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Transript
I: All right. I'm just gonna. All right. I'm just going to do an introduction. So thank you so much for participating in our study, which is called the Survey of Knowledge and Practice of good Clinical trust collaborative guidance in the conduct of clinical trials here in South Africa. So the date of your interview is 11 October 2024 and the time of your interview is 11:30. So I'm just going to do a simple introduction right now. So thank you for speaking to me today. I'm interested in learning more about the implementation of clinical trials in South Africa as a key. Sorry about that. As a key stakeholder in the implementation of clinical trials here in South Africa I would like to learn more about your clinical trial practices and your experience in clinical trials in South Africa. We appreciate we appreciate you taking the time to have and one-on-one interview with us and they are not wrong or right answers. I am here to learn from your participation in this study.  The study is completely voluntary. You can stop the interview at anytime and you do not have to answer any questions you prefer not to answer. Or any questions  you find difficult to answer. Do you have any questions before we can start?
P: I think it's clear, I don't have anything
I:Thank you so much. So I'm just going to ask a couple of background information. Do you mind telling us your age or you prefer not to say?
P: I know it's my birthday towards the end of the month. I am 41 turning 42 yes [inaudible segment, 00:01:49] (Interviewer laughs)
I:And then what? What do you identify as? Do you identify as male, female or other? Or do you prefer not to say?
P:Yeah I it's a, it's a firm female.
I: All right. And then your education, discipline. Are you in public health?
P: I'm mainly in clinical trials only.
I:Alright, so would that be medical science? Social science? 
P: Actually my, my, my, my, my. My first degree or my degree my basic degree is it's nursing. I have a Bcur nursing degree, an honors nursing.
I:Degree alright. Nursing degree. Eh what country do you currently reside at? 
P: South Africa
I:And your province?
P: Gauteng
I: And your locality is it urban or rural
P: It's urban
I:And what is your current role?
P: I'm an independent clinical research consultant.
I: Research consultant alright and then how many of you worked in role? 0-4 years, 5 to 9 years, 10 to 14 years, 14 to 19 years or more than 20 years. Or you prefer not to say?
P: I've been ....no, no, it's five. It's 5 to 5 to 9 years.
I:5 to 9 years, alright. And which department are you working for? Project Management, Laboratory administration, pharmacy, data management, quality assurance, monitoring and evaluation. Economic, academic or other?

P:I think it needs to be monitoring and evaluation because I'm I'm a consultant in two different things. I do monitoring and validation. Obviously. Yeah, I do project management and what is the other options.
I: assurance?
P: Yeah, quality assurance and data management
I:Data management? 
P: Yeah that too data management in the essence yeah
I:Alright and then the sector of your intervention is it pharmaceutical clinical trials, organized 
P: Yes
I: pharmaceuticals 
P: It's clinical trials, it's mainly clinical trials clinical.
I:. Would you say clinical trial organization or CRO?
P: Eh Because I'm independent it's CRO, organizations. But I also, I also work directly with pharma companies as well.
I:OK. alright. Health of department?
P: Not necessarily unless I need anything with them for certain applications.
I: Oh. 
P: But but I don't. Work with them directly or work for them
I: Ok, And at which countries have you worked?
P: South Africa, Tanazania,Uganda, and Australia.
I: Oh wow, how many years have you been working in on clinical trials? Is it zero to four years, 5 to 9 years, 10 to 14 years, 14 to 19 years or more than 20 years?
P: Uhm I'm 14 to 19.
I:And how many clinical trials have you worked on?
P: Yhoo (exlaiming) more than 20 
I:More than 20 and what phase of trials have you worked on phase one, phase ( P interjects)
P: All phases, one, two, three, four? 
I: Four alright. And then as part of your clinical trial experience, what type of disease groups have you worked on?
P: Yes
I: TB?
P: yes,
I: Pneumonia?
P: Yes, 
I: gastroenteritis.
P: Eh Yes.
I: Soft tissue infection
P: no
I:Bacterial infection?
P: No
I: vaccines?
P: Yes. 
I: Diabetes?
P: Eh Yes, 
I: hypertension, 
P: yes, 
I: cancer
P: Yes 
I: arthritis 
P: yes.
 stroke? 
P: yes.
I:Kidney disease? 
P: Yes, 
I: Heart attack.
P:Yes, 
I: heart failure 
P: yes.
I: Ulcers?
P: No.
I:Asthma?
P:Yes.
I:Anemia.
P: No. 
I: Any other (Talking at the same time)
P: And yes on anemia coz i working on sickle cells and it's a blood disorder.
I:Also OK. All right. Thank you so much. So, we are now going to start our interview.Would you like to tell me your initials, please?
P: It's (initials mentioned) 
I:Alright and then? Now let's talk. About your role in the implementation of clinical trials here in South Africa. Do you have any? Experience in the startup phase of clinical trials.
P: Yes, I've experienced in terms of startup experience for country level feasibility, site level feasibility, yeah, site selection and also experience on submissions to the regulatory Ethics Committee authority. And obviously site activation and site initiation. 
I: Oh wow and SIBs as well?
P: Yes, SIBs
I:Have you ever been involved in clinical trials that...That have failed to be informative?
P: Yes
I:Can you please explain to me what happened?
P: After I think after the first round of, I think the second round season B, the draft showed to be not effective against the.
I:Which one is this? One said that.
P:It was it. It was a it was a. It was a. A COVID ?fitment? study. Yeah, yeah, I think the efficacy was the drug showed or failed to show efficacy based on the DSMB report, yeah.
I: Oh based on the DSMB report. Yes. And then what role have you played in the implementation of clinical trials? 
P: Define implementation I just don't understand what you mean by implement.
I:Like what roles have you played in starting up a clinical trial?
P: So. I think for me to start up, it's maybe oversee making sure that all the approvals it will, it will go back to obviously making sure the right the right sites are selected for a particular disease area and then also making sure that the the necessary approvals are in place before clinical trial get started in the in the country.
I:Or like like a monitor
Yes. I mean, most of my work are monitoring work. I've also done some information work with more administrative in terms of making sure the project that obviously the budget because I've also done the budget negotiation and contracts. So, all of those, all of those administrative. Things are set up with the contracts, signed contracts and. And all of that.
I:All right. And then what challenges have you observed in the conduct of clinical trials in South Africa?
P: Generally, just in in which phase of clinical trials?
I:You can tell me Phase 1 you can tell me phase two. Phase three, you can tell me any challenges you would like to tell me? Yeah.
P: Number one, we. Really have challenges in terms of doing, sometimes trials just with rare in in, maybe in rare diseases.
I:Oh.
P: Or in specialist type of trials No. one there isn't enough enough trailers on investigators up in the country that sometimes could support the clinical trial. For example, we may sometimes find it, difficult to locate maybe trials where there's maybe, like gynecologist (I: oh) I think, yes, yes, stuff like that. So specialist trials in rare diseases trials We we we sometimes find the right sites or a lot of sites that's does...
I: The right sites.
P: Please. Yeah. Secondly, what I find challenges is there's a lot of upcoming new sites, clinical trial units that want to get into the industry, but there's not really a platform to tell them, you know what they have this whole, this whole thing of capacity building but nobody eventually supports those starts to really get up and going and make good reputable sites. The large yes, I think some of the other challenges is like always people will always have. Like bad bad part. In any type of industry, so these bad side was always sell yourself, sell themselves, really do feasibilities in site selection. I know if they has a listing where this sites maybe. Perform not good during inspections. They actually a list to say these sites shouldn't be Used.Because there's certain things that they need to improve, SAHPRA doesn't have that. So sometimes it's not easy unless you've work with them before or know somebody in the industry that you work with them before, which is not fair to them. They giving them a bad review and this is not a good sign. So sometimes along the way, halfway you'll find out.
I:Yeah.
P: Because an overseer from the site just cannot actually come up and and and and and to come up to the party. And I think in general there isn't a set industry. Type type of type of kind of qualification level in terms of exciting level we can do, especially of investigators and pharmacists and nurses. Those are fine. But in terms of the other auxiliary support and items. Sometimes I find investigators will just randomly recruit anybody as a study coordinator as a lab processing without them having the necessary... Maybe they will have to train events and always fun if somebody doesn't maybe have like the lab background or maybe nursing paper or some medical background. Sometimes you see the flaws and you see the mistakes in the processes and of course they don't have the necessary tertiary exposure to.
I:yeah
P: to kind of...It's like they will maybe know how to do something. How to do the task, but sometimes it's challenges for them to identify the how. Why do you know actually why you're doing it? Yeah. So actually seeing consistently from that from that aspect.
I:Yeah. Oh, and then that challenge of, you know, not having the correct people or people with the background to doing clinical trials, how do you think we can resolve that challenge?
Speaker 2
P: UM, currently I think. I think it it it it used to be earlier on the days. I remember when I got into the industry as a CRA they would they would randomly take anybody to the [inaudible segmen; 00:14:00] and I said randomly, I've, I've, I've, I've known some of my old earlier colleagues. They were from teachers to to some of that and now even. But they were, they didn't have a medical science degree, I think. Up until recently, the industry would have said that they will only allow people within medical or science degree background for all these reasons to be able to work at sponsor level. I think there needs to be somehow that standard and needs to be set very regulatory point and even in some countries and in some countries they. Yeah, in some countries I know study coordinators are medical doctors, I think in Russia. So yeah, maybe I don't want that label because I also understand what type of country they are I think at least some introduction to at least something.

I:All right. No, that's true.Yeah. And then what are some of the challenges you have observed with randomization into clinical trials? And how do you think this process can be improved.
P: In terms of randomization, I've seen that obviously the wrong patient being included. Yeah, the wrong patient being included in the clinical trial. That's I think it's obviously also your worst worst scenario you don't want to be faced with as well in the clinical trial. Not the right patient the wrong patient getting medication they're actually not supposed to because they didn't actually qualify.For that, yes, yeah, my possible solution is that sites retrain them, maybe more training. Yeah, but but I think also it might be our end from the sponsor side, maybe to early on identify what type of site you're dealing with, you will know.
I: Yeah.
P: You will know if it is an inexperienced site your experience can be both ways. It can either be a PI, investigator or supporting staff. Whenever you have somebody in either of those roles inexperienced, I think it's about really giving them constant instructions and all the time. And I see you're having a patient coming in. Today is what I kindly see. The below reminders to be to consider before you treat the patient. Yes, about. So, I think communication or increase the communication we do have those would be would be wise.
I:That's, that's actually, yeah. That could solve it. Yeah. Now let's talk about the conducts and implementation of randomized clinical trials, right. So we know that 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 a good scientific justification.

P: I Actually, recently that groups of people I've actually recently realized that one of my... One of my studies was actually not approved for state they excluded HIV positive patientsand I mean when we sent the application they need to make provision for that and then they try to justify them or we try to justify them. It's like no, we cannot exclude them. Then eventually they had to have a local a local amendment, but sometimes some of the sponsors don't listen to you when you give them the the heads up. But it's. Yeah. So I see no surprise because we HIV prevalence trial those groups consistently. 
I: Yes
P: I would understand in a phase one and two because we are trying to prove
I:Yeah. 
P: concept but. That is this and we are in phase three those groups have to be included
I:Yeah. Yes, yes, that's true. True. And then what changes needs to be made in the design and conduct of clinical trials to be more inclusive of varied populations?
P: I honestly think that I understand that I think and I understand that maybe early on in the protocol design, I think they need to get PoLs for all countries of the country level or maybe even at country level feasibilities. They need to get feedback even if they. Close enough to the protocol from the PoLs?, and somehow working in the final protocol because sometimes I realy found is that people that are designing protocols that are not clinically sound in terms of whats really happening in the disease area today. Most of the clinicians in certain positions I'm sure they haven't even touched one patient in the last 20 years. Honestly, I've I've seen some of and you'll you'll see those protocols from far away if there's a clinician that hasn't seen patients for a while you will see it in the protocol
I:Except.
P: The only the only one. They, they, they, they, they only want the data they are not considering real patients. So I think they they may be early on whichever participating countries they are considering maybe before finalizing the get some feedback from the PoL from each country.To see maybe just to get feedback instruction. That yeah. For example, even going back even sometimes also not including is maybe eager positive patients. yeah, yeah a lot patients, we we really...I mean I might be walking around with latent TB I wouldn't know that. Yeah. Yeah, I wouldn't know that until I would have to have if this happened obviously excludes active TB Yeah, but then again this again this is reality for us
I:No, that's true. And now failure to adhere to the allocated treatment ARM after randomization may reduce the ability to compare between arms. What would be your suggestion to facilitate and encourage adherence to the allocated study arm?

P: Do you mean in the instance where we have proof to show that the study arms are working or?
I:Maybe. Yeah. Maybe in that case where you can see that this patient is not adhering because they know their own placebo, maybe that that the information leaked somehow and now you want to change them, yeah.
P: Number one thing daily goes into informed consent #1 it depends on the. Disease. It depends on the trial design. Is this medication an add on. In terms of the patients insisting background therapy or is actually if the patient had to stop the standard so they participate. Which I think usually with any placebo and active arm. Usually you need to justify why the patient needs. To. Stop. It will depend if the patient started hearing. It might be. Obviously we need to investigate. It might be they were experiencing so many side effects, they can't be OK.And then the. So then and needs to be treated in medical intervention to see why the patient doesn't wanna continue under the why is there poor poor adherence? So on the other one wait is maybe it's medication taking out and they obviously they are clearing up whatever the case may be and that would that would be anethical concern.If they obviously are performing poor and investigator, so it's about understanding why. Yeah, the patients are not adhering And maybe or not and just maybe, see, it might be even social factors are contributing factors. For example, somebody on a on a prep or or whatever they're hiding from their husband.
I:Yeah. Yeah.
P: Because I need to take it in the evening. Maybe to say maybe because, see if it's an alternative time of day. It would be better for them for them to take then. Because maybe she's taking. Without her I. Don't know asking to see what they're gonna ask, what type of their business, maybe. See. OK, maybe stop it and let's try in the morning when the husband is not there. Whatever the case may be
I:Yeah, yeah, that's true. Understanding the why. 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? 
P: Exactly, yes.I I think again it goes into. So, It goes into. And it's mostly it goes into scientists getting information, but you don't understand that. I think sometimes you want to add additional information, maybe just in case, maybe just in case they might have to have to use it in future. I've seen that, but this is one of those pills that you have swallow. You do see as the CRA you can see that this is not necessary. But then, because it was approved, you can't really do anything about it. But most of the instances like, because it is really this year, and you can see after parallelization. At that particular time, you can not actually. You can't actually. Try and change it, I actually don't know the answer to that, yeah.
I:That's no problem. But yeah, we do find that people we just want to add more, more question maybe to answer the maybe to answer the question at the end I think yeah.
P: Yeah, I've seen everything. I don't know I've s but i've seen specially with clinical trials there is more and more data points but not justification. 
I: Yeah. Yeah. Now communication with participant is one of the ethical requirements in the contact of trials. How can this be improved in your context?
P: uhm, I think communication would be uhm.. I think for most part, because especially from my side as a monitor of this site, we only rely on, we don't really engage directly with the participants, but we only obviously obviously rely on data being presented to us show us how things are.
I'm thinking to me at site level when they do design the source, yeah, then the source shouldn't only answer. Research questions. Yeah, but then the source should always be structured in the way that there is information allowable for or holistic patient care. Yeah. Yeah, I think those, for example, the certain things that research maybe wants, but there's certainly other thing that needs to be part of your still in the game taking care of the patient is a is a is a is patient patient. Those things need to be considered. Those you won't report it to the CRF, but I think it's going to be available and and and and and and I think I also start to encourage my site to design this source to make room for patient care and just not only For trial data. Yeah, if if I didn't communicate, then other thing might be locked and get added information from the patient. Then necessarily maybe that the child may care about that is as a as a clinician you will be able to get that from the patient.
I:Yeah. And then that's the registration of clinical trials in publically accessible database since demonstrate transparency.
P: Yes, it it demonstrates transparency like any that like any other system, it only tells you if the information if if the responsible recipients or candidates update it. Yeah. It it? Yeah. It's only it's. Only sound proof because of whatever get feeded into it. Yeah. So it is because it's heavily reliant on external, specifically referred to the same because it would be the.Most Widely use system to see the current currently happening in South Africa, but then again what I've seen most most sponsors would only update it because they want their DOH number sent whatever. Same number.Some trials are still closed and they will stay say in recruiting recruitment. Yeah, recruiting recruitment is closed, but then the systems are updated.Yeah. But then at least it gives you the basic information of what's currently happening in Africa, where it's happening and and and yeah. Yes, it is.
I:So what do you think needs to be done? More to improve transparency. OK.To improve transparency. I think now there's no transparency in this.
P:industry. I think everybody's everybody is so focused about patient reality then I don't think. I don't think we have transparency, especially only exist alone in each company. Maybe for for obvious reasons because nobody wants their.Data or information to get in app. I don't I think transparency.(I:Yeah) not even internally exists as our lucky to exist. I think we are prosperity for me it's it's almost like a forward to clinical trials just because you're focusing more on data protection and confidentiality, transparency, transparency only seems to exist. Towards the end, because again, because they let you wise, they need to be obviously a publish the data, but they throw out the possibility control everything. And not being. Maybe it's poultry reports that the company needs to maybe to the DSMB, whatever, whatever, if it is the structure of it and obviously those and maybe also the safety reporting is the only time. But then again, I think the only there's only. To be compliant any. Other way that the whole information that they need. That is just my.
I:Feeling. And then how do you assess whether a trial design is operationally viable in your context?

P: Operationally viable.I think it depends on the time siTe spends per patient and how much time does the patient actually need to be on site. Certain because the operation how much is the patient, they have spent side to perform clinical trial activities assessment how frequent the assessments happen. I mean some sometimes I just needed to be on site weekly basis to get certain infusions, those trials obviously. You can't. You can't. Be recruiting patients that are working because the patient will. Lose their job. And will need to comply with study activities.And.So yeah, so it depends on the the how often they need to come back and especially sometimes the hidden time sets even in terms of special days with electronic and or internal checking systems updated different system, different data points and everything. Online these days, so all of the time is spent to cross check those things in certain system or to update the systems. Even the patient, even to do certain patient is also the system and how often they need to come to site to perform [inaudible,00:31:25].
I:And then how? Can monitoring and auditing of trials improve the quality of the conduct of clinical trials?
P: I think monitoring wise we have evolved over the past years I think.We've been using a lot of technology to improve monitoring. Monitoring processes in terms of adding developed AI technology that support on site monitoring, there's also a lot of central team monitoring.That yeah, that thing from working because I do come from the olden days where we said paper CRFs. So I understand administration and the delay in getting information to the sponsor. So I'm I'm actually thinking we've made some great strides throughout the year in terms of monitoring because it's whole full force team that they have available because data is instant and available in certain systems. I think monitoring is happening...
I:And according to you, in your opinion, how official clinical trial monitoring, auditing and inspection activities happen in a clinical trial?
P: Monitoring it depends on the on the complexity of it, obviously it it it it determines and there's a lot of things that will obviously determine the frequency of any monitoring is the disease, the amount of patients. Is the amount of. Will be hiring, creating a lot of issues at the site, the amount, it's the amount of patients, the patient and the cycle eventually enrolled. So this, this, this these variables in the how often we should go to monitoring. Yeah, but I understand also I said earlier about the support with external. And and and. And and remote monitoring or centralized monitoring. However, to see. That's here is tend to go less and less on site monitoring because of the background. Yeah. And the whole the whole space approach is good and bad. Good in the instance of. It's less merchandising, but then there's some signs that really heavily they they. Struggle with the monitoring but not having a mindset but also. Yeah. Rely on the money itself. But I'm. Also thinking. Operational connotation that some of the items actually rely heavily on the investigators of the data which ultimately it is the data, so they need to be responsible whatever they are putting. So, I understand this approach in a sense that yes the monitor can cover the review but ultimately that the data should be sound and you shouldn't be quick to report an excuse
I:Yeah. All right, now to my favorite part of this interview. So let's talk about the good clinical trials, collaborative guidance. So the good clinical trials collaborative guidance was developed by a group of divers and multidisciplinary individuals and organization. That believe that good Healthcare is informed by good evidence and the introduction of 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: Not the first time I'm hearing about that, yeah.
I:So the good clinical Trials Collaborative is a new guidance.to conduct good randomized clinical trials. It's got 5 principles. So principle one says that a good randomized clinical trial is informative and relevant principle tool says that a good randomized clinical trial is respectful of its participants. Third, third principle is that a good randomized clinical trial is collaborative and transparent. 4th principle is that good randomized clinical trial is appropriate for their context. It is efficient and the last principle is that a good randomized clinical trial is efficient and well managed. So what we are doing here at Ari? Is that we are raising awareness of the GCC guidance we we want to also get people like you who are in clinical trials or implementer implementers of clinical trials on the your input on its feasibility, acceptability and also its adoption here in the South African. Clinical trials so. This is the main aim of our of our study.
P: OK, this is this sounds very interesting.Yeah. Yeah. Thank you.
I:Now I sent a document that compared the GCP... SAGCP 2020, SADoH 2015 just on their principles where we think, uhm Like a systematic comparison of the of those 3 guidelines that are currently being used here in South Africa, right. So, when you look at that document, so do you think the GCTC guidance is applicable to your organization or department?
P: Did you send it?
I:Let me just find it and then we can just go through it together...is it opening
P:
That's true.
I:OK, so it says the papers and scope of the guidance. So, the purpose of this guidance established the key principles of randomized control trials. What makes a randomized controlled trial good in its design and analysis as well as ethical and social value and why this is so, the guidance aims to enable those involved in randomized clinical trial in any capacity to work out for. Themselves how randomized clinical trials should be designed and delivered in a particular setting. So the guidance (P interjects)

P: Yeah, it's definitely applicable to our industry, 100%.
I:Why do you say it's 100%? Applicable.
P: Because all of the aspect that you have listed now has a direct impact on clinical trial. Yeah, it definitely number one. It's number one in terms of people doesn't know what it is about and. Sure. There's so there's clear need for current to promote the unique benefits of randomized controlled trials. I mean the randomized controlled trials are obviously the trials that are mostly completed currently. In clinical trials. Yeah. Yeah. So definitely. It gives like. Based on the keys and the integral principles and focus yeses definitely.
I:All right. And then, yeah, yeah, yeah, you can continue.
P: Yeah. And I mean, even in terms of it gives the image in terms of like the, the, the proper trial population, what what to be considered why it's important that think for any new person. Even if it's just, I don't think investigator or a commissioner volunteer emerge into clinical trials, might be a good read for them to understand what they're getting into, the importance of what they're getting into. I find also a lack of people understanding why people just how.Yeah. To not understand that. What are you contributing towards it eventually?
I:Yeah. And then would you recommend training on the GCTC guidance to your organization?
P: No, definitely I would. I would. I would definitely do that. Additionally, the full document, but it seems to affect all whether different experienced people might learn from this. Yeah, early people always give us information, but even people along the way that doesn't have didn't get the right foundation as a nice reminder of why I am doing this.
I: Yeah, alright. So. We we know that the GCTC guidance is mostly focusing on randomized clinical trials, right? While there SA GCP's for all people who are conducting human research, right? So which challenges do you think can be resolved by the implementation of the GCTC guidance in your organization?
P: I think some of the challenges is in terms of for each aspect of the clinical trial, yes, like #1 is the reporting concept yeah. One of the things that i've always seen in terms of consent people think ? cartoons?. That s another update also, particularly informed consent but for me, but it's to me a consent as you mentioned for the discussion with the patient throughout the course of the. Study. I was so interested. And and then they remind them you shouldn't be forced to be there. You don't have much lose patience But I think just about ethically reminding them that. And of course then one would want to withdraw maybe like they don't need to, it should be. Give a reason that they are free at any state. Then it should be cohesion, but it really should be something that they want. Then from there and they want to do them. Yeah, they want to participate.
I:And then are there any? Aspects of the GCTC guidance you do not agree with or do not align with your priorities.

P: And it's just getting through it. Each aspect that is covered, safety, consent, communication, everything is very key and very. Very important topics in any clinical trial.
I:Yeah. 
P: I like the collaboration. I like the collaboration of mass organizations. It's really important. Especially now we need to collaborate, for example. With its main pharma company to the regulators, to the Department of Health, but even even collaborating sites between each other's communities, yeah but definately I like that
I:All right. Thank. You and wonderful. One of our objective. Is to introduce and promote the GCC guidance and adoption of its principles in the conduct of randomised clinical trials 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: Yes it's very useful Information for any any person is involved in the local trialss to to be able to have access to. Yeah, it's the biggest for me.
I:Alright. Thank you. And then if you were tasked with the promotion and increasing awareness of the guidance and the adoption of its principles in the conduct of randomised claim controls in South Africa, how would you implement the promotion and awareness of the DCT guidance and adoption of the guidance?

P: I think No.1 it would be. There's different aspects in terms of what is covered here. So if I have any challenge, you have any challenges at site. I'll try to refer if they maybe have issues with eligibility or issue with recruiting.
I:Yeah.
P: Maybe I'll consider that maybe give them you know what? Try to collaborate or something that I've seen your key key to open it. Then with the another set that's also participating with on the study. Doing really well with recruitment to build that synergy with them to contact this study for a meeting and discuss why are they getting that and you're not.
I:Yeah.Oh wow. OK nd then 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 clinical trials in South Africa and why? So what should we approach?
P: I think this one is a thing for me. When you look at it, it gives a very big ethics sound to it? So yeah, because ultimately, ethically... ethics and regulators I think many people tend to do or follow things once those guidance comes from those people, then they get, they take it as the Bible.And and in terms of impact? If it comes through and this in terms of impact for implementation, if it comes from them, then you might have a bigger movement than that. If it just comes from pharma, Pharma, company, you'll find out some set to only implement it for the years that that it comes with this company and you find out they will only do it for that project and not.
I: Yeah.
P: The next one, because he came. Maybe friends I've only. Been five that. They would only do it for five projects, but they wouldn't see the we can't adopt the same principles for Norman orders, you see. But if it comes with surprise or home, they will. Usually it will affect it will.Takes all our studies because it can't be the regulator.
I: OK, no, I totally understand. Yeah, totally understand your point of view, all right. Now is there. Anything else you would like to share with me?
P: Not that I think of at the moment.
I:All right. Now, thank you so much for your time and we we appreciate your input and also your suggestion and participating in this project.
P: Thank you so much for your time this. Is very interesting.
I:Thank you so much I have.
P: And I was, yeah. And I was loving to see, to come into the moment in terms of reaching, reaching the industry would be loved. It would be a very good time and to have.
I:Yeah. All right. And so we saw the way we are promoting the guidance in here are we we are doing workshops like they we spend the whole day with the in the workshop with slides and just going over the the guidance and also getting people's opinion. On the guidance, so the whole day we discussed principle 1234 and with different implementers of clinical trials. So we would have people from regulatory. The investigators, principal investigators, people from CROs people for pharmaceutical companies, and we just spent the whole day going over the guidance.
Yes.
P:Lovely here.I would have loved to be part of the team, but I think you are. But yeah, I'm hoping the day like in terms of hitting the industry.
I:Thank you so much. When? It's accepted by SAHPRA, you. Say hey, I had an opinion on that as. Well. Alright, thank you so much for participating.
P:Hey, sorry, I'm just going to adjust my. There you go. I'm back now. Yes, I think my headset. My headset gave me. Thank you so much. This is brilliant work. Yeah. So I'm going. I hope it will eventually be approved.
I:Alright, alright.
P:All right.
I:Thank you. And we implement it. Why not? Yeah, fingers crossed. Alright. Thank you so very much. Alright, bye. Bye bye. Yeah. I forgot to say the time is 12/19.
P: Uh.
END OF TRANSCRIPT!!!
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