: Which countries have I worked for?
I: Yes
P: In terms of where the sponsors come from?
I: Ah, no, like if you've worked in South Africa or or you've done clinical trials in South Africa or you've done clinical trials in Namibia, America, where you were based and you were working.
P: That’d be South Africa
I: South Africa. How many years have you been working on clinical trials?
P: Since 1998, how many is that? 36 years?
I: 1998?
P: Yes
I: Alright. Ah alright, that would be more than 20 years. And then how many clinical trials have you worked on?
P: Oh [Inaudible segment 4:57-58] 200+
I: (Laughing) alright.
P: It it’d be more than that, yeah; sorry, but it’s (a) lot
I: But it's a lot ok, I chose more than 20 clinical trials (laughing), and then what phases of those 200 clinical trials? Was it phase 1? phase 2?
P: Phase 1,2 to 3 mostly, we've done phase 4, but it’s mostly phase 1 to 3.
I: Alright, and then as part of your clinical trial experie experience, what type of disease groups have you worked on?
P: [Inaudible Segment 5:34] with HIV, respiratory disease, infectious disease, metabolic disease, cancer, chronic kidney disease, (and) human failure. What else is there? Let me see what is here, cancer, of course cancer, yeah.
I: Asthma?
P: Asthma, we’ve done.
I: Hypertension?
P: No, we haven't done hypertension
I: Diabetes?
P: Yes
I: TB?
P: Yes.
I: Pneumonia?
P: Ah ye (hesitant), the study was canceled, so let’s say no.
I: Alright, vaccines?
P: Yes, plenty
I:  Eh bacterial infections?
P: Yes
I: Arthritis?
P: No
 I: Stroke?
P: Aah no
I: Heart attack?
P: No
I: Ulcers?
P: Yes
I: Heart failure?
P: No
I: Eh COVID-19?
P: Yes
I: Alright, COVID-19 (imitating), any other disease I didn't mention?
P: Nothing I can think of (laughing) 
I: (Laughing) Those are a lot of clinical trials, though, 200 (laughing), alright, now we're about to start our Open-ended questions. Thank you for doing the demographic form with me and now let's talk about your role in the implementation of clinical trials in South Africa. So, do you have experience in the start-up phase of clinical trials?
P: Eh, what do you mean by startup phase?
I: Like a a SIVs, writing the protocol? (talking simultaneously) yes
P: Not not protocol, but I mean a always there's an SIV that we attend, yeah, but they don’t go out experiencing protocol writing
I: No experience, so before a clinical trial starts, what are you involved in?
P: I had a private practice.
I: Oh 
P: Private GP practice and I'm also the Hospice doctor in the Metro, so palliative care. 
I: Alight, so, before clinical trials, before a clinical trial starts, before you know you start recruitment and collecting data, what, what roles have you played?
P: I don't understand the question; we [Inaudible Segment 8:15] we approached by pharmaceutical companies, the feasibility is saying that we say yes or no, and from there they, they basically the rule that they set it's not our decision.
I: Oh, ok. Alright now, which means your question would be what role have you played in the implementation of clinical trials?
P: Evaluated the protocols, giving feedback about the protocol, and then sometimes post study been selected as an author as well.
I: Alright, do you usually work as the investigator? A physician?
P: That's all I do; I'm just a study investigator; we have [Inaudible Segment 9:08], yeah.
I: Alright, have you ever been involved in clinical trials that failed to be informative? 
P: Yes
I: Can you please tell me what happened?
P: Informative for us or for the participants? 
I: Informative, let’s say did, were you able to answer the research question?
P: Eh, let me see what example can I give
I: Yes, please.
P: Eh, you not (are) talking about studies that didn’t meet the objectives? 
I: You can also talk about studies that didn't meet the objectives. You can also talk about studies that were not viable for their for their context, so they failed or clinical tria (talking simultaneously)
P: Ok, sorry sorry, the one study that I can mention is a study that I wanted to establish, how much of a an eye drop is absorbed into the eye, and then wanted us to put a needle into the patient’s eyes and draw out some of the fluid to look at the plasma concentration, now the time points were such, and they wanted us to do it so many times that the patient’s eye would like a raisin and we say to them: you can’t draw this, not so much fluid in the eye that you can do the study, then they revised the protocol and decided what else do we say, they asked us to work with an eye specialist, and when they put in the lens [inaudible segment 10: 47] within, they open the eye, eh we must take some of that fluid so we put in the eyebrow of an eye before Op or an eye before the Op, and the eye surgeon then opens the eye, you take some of that fluid and I can check the plasma concentration. The problem was (that) me, as a research physician cannot tell the high specialist: you’ve got 30 seconds then the time is up, and we must do the PK, or they said eh the PK is not valid so that that study would be completely from me.
I: Hmm oh wow (laughing) and then (talking simultaneously)
P: Yeah, the point is when someone sitting at the office not knowing what an eye looks like
I: (Laughing) 
P: (Laughing) Yeah, and then it is often an instance that data review decides that the the study objectives are not met, and I stopped the study. 
I: Yeah, alright, and then what challenges have you observed in the conduct of clinical trials of (in) South Africa? 
P: Timelines from the regulatory authorities, always, always, always we (are) losing studies because timelines are so long
I: And how can we resolve this timeline issue when in regulatory taking long to approve our studies?
P: I use a [inaudible segment 12:06]
I: Use a?
P: A [inaudible segment 12:11]
I: A bom?
P: The one that they (are/ were) working with
I: I'm so sorry [interruption: the interviewer is communicating with the colleague], I’m sorry about that, unfortunately, the books the f the rooms are fully booked, so I snacked the one I found empty (laughing)
P: (laughing) But I think we shou eh I don't know; I don't know if it's a matter of funding or personnel. I don't know but that's a problem.
I: That's the problem, yeah, and then what are the challenges have you observed in the conduct of clinical trials in South Africa?
P: The length of informed consent documents, compared to the rest of the world. This is ridiculously long and it's not informative to the participants because they can't taking 37 to 38 pages.
I: And how can we resolve this issue of long informed consent forms?
P: Eh yeah, it needs to be tightened to the population that we want to go out to the study so that they understand it.
I: Yeah, hmm, yeah, that’s true, and then what are some of the challenges you observed with randomization in clinical trials?
P: Eh, sometimes the one arm will unblind itself, so the blind is not, can, if you think, for instance, we’re doing a lot of studies at the moment on ozempic, diabetes and also obesity after few months, you see who's on the ozempic or who’s not, so they unblinded too, yeah, it happens. 
I: So, this process where in another arm and unblind itself. How do we resolve? How do I improve this process?
P: No, there's no way around this. If one rock is is working better than the standard, OK, they will be. You know, they might be unblinded, yeah, that's maybe a unique situation. It's not normally the the case they stay unblind themselves.
I: Do you think the process of randomization needs to be improved?
P: No. Everything on our side with International Studies goes to were centralized computer. So, we have no influence or say about the the harm that the patient receives. So, I don't think it's bad at the moment.
I: Yeah, alright. So you're not experiencing load shedding? (laughing)
P: You know we because of load shedding, our primary energy supply is solar. If the solar fails fails, we've got a generator. And if the generator fails, we've got Eskom. So, we don't really align with it.
I: Alright, no, that’s good to know (laughing), so, you got so many backup (s) of a backup. 
P: Yeah, absolutely
I: (Laughing) Now, let's talk about the conduct and implementation of randomized clinical trials. So, good randomized clinical trials are supposed to be designed to produce scientifically sound answers to relevant questions by including a broad and varied population. In your setting or based on your experience over all the 200 clinical trials that you've done, what groups are often not included in trials without a good scientific justification?
P: That are not included?
I: Yes, so, what groups are often not included in clinical trials without a good scientific justification?
P: No, I don't think there's any group that is specifically not included. It depends on the diversity request of the sponsor and then also the site’s ability to deliver on diversity.
I: So it depends on the (talking simultaneously) 
P: Otherwise, sometimes we are requested to be a a rescue site and then it's a very important there, and the scientist told you only need to recruit Indian people because worldwide we should. That's not fair on the South African population or only include black people because America cannot enough eh include enough black people eh to the South African population, that's not a fair. 
I: Oh, wow. And then what changes need to be made in the design and conduct of clinical trials to be more inclusive or varied population?
P: Of what population?
I: Of a varied population
P: Alright. I don't know. You see, it's not only the population distribution; it's also the population in which the disease is from, and you can't change that. You know, if you have a disease, that is, let's say, Oesophagus cancer, which is because of the curries very prominent in the Indian people, and they let us know we only want white people. You're not going to [inaudible segment 17:50] there. So yeah, it's not always it's not always not always feasible to incorporate that in the design.
I: Yes, alright. Now, failure to adhere to the allocated treat sorry. Failure to adhere to the allocated treat 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: We always check the compliance by checking the returned IP. They've always returned, even the empty containers, and we can even save those, and we can verify and work out the components, and then we address it and find out what other reasons that people don't take it, eh what other problems, etcetera, so while doing compliance on return, we check.
I: Ok, 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 questions?
P: That's a tricky question. You know, the studies have been becoming more and more complex because two reasons: The pharmaceutical companies want to get as much information and data from a study, but also if they can make the study longer, it takes longer before the patent expires.
So, these are two factors also with the fact that the profit margin on (the) development of pharmaceutical compounds has dropped from 12% to about 3% in the last eight years and to make the 3% gain in profit worthwhile, the companies are making the studies more complex and longer to get as much out of it as possible.
I: Yeah, so people went to get more information.
P: Yeah, yeah, yeah, yeah, they do. We, you know, looking at it, we often think: why is this important? Eh, but I'm sure it's important for some reason from the sponsor side, and we don't have the knowledge as to why they decided that. 
I: But what about the fact that now you are sitting there with the participant for a longer time? Eh just to complete that long CRFs, just hoping, why do they need the information? We don't know why, but they're saying we should collect them.
P: Sure, sure, sure. You know it's a, it's a matter of of questioning the sponsor. And as you know with clinical trials, you don't have access to the sponsors directly. You go through a CRM, so it's difficult to find out the the reasons, but sometimes we we see that we don't know why this is included, and it's not really a [inaudible segment 21:19], there’s nothing we can do about that, that's the decision of the sponsor.
I: That's true. Communication with participants is one of the ethical requirements in the conduct of clinical trials. How can this be improved in your context?
P: We discuss the study with every visit, and especially if they are [inaudible segment 21:44] that are of note, [inaudible segments 21:49] or practical amendment, of course, for changes, we discuss that with the participant. And ask them if they are happy to continue or if they have any queries or concerns, in which case we forward that to the CR or the or the sponsor. But it's basically communication, not hiding something, and respecting the participant’s right to openness and information.
I: Yeah, anything else?
P: Our context, I think that's it. 
I: And then does the registration of clinical trials in a publicly accessible database demonstrate transparency?
P: To agree it does, because people can access that website and then read up. If I just think about the Eastern Cape Department of Health Ethics application, what we need to to include there if it doesn't, or does give information to the participants if they access it,  I don't know how widely known these websites are to participants. Although it's often in the informed consent and we show it to them, and they can look it up. I don't think people really do that. I don't, yeah. To answer your question, I think it's doubtful. I don't know if the registration really helps.
I: So (talking simultaneously)
P: It's a requirement.
I: (Laughing) So, what more could be done to improve transparency?
P: Transparency in terms of the study?
I: Yes
P: Eh, what we often do is we show the participants the videos or print information about the class of drugs, and often there are cartoons about a mode of action of medication or where it fits in that we like to show the participants, and that often stimulates questions as well. I feel that the current informed consent documents really give more than enough in terms of information.
I: Hmm, ok
P: You know, there's one thing that we've been advocating for, for a long time on a site level, and that is the ability of sites to communicate to each other. Doing the same study to find out the requirements, what is your budget? Why budgets need to be a secret between sites when everybody is supposed to do the same work, work? I don't know, but to be able to discuss budgets for a specific study among sites would be a great advantage, and that will be a major step towards openness and transparency.
I: Yeah, no I think maybe the eh what competitive recruitment, maybe it's the reason why people are not open to being to communicating?
P: Just say it yeah, I didn't follow it, you say eh? (talking simultaneously)
I: I’m saying recruitment, yeah, maybe that affects transparency.
P: No, I don't think so, yeah, it it just there is a a kick in the back for the side to to realize you know if you don't put up 5 participants, somebody else is going to do it, and then you lose the income.
I: Hmm. Ok, so how do you assess whether a trial design is operationally viable in your context?
P: First of all, eh we look if we have access to the patient population that is required. You know, after 26 years, one can read the study and know what is required. If we don't have access to the population, we see if we have access to a treating physician that could refer eh yeah, that's the the two ways that we go about it.
I: Ok, what else do you guys do to see whether a trial design is operationally viable in your context?
P: We discuss it at our planning meetings and discuss it amongst the eh the doctors working here to see if somebody has got any other input or opinion about the study. And we also bounce it off treating physicians because they know more about the disease than we do.
I: Yeah, ok, now let's talk about monitoring. How can monitoring and auditing of clinical trials improve the quality of the conduct of clinical trials?
P: First of all, we are being done, this bull dust of remote monitoring we have, we have to scan in everything. It just just doesn't work. There's often a systemic error at this side where we are so used to doing things in a certain way that we all do it that way, and nobody picks up that it's actually not what the protocol once or desires, and for that reason, it's important that monitors on a regular basis,  visit the site and give guides and again it's not the question of us against them. We work together as a team to get good data.The monitoring often and I can, they want to do that one can name companies eh is not helping to get good data. It it seems to me that the monitors are paid to find protocol deviations. That's all they focus on because they get a bonus if they record so many protocol deviations, and sometimes it's just ludicrous.
I: (Laughing) Yes, eh (laughing) eh, so you find it; sometimes it's just ludicrous like they just want to find something.
P: No, I wanted to keep them because it doesn't make sense, doesn't make sense, yeah.
I: (Laughing) So how often should clinical trial monitoring, auditing, and inspection activities happen in a clinical trial?
P: I think it depends on the the visit frequency and how often they want to actually verify the data. If I studied only 6 monthly visits by the participants, it doesn't make sense to to monitor every month. So, it depends on the visit frequency, but I think, in general, once every two to three months at least.
I: Alright, one to two months at least.
P: Two months, I think two months is fair, six to eight months, yeah
I: Ok, now let's talk about the good clinical trials collaborative, my favorite part of the interview. So, 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, right.  So, have you heard of the good clinical trials collaborative and its guidance?
P: Yes, I have
I: Can you please just tell me more about what you've heard about the GCTC guidance and its collaborative.
P: I have no idea why there's a need for it, everything that is in the GCTC guidance is actually in the GCPC as well as the Department of Health guidelines. This is superfluous because not all trials that we do are randomized clinical trials. So, I I can't see, I've actually highlighted a few things here because it doesn't make sense. Let me quickly see this one…eh let me see where is the first one. This is the GCPC guidance, line 80, few guides has been developed to be clear, concise, consistent and proportionate, proportionate to what? In the relation to what? I mean it it it, it's words like this that doesn't make sense. Listen to this one is this: “The time of outcomes, key message, processes for ascertaining study outcomes should be the same in all randomized groups”. It can can't be, you can't have one seat fits for clinical randomized clinical trials. This includes the frequency and intensity of assessments, you know, if you need to to verify blood pressure and the frequency and intensity of assessments is monthly. You can't do an HIV study and then say the frequency and intensity of assessment should also be monthly, because you're only going to do a viral load every six months, so you know it's it's like this that it just doesn't sit well. It's I don't understand. It's another way is the other one that eh…In the guides for good randomized trial, there's an unmet need for guidance to make it easier to do good randomized clinical trials, I disagree, I disagree. There is not. It's it's actually a compass by GCP and SA GCP, International GP as well as the department health guidelines. The other thing that I also feel if you want to go ahead to implement this is for randomized. But there's nothing in this that is really relevant to a site. You need to send this to the sponsors. They need to adhere to you, nothing I can do. So, you know, or me, it's really it's an unnecessary exercise, it's my honest opinion.
I: Yes, we are open for any opinion, yes (laughing) yeah… Anything else you would like to add?
P: The other thing that that helps me in terms of of tasks with clinical randomized trials anyone is we see it often in in [inaudible segment 33: 19] the site is opened, but the principal investigator is in Cape Town with Jamesburg, and I refuse to accept that somebody who's sitting in Johannesburg can do PI oversight. That’s, unfortunately, is mostly linked to academic sites that have a Prof somewhere sitting in his office, and he's the PI, and then sets up people to do a study, eh, in a rural area without having a real [inaudible segment 33:53]. We were contacted by the site that was doing eh, they were using a new drug for TV, for resistant TV without even realizing that this was even to South Africa as part of a randomized clinical trial. Number one, they didn't ask the participants, even the people they use for their consent, but they just started dishing it out, again, there was no over some from any PI, eh yeah.
I: Alright, so, I know you said you feel like this guidance should be given to the sponsors. So just to ask you again, do you think that GCTC guidance is applicable to your organization or department?
P: You know, [inaudible segment 34:46], it's a repetition from from GCP and SA GCP, yes.
I: Alright, and then would you recommend training on the GCTC guidance to your organization?
P: Not at all.
I: (Laughing) why not?
P: Because we know everything that is in there, we do our GCP update every three years, and everything is there, especially if you could get somebody who presents it well that can actually expand on the relevance [inaudible segment 35:17].
I: Alright, now looking at the GCTC guidance, which challenges do you think can be resolved by implementing the GCTC guidance in your organization?
P: Go to them and see (muttering); there’s no other guy who's let's quickly seeing introduction guides development; I want to use it. Eh, good randomized clinical trials are designed to produce scientifically sound answers to the research questions; that's too totally out of mine. I don't set up the question, and I don't design the study to get to the sound answers, so it's not applicable. Secondly, it's this, you know, the same with adequate size eh masking and so on, where to statistical analysis, that's all design of the study, we have no necessary research site, we have no influence on that. Second point, good [inaudible segment 36:33] respect the rights and well-being of participants, I’ve got all training. All the clinicians during study should do that, so, we already do that. I'm not going to do training to my personnel, something that we already do. And the third thing, where is three, eh good [inaudible segment 36:53] are collaborative and transparent. Eh collaboration between one party, and transparency in what sense? eh it must be blinded, you know, in terms of transparency, everything is in the informed consent document, and again, it's not something that we can set up. It's sent from the sponsor. They need to see that it’s transparent and not something that we can implement outside. Good [inaudible segment 37:26] are designed to be feasible for the context. Again, it's not a decision that we can decide, the only thing we decide on here is: Do we want to do it on our side? And then the last one is: manage quality effectively and efficiency efficiently. Again it's the the sponsors role, is not something that I mean that you it's so you know yeah that's why I said I don't think there's any training I would like to give them this side.
I: (Laughing) And then, you've mentioned these, these ones like, are there any aspects of the GCTC guidance you do not agree with or do not align with your priorities?
P: No, I won't say they don't align with my priorities, I just think it's a bit iffy. It's an attempt, but it's not something that I'm going to say: listen, guys apart from SA GCP, let's look at the the guides for good randomized clinical trials because it teaches us all. Eh but I don't agree with nothing that I don't agree with, it’s just some things that are too valid, like the guidance has been developed to be proportionate, I don't understand what they mean. And then the other thing that I I also highlighted is the fact that they say processes for ascertaining they should be the same in all randomized groups. This includes the frequency and intensity of all assessments. If it's just rubbish, it's not possible.
I: (Laughing) Yes… anything else? 
P: What was the other one? (muttering) I mopped in…where is the other one…. (scanning the document with an intention to find some information), yeah, I don't agree with this statement. I've said before there's an unmet need for a guidance to make it easier to do good randomized clinical trials, easier for for the companies developing the trials. I don't see that it will be easier for sites to implement yet another set of rules and yet another training that needs to be done every two or three years. If it's not making it easier for us, how does it make it easier for the sponsors?
I: Ok, so one of the objectives is to introduce and promote the GCTC guidance and adoption of its principles in the conduct of randomized clinical trials here in South Africa. In your opinion, would the adoption of the GCTC guidance be feasible in the conduct of clinical trials in South Africa?
P: It will be feasible, but it's unnecessary.
I: (Laughing) And then, eh, what challenges do you foresee in the introduction and promotion of the GCTC guidance in South Africa?
P: More training, that we must pay for somebody must fly to be here, we must pay for the training, what for? Everything is already in the what oh GCT (talking simultaneously) 
I: GCP (talking simultaneously)
P: GC guidelines
I: Hmm, so, eh, you're finding that the challenges will be more training, traveling to go being trained at a certain place, spending more money on the training. So, how do you think these challenges can be addressed? if we want this guidance to be eh implemented?
P: Why? My thou, first question would be: Why do you want the guidance implemented? What's wrong with the current guidance? When when the international GCP wasn't good enough for the South African situation, they developed the SA GCP, and now, as you know, they that's an additional training to your 3 yearly updates on the GCP, as well as the R.2, now, these guidelines will will will be implemented, you [Interruption: background noise of a ringing cell phone, however, it was not answered, hence the participant continued responding to the question] need to prove that you've done it and you adhere to it, so it's going to be another training, yeah.
I: Yeah, and if if you were tasked with the ah 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 its guidance?
P: You know I am always asked this; I will resign the position because I'm not interested in doing that. I have no id, I have no idea, but definitely I am not.
I: Thank you for your honest opinion (laughing) or you'll give it to me.
P: Or I'll give it to you, I'll give it to you.
I: Oh, you’ll give it to me (laughing)
P: (Laughing)
I: (Laughing) yeah, so 
P: I don't know. I I I have no idea from the onset when I did the first time, I thought this is really rubbish, yeah, can I ask you is is somebody doing this for a master's or a doctorate thesis?
I: No, no, no, no. So, we are working together with the PRISM team with four other institutions, and we are promoting the guidance. We are promoting it here in South Africa. Some people are promoting it in Asia. Some people are promoting it in Brazil, so we eh, so we we are producing it in low-income medium countries because we are one of the countries that are facing challenges in the conduct of clinical trials. But in South Africa is the fact that there are more clinical trials that have been done here in South Africa. So, what they, what, the reason why the guidance was developed is because after the COVID-19 trials, we found that we found that there are gaps in how clinical trials are being done, like for example in in COVID-19 vaccine clinical trials, we found that about only 5% of them were adequately eh randomized. So the collaborative came together to to just close these gaps that clinical trials are facing not just only COVID-19 clinical trials because they are finding that clinical trials are facing a lot of challenges. So a diverse group of people came together and they created this guidance just to close the gap on where challe that these challenges that clinical trials are facing.
P: Ok, I understand but I must say that to use the COVID-19 situation as a benchmark is again doesn't make sense. It wasn't at normal situation where people feared for their lives and people rushed to sites offering any sort of intervention to use that as a benchmark to change policies as, yeah, I won't be surprised if this comes from the soggy study because that was just no, yeah. I I disagree with that, that that COVID actually created the need. It's not the benchmark to look at. It's it's really not really.
I: Yes, we also found that clinical trials are now excessively costly. People are moving away from thinking common diseases to real diseases, and also that the cost of clinical trials are also increasing. So, those are one of the challenges that the guidance was aiming to like, you know, solve.
P: How? How are they going to solve the cost issue, for being? (talking simultaneously)
I: So, what we would do is that we would also recruit funders of clinical trials and have them read through the guidance, and we hope that the guide the funders read the guidance and it, you know, it helps them design clinical trials that do not like cost too much, yes (laughing) 
P: Ok
I: Yeah, so, we are recruiting from funders, ethics committees, clinical trial organizations, CROs, pharmaceutical companies, and we are taking back, we are letting them read the guidance, to give them their opinion on the guidance as well.
P: Ok, thank you
I: Yeah, so let me just mention this one: which major clinical trial 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: Sponsors
I: Sponsors
P: Sponsors, or people who write clinical studies. Not, not so much research science.
I: Yeah…so, people will design the protocol?
P: Absolutely, yeah, I can't remember in the last 26 years when last as an investigator, I was asked to give feedback on the protocol. I was never doing it; it's in your inbox, and sign that you received it, and this is how it's going to be executed. So, in the planning stage, the sites and the investigators are not really consulted.
I: Hmm, oh wow.
P: The other people that that might be able, that you might be able to target are statisticians.
I: Yeah, why statisticians?
P: They will serve to determine the sample size. They determine how many events they need before they can close the study that the primary objective has been met. So, whether sponsors, I think the statisticians are very important.
I: Yeah, so the statisticians, the sponsors, were doing the, who are writing the, the people who are writing the clinical trial, which is the sponsor sometimes, and the statisticians as well?
P: Yeah, yes.
I: And then is there anything else you would like to share with me with regards with the guidance?
P: No, ther (there is) nothing I can think of, except that I sincerely hope it's not implemented. It's not really, it's not, it's getting, yeah, it's it's getting overly regulated, the whole research industry is so over regulated, that it is its status.
I: Ok, so too many guidelines, too much restrictions?
P: Yeah, absolutely, it doesn't add additional value. It it it just gives the monitors another points to raise a query on it to indicate a protocol violation. But what benefit does it actually given to the study outcome? I I no I must, maybe if I I want to know, what benefit does it give to the study outcome more than GCP?
I: Hmm, ok, alright, Dr (Doctor’s name), we thank you so much for your honest, honest opinion on the guidance. I am; this is like I'm very excited, eh like it was a good interview. Thank you for being so honest.
P: You're welcome. One thing that you must also just take into account is: there's a rule that says if it's written down, it happened. If it's not written down, it hasn't happened. It's easy to write something down as if it has happened, but it doesn't always happen.
I: Hmm.
P…Thank you so much (talking simultaneously)
I: Thank you. Thank you so much for your opinion, eh this is actually a good interview. There is no right or wrong answers. So, we really thank you for your opinion on the guidance.
P: You're welcome. Have a good day.
I: (Laughing) Thank you, you too. And the time is 11:58 (laughing).
                                                       End of Transcription
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