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Transcript

I: I have Started recording. So, uhm Thank you so much for taking your time to do this interview with us. So, the the date of the interview is 29 October 2024. You are participant 124. Would you mind just telling me your initials?

P:  [Initials]

I: [initials] alright, so the su... the... the title of our study is survey of knowledge and practice of good clinical trust collaborative guidance in the conduct of clinical trials here in South Africa and er... the time of the interview is 15:11 and your interviewer is [name and surname]. So, I'm just going to read a quick introduction, so thank you so much for speaking to me today. I am interested in learning more about the implementation of clinical trials here in South Africa. As a key stakeholder in the implementation of clinical trials in South Africa. I would like to learn more about your clinical trial practices and your experiences in clinical trials here in South Africa. We appreciate you taking the time to have a one-on-one interview with us. uh there are no right or wrong answers. I am here to learn from you. Participation in this study is also completely voluntary, and you can stop the interview at any time, and you do not have to answer questions that you prefer not to answer or any questions that you find difficult to answer [pause]. Do you have any questions before we start? 

P: No, I don't 

I:  No questions. OK, alright. We're about to start our interview, so I'm just going to ask some background information. So, would you like to tell me your age? Or you prefer not to...

P: uhm fifty three

I: Excuse me

P:  5..3

I: 5..3 alright. Do you identify as female male or other? Or you prefer not to say

P: Female

I:  And your education discipline, is it public health? Is a social science. Is it medical science? Is it environmental health? Is it science? Is it management or other?

P: Medical science

I:  Medical science

P: Out of these options.

I: No problem. What is your current country of residence?

P: South Africa

I:  And your province? And then locality. Do you say your localities and then or is it rural?

P: Eastern Cape

I: and then eh locality do you say it's urban or rural 

P: [silence] Peri Urban Do you have an option?. 

I: [smiling] I don't have do you say peri-urban We should have uhm  a peri-urban, 

P: I will not say urban

I: urban alright...and what is your current role right now?

P: I have multiple roles and one of them is the director.

I:  Director of.

P: [name of institution]

I: [ name of institution] and how long have you been the director of a clinical research unit?

P: uh...[thinking] 6 and 1/2 years.

I: All right, I'll say 5 to 9 years.

P: Oh, OK

I: And which department are you working for? Is it the project management? Is it quality assurance? Is it laboratory administration, pharmacy, data management, academic economic monitoring and evaluation or you prefer not to? Say or is it other?

P: It is other because I oversee all those departments

I:. ooooh [exlaiming] Because you are a director

P: Yeah, the. Yeah, the functionality of of the research unit includes all...most of those

I:  mmm and then what is the sector of your intervention? Is it pharmaceutical? Is it a clinical trial organization? Is it a clinical research organization? Is it an academic institute, health department, laboratory, ethics, other regulatory or other or and please specify?

P: It's a Clinical research unit

I: It's a clinical research unit. clinical research unit [repeated response] And which countries are you went from?

P:  Only South Africa.

I:  South Africa and how many years have you been working on clinical trials?

P:  eh since 2017 that's how many years 

I: since 2017...[overlap]

P: Seven years.

I: seven years, yes yes  and  how many clinical trials have you worked on? [silence] should i give you a range?  0-4,5-9, 10 to 14, 14-19 or more than 20 clinical trials?

P: uh it's not more than 20

I: 14 to 19?

P: Let me just have a quick check eh...[people speaking in interviewer's background]
well it's something that one does not think about

I: Yeah [ both laugh] No I totally understand.


P: It's not often that you think about that. I will tell you just now [silence].

I: 14 to 19.

P: I will tell you now now now [silence]

I:  OK, alright, no problem [silence]

P: It's 12

I:  It's 12, alright.

P: So i am not sure of your categories

I: Yeah, I I chose 10...10 to 14 clinical trials.

P:  Yeah. OK.

I:  Alright. And then wow, those are those are a lot of clinical trials. And then what phase of clinical trials have you worked on phase one, phase two, phase three, phase four or all of them?

P: I have lots of on phase one. Well, I'm a [co-chair? I'm at so I'm not sure if that qualifies, but I'm not operational on that in that study. 

I: Alright

P: But the 12 that I mentioned is between the Phase 2/3 and 1 only

I:  All right Ok,  Alright, fine. And then as part of your clinical trial experience, what type of disease groups have you worked on HIV?

P: HIV Is one of them.

I: TB?

P: Uhm and I would say yeah TB as a substudy though

I: ha ha ha [laughter] All right. And then vaccines?

P: Yes, most of them.

I:Yeah Pneumonia 

P: Yes

I: ?Gastroenteritis?

P: No

I: Soft tissue infection 

P: No

I:  bacterial infection? 

Yes

I: TB yoh. Sorry diabetes.

P: No

I:  Hypertension

P: No

I: Cancer

P: I would say no, because they are still preparing  we have not started

I:  Yeah ok asthma.

P: No

I:  Heart failure. 

P: No 

I: kidney disease.

P: No [inaudible segment; 00:008:51-00:08:59] So it's one study. 

I:  Oh alright; heart attack. 

P: No, 

I: Arthritis

P: No 

I: Stroke?

P:  No 

I: anemia, 

P: no. 

I: No, alright ok and now we're going to start our interview. Thank you for doing your background with me. I'm just going to ask you some open-ended questions now. We are going to talk about your role in the Implementation of clinical trials Here in South Africa, so just a question, do you have experience in this start up  phase of clinical trials?

P: Yes, I do

I:  Can you please tell me? What you were doing or your experience in the startup phase of clinical trials?

P: Oh[silence]

I:   We have just lost. Participant 124 We're just going to. Wait for her to come back to rejoin [silence] ( MS Teams sound) there we go

P: Hello

I: Welcome back

P: My internet is unstable (I: yes) so I wasn't sure whether the electricity was coming back so it just cut us. I am so sorry about that 

I: Noth...it's no problem [she laughs] (P interjects)

P: So, you were asking about start-up

I: Yeah your experience in the startup phase of clinical trials

P:  Yes I have experience in the start up phase at clinical research unit as well as startup of a clinical trial

I:   Yes

P: So I am the contact person so I start with the feasibility

I:   Yeah the feasibility 

P:  ?S-I-Bs?

I:  Yes

I:   Yeah, the feasibility. What else do you do you do? Once they've done the feasibility.


P: So, after the feasibility they would... some will do a uhm a site qualification visit.

I: Yeah, yeah.

P: OK, to confirm what we spoke about or what we said, we have and the feasibility. And after the site qualification, then you'll wait for the outcome. And you participate if the site is selected.

I:  oh ok and then what role have you played in the implementation of clinical trials.

P: I have been a site investigator, a study coordinator, a data capturer
.
I: Oh wow 

P: And nurse 

I: And nurse as well (both laugh)

P: and a laboratory technician

I:  Yoh and a lab technician as well (P: mhm) Have you ever been involved in clinical trials that failed to be informative?

P: err I don't know what would say what would...what would constitute an in... a not informative, because even if you do not meet your expectation, it still...it still informs you about uhm what happened, for instance. And one or two of the vaccine trials that we did; did not meet the hypothesis that they were terminated prematurely, but there was information that they are not effective and efficacious, so I wouldn't call that, not informative

I: mmm So what happened in that study? That you we were. You were unable to. Prove the hypothesis.

P: No eh Well it was uhm...the study was terminated after the preliminary analysis so the DSMB recommended that the study should be terminated because there were no safety issues.

I: Yeah.

P: it's just that the drug was not efficacious .

I: So it was the drug problem

P: Yes. The drug did not do what it was intended to do, but there were no safety issues with how it works.

I: Oh, OK, that's interesting. And then what challenges have you observed in the conduct of clinical trials here in South Africa?

P: I think it depends where you are; we have a wide range of facilities, some newly established.Some. Well established, and it depends on the location. I am in the rural, considered rural area.

I: Yeah

P: and my challenges are different from someone who is in, in an urban area in a bigger city. So, you will find that for instance, with a start-up particularly we have tended to start up the late compared to other sites in the multi-site trial Because of logistics. Because of unfamiliarity in terms of the regulatory bodies that have to approve the studies. They take longer to review compared to the regulatory process that are familiar with clinical trial before the turnaround time is longer with us. And you will find that you have to explain how they work to a. Lot of people before they consider approval. Then there is issue of operation. You have to arrange your logistics which takes longer than somebody who is in a bigger city and uhm generally the operations are are more intense for us in a rural setting 

I: Yeah, that's true and then how can we solve this challenge? One of the challenges you mentioned is that the regulators tend to take longer to review studies that are from like sites, smaller sites like yours or sites that are in rural areas. How can we? Resolve this issue?

P: We have started working on it. For instance, we approached the Department of Health locally, that is at the provincial level and We a symposium a clinical trial symposium just to make everybody aware... particularly those who are in the eh in the, in the senior positions that they have to approve. Just for them to understand the processes that Are involved in. The clinical trial set up, and while the after the clinical trial has commenced or the implementation, the comments just to take them through the process and how we negatively affect us to when they delays from their end.

I: Yeah


Yeah. We seem to have that understanding After we had that symposium because they seem to understand that it does not only talk about the clinical researc unit or a specific clinical research unit but it's talking  about the province as well, so they also do not want to have a bad reflection compared to other provinces

I: Yeah

P: No, I'm. I believe that that initiative is going to improve the the processes and how the regulation bodies work on the clinical trials.

I: Oh yeah symposiums mhm and then what are some of the challenges you have observed with randomization into clinical trials?

P: I think on all the studies that that i worked on the system that is automated.

I :OK.

P: And I... I don't specifically remember any specific challenges regarding it, that the specific to randomization

I: Also, all the studies you were you worked for randomization was done by a system that is automated, (P: Yes) and it always worked

P: Yeah, well, it would be issues like Internet on that particular day, but not necessarily the system

I: Yeah. A lot of people are saying when you've got an automated randomization uhm randomization system, the Internet is one of the challenges that they are facing. How do you think we can improve this process? How can we improve the the this this challenge of the network affecting the automated systems of randomization?

P: I think with us the time that we had problems was the particularly when we had the load shedding because with the load shedding it was not only about us the unit but it was Affecting the towers. So, once it affects the towers, the power this is beyond you your your unit. This is not something that is it's unit level. Because normally when you have challenges with the with the with the Internet you will use maybe your smaller routers. You will use your phone, but once  it affect the towers then it means all the internet the network are affected so if it was a smaller challenge then it would be better but we face the Internet connection problems basically when we had tower failures like today, now that's random. It is a local issue with the power outage has something it's unstable otherwise with no uhm no loadshedding issues, we had not had internet problems.

I: mmm mmm. That's why even that's...


P:  Even If you had internet problems at least you can use a backup.

I: Yes, but if it's the towers.There's nothing.

P: None of the backups are going to work.

I:Yes. Hmm. Yeah, that's true and then now We are going to talk about the conduct and implementation of randomized clinical trials. 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: Uhm the The [inaudible segment; 00:22:30]women but they've got the time to back it up because those reseachers are so uncomfortable administering that a a research product that has not been proven to two people because if you're pregnant, you're dealing with two lives. So that is. This is valid reason, you know, sometimes even if they it will benefit them, then they will miss out on that particular drug (I: yeah) So I cannot Think of any specific group that would be eh  that would be denied An opportunity to participate without a scientific backup.

I: So pregnant women and lactating women, are the people that you see Get Excluded but Because (P interjects)

P: And and children well with Pediatrics and any drug anything it always comes last After years of (laughs) of administration in other populations, but also, I view that as a caution. eh it's a protection you are cautioning, you are conscious about it until you are you are you are... you are confident, and you are comfortable administer administering a particular product in adults before you do it in children but also a disadvantage to the pediatric population.

I:  mmm mmm No, that's true. And then what changes do you think need to be made in the design and conduct of clinical trials to be more inclusive of varied populations?

P: Sorry what...What would I like to?

I:  So what changes need? What changes do you think need to be made in the design and conduct of clinical trials to be more inclusive of varied populations, for example, these children you are saying it takes long for a treatment to be to be given to the pediatric group. So what changes do you think need to be made?

P: I think if we have multi pediatricians  participating in the randomized trial, there would be the voice for the children and more and the gynaecologists because you'll find that most people. Who are doing Randomized clinical trials  are not necessarily in those particular specialities.

I: Yeah

And it is people who are generalist. And uhm so they're not necessarily advocating as much as they're not excluding those those populations.

I:  Yeah mmm mmm and and ok, so more peads, more gynecologists, like people who specialize.

P: Yes

I:  With those vulnerable populations 

P: Yes ja

I:  All right, so. Failure to adhere to the allocated treatment ultra randomization may reduce the ability to compare between arms. What would be your suggestion to facilitate and encourage adherence to the allocated arm?


P: That was a long one Andani (both laugh)

I:   So we are seeing that Failure to adhere to the allocated like the control group or the the intervention group after randomization, it might reduce the ability to compare if to compare between the two groups. The placebo versus the. The intervention, So what would be your suggestion to facilitate and encourage people to adhere to their allocated arms or for us to ensure that people adhere to their allocated arm? Like if you're in placebo you've been randomized to placebo, finish the study and a placebo, or adhere to your to your placebo or your intervention.

P: In most of the studies if you have a placebo they are...They are blinded.

I: Hmm

P: So if they are blinded as an investigator, most of the time is double-blind. I do not know which arm the participant is in.

I: Yeah

P: And the participant doesn't know. So, when we encourage them, we don't encourage them because we know we encourage them because they are part of the study, and we would like to see if there is a difference between the two groups.

I: Yes, yes.

P: So us encouraging them to complete whatever course they are on is not. Based on the arm that they are in, because most of the time we do not know.

I: Yeah. Yes, yes, yes.

P: So I cannot specifically say that you encourage them to complete because they are in the placebo group and and not in the active group.

I:  Yes, yes.

P: I'm not sure if I'm answering you.

I: Also, I guess the question would be how do you encourage people to adhere to the clinical trial not to drop out?

P: I think because at every visit we revisit the consent we remind people why they are part of the trial, what the trial wants to achieve.So when you are talking about the visit, you want them to come back for the because there's something specifically that we want to see. Be it We if we want to know about their well-being, we want to know what the investigational drug is doing to them. We want to understand better. Which is the Initial reason why we have the clinical trial, so every visit to try and reinforce the reason for the clinical trial to be done in the 1st place and how they have contribution to the clinical trial outcome.

I: And then disproportionate data collection waste time and also resources. Based on your experience, what are some of the common errors in designing CRFs that result in large volume of data that is not relevant to the research question? [Silence] Should I repeat it?

P: What is that Andani? 

I:  So, what are some of the common errors in designing CRFs that result in large volumes of data that is not relevant to the research question?


 P: Initially I was when I started I thought there was information that was Not necessary, but right now I believe that you need to collect as much data during that period of conducting of the clinical trial because once you do, your main study now you can have you are able to do a sub study because you have all this data.

I: Yeah
 
P: unlike trying to get the participant again to collect the data because now your results are showing something and you are like you want to do a follow up on that main study I: yeah, So what may seem unnecessary at the time of conducting the main study may actually Be a data that can be used as follow up or as a sub study to give more information about what was the... your initial research question?


I: Yeah.OK, so we do need to add more questions even though they're not relevant to the question being asked in the clinical trial


P: They... I think sometimes it does not seem to be relevant, but when you're trying to connect the dots later on, it makes sense.

I: mmm mmm Yes, that's true. The communication with participants is one of the ethical requirements in the conduct of clinical trials. How can this be improved in your context? 

P: I think the first thing is...There is the language.

I: Yeah

P: Yeah, if you are dealing directly with the participant, it makes it easier for both of you. If you speak the same language, or you if you have the same understanding of the language so that you are able to uhm to make sure that the participant understand what you're trying to say and what the clinical trial is about, and additionally to be to understand the local and the cultural background. It makes it easy for you to know what is appropriate culturally and socially besides the clinical trial and you have a way of. Of of, of communicating whatever scientific information in the culturaly acceptable way. Yeah, and socially acceptable.

I: mmm mmm All right. That's the registration of clinical trials in a publicly accessible database demonstrate transparency. 

P: In a...

I:  publicly accessible database like like here, South Africa we have got clinicaltrial.gov and  ?santaca? do you, does that demonstrate transparency?

P:  It does if one is interested, because if you go to that, no. I'm saying that because people would want to know if people know about if they, if they registered that is available only to find that nobody ever visit that except for the people who are for clinical trials.

I: It's. Yeah.Yeah.

P: So I am saying it shows transparency because there is no clinical trial that is connected and it is not in that registry.

I: Yeah

P: And I think the basic information that can be useful to a lay person is available there

I: mhm For the lay person, it's for the lay person. So you don't, you don't, you don't think we need...that there could be more to improve transparency in clinical trials.

P: Now there could be more I mean more is always better. Uhm. But sometimes I think it also depends on the population that you are...the study population. If it's people who have 
More interest about health They would want to visit those sites. And maybe, maybe not necessarily more, but other phones that would would be accessible to everyone, because if someone does not have access to Internet, doesn't know how to navigate then it is as transparent as it is it is not transparent to them, because they don't have access.

I:   Yeah.So for people who don't have access, how do you think we should approach that situation? We don't have access to the Internet or do not know to navigate the Internet.

P: Maybe there could be, uh, I don't know. I don't know. It would be difficult to keep up. If you have paper registry because while we're sitting here, there are many clinical trials  that are being updated or maybe approved, therefore, keeping up with in terms of paper based, it will be difficult. So I... I... (stuttering) I cannot think of any way that would give you updated information at this point is something that one can think about.

I: Yeah. Yes. And then do you how do you assess whether a trial design is operationally viable in your context?

P:  generally there are trials that you look at the design and you decline because you know that it is not gonna be feasible for you, I think that's why we have feasibility studies in the beginning to assess whether you...that design fits your population. So that you do not take up a trial that is not...That you are not gonna be able to conduct because of the design


I: And then how can? Monitoring and auditing of trials improve the quality of the quality of and the conduct of clinical trials. So I'll just repeat that I can monitor them and auditing of trials improves the quality of the conduct of clinical trials.

P: I think generally the monitoring is pretty good I'm not sure I'm not exposed to any other country I don't know about other countries (I: yeah) but from the different trials and different sponsors. And I think it is It is very good and well managed and eh I won't have any other... I think eh for those studies that have a bigger or a wider ?counselling? between the monitoring visits that may be something that one would like to review or maybe I would say if it is a good study that requires lot of participants and fast enrolling study then you should have a regular visit because it is to miss (I: mmm) and you want to make sure that your teams have a good understanding of the protocol before they enrol many participants and only to find that they have missed important procedures as part of those protocols (I: Yes). So I think some can be individualized depending on the on the, on the study. That is the number that needs to be enrolled and the enrolling period because if you have a shorter enrolling period with huge numbers, then you have the chance that. You may have. More lots of things going wrong, but in that case then you need to to to. Review your monitoring period. (I:Yes) and how you...Yeah.


I: The we are going to talk about the GCTC guidance now. So the GCTC guidance, the good Clinical Trials Collaborative guidance was developed by a group of divers and multidisciplinary individuals and organizations that believe that. Good health care is formed by good evidence from good randomized clinical trial. And the introduction and promotion of the GCTC guidance will strengthen the scientific and also the ethical quality of of ra...randomised clinical trials, regardless of their context, so the. Good clinical trials, collaborative guidance, GCTC guidance as a set of new guidelines to conduct good randomized clinical trial. it's got 5 principles and and it's got about 27 subtopics under the the the the clinical the the thing the the five topics. So uhm the... So it focuses on issues that have fundamental in generating reliable results and to the well being of trial participants as well. It emphasises on what a good clinical trial is, which is a reliably informative, ethical and also efficient. And it also focuses on the consequences of failing to achieve a good standard. So the GCTC guidance provides a universally relevant, flexible and proportionate advice for a well planned, well run and clinically relevant trial. So, have you heard of the GCTC? The good Clinical Trust Collaborative and the guidance?

P:   Not before I came across you

I: Alright, so here at AHRI what we are going to be doing is we are going to be promoting the guidance. We're also going to be raising awareness of the guidance and we are also contacting clinical trial implementers in South Africa like you to get their opinion on the guidance on its feasibility adoptability in the South African context like will it work here in South Africa? Eh ho you think it will be people in South Africa will will be able to you know? Adopt it and use it here in the clinical in their clinical trial organization. We we are also encouraging people to implement the clinical trial collaborative. So if you think if you saw on the informed consent form we've got 2 sections wherein we do interview sessions with directors like you or implementers of clinical trials, and we also have done workshops we in we invite people and they sit in a room and we go over the guidance and it's 5 principles and the sub and the sub topics and we get their opinion on the guidance using surveys.


P: And you didn't come to us ( P laughing). I'm just reminding you.

I: (I laugh) Unfortunately, we didn't come to you guys, but we are thankful that you are able to do an interview with us.


P: I think at at my level anything that would improve the conduct of the clinical trial because whatever we are doing, we want to make sure that the patient safety is a priority, as you know that the quality of the data that you're collecting is also of good quality. (I: Yeah) it may be something that may not necessarily be welcomed to buy the staff on the ground it it's eh it's eh it's adding to whatever they're supposed to do. But the intentions and those five principles are something that should be part of the clinical trial conduct.

I: All right. I'm just going to ask. You 3 or. Five questions and I feel like the sentiments that you're giving me right now is going to answer these questions. Now according to the document, the GCTC guidance and the documents that I sent You looking through it, how is the disc guidance applicable to your organization or department?

P: It's not so difficult because it is not too different from the GCP guidelines. I think it's just that it reinforces the GCP guidelines

I: Mmh Enforces the GCP guidelines.


P: Uh

I: And would you recommend trading on the GCTC guidance to your organization?

P: Yes

I:  and why would you recommend it?


P: Like I said anyone who is conducting clinical trials, do they want to do the best in what they do? Anything that will reinforce that is something that we'll always welcome and we work with communities

I: Hmm.

P: Anything that is gonna help communities understand clinical trial and eh not necessarily advocate, but the understanding is very important, and the transparency is very important. So, the more information the way the more you can do with the communities the better

I: Yeah and then you probably have also answered this question, which challenges do you think can be resolved by implementing the by the implementation of the GCC guidance in your organization?

P: (Laughing) uhm  OK I would say or let me put it this way I wouldn't say challenges to be improved I will talk about improvement (I: Ok) but by incorporating the guidelines you are improving. You are improving your processes. You are improving your conduct and the quality.

I: Yeah. And quality  And going through the. GCTC guidance, are there any aspects of the GCTC guidance you do not agree with or do not align with your practice?

P: No, I didn't find any of those.

I: And now one of our. Objective is to introduce and promote the GCTC guidance and their adoption of its principles and the conduct of clinical trial randomised clinical trials in South Africa. Now, in your opinion, would the adoption of the GCC guidance be feasible in the conduct of clinical trials in South Africa? 

P: Yes, 

I: what challenges do you think we will face in the in the promotion of the GCC guidance.

P: I didn't like anything that is seen to be additional they may be a bit of resistance one understand that it is not, it's not additional work that it is something that is value to whatever they are doing In conducting the in the conduct of clinical trials. And also eventually in the patients' care has got to be improved.

I: and now this resistance of we, you know, we already have guidelines. How can we address this? This resistance of a new guidance being introduced?

Speaker 3
I think what is important is that when you you are introducing it; It must be aligned so that once people get alignment, then the resistance is lessened as long as they don...they see. Is there something that is separate or something that is? Are. Additional But this is something that is aligned and we see the goal of having this eh this guideline that is the key for people to adopt and. To be one over to the part of the process.


I: Yeah and then, if you were tasked with the promotion and increasing awareness of the GTC guidance and the adoption of its principles and 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: I think what will work better  is how SA GCP guidelines are  because regardless of whether you are trained in ICH GCP. So if you are in South Africa, you must have the updated GCP South African GCP guidelines. So if at the highest level it is adopted, yeah, then it must be part of the conduct of it must not be optional.

I: Yeah mmm, It must not be optional, so you.

P: As it is it must not have...the frequency must be similar to the GCP training

I:  Yeah

P: So if you are trained on these guidelines and it takes a yearYou have to renew it then it will decrease inansika (the) buy in But if it takes the same time like the GCP where you refresh after three years then it will have the first one is going to know that they don't have to frequently have to go through the guidelines all the time, but we can have because this will be the first time it's introduced, but we need to have refresher and and more frequent but not not necessarily the certification, but if you have regular training just to remind people because it is telling you.

I: Oh and then which major clinical trials implementers and key stakeholders in South Africa should be approached to promote and raise awareness of the GCC guidance and the adoption of its principles in the conduct of randomized clinical trials in South Africa.

P:  It should be SAHPRA and and the Ethics Committee.

I: Why should we approach SAHPRA?
Speaker 3
Those Are the regulators they are the regulatory bodies You can't conduct the trial without an ethics committee, so if it is a requirement from the Ethics Committee that those who are implementing they have, they have been trained and they are have adopted the the guidelines then it will be something that will come automatically as part of the conduct .

I: So just SAHPRA and Ethics Committee 

P:  ethics committees.

I: Ethics committees. Do you think anyone else we should? You would.

P: Anyone else would be additional to those two; but those are two key because you can not do any clinical trials without those two

I: mmm mmm without them ok. is there anything else you would like to share with me?

P: No besides the fact  that we should strive to improve the conduct of clinical trials, which I believe that these guidelines are working towards and uhm trying to be inclusive as much as possible, and I think in in future, the incorporation of the guidelines would improve the the general conduct of clinical trials in South Africa.


I: Alright. Thank you so much. We appreciate your you know your vote of you know that you say that yes and it will, it will help us. It will help us. So thank you so much for that. About the GCTC guidance.

P: No worries.

I: All right. So thank you so much for participating in our study and we appreciate your input. And we also appreciate your suggestion on the GCTC guidance.

P: OK, you are welcome.

I: Alright, so the time is 16:02. Thank you so much, Doctor.

P: And all the best with the target.

I: Thank you so much.

OK. Alright. Bye. Bye. Alright then bye.

End of Transcript!!!
 
 
 


GCTC_124_29Oct24_F_53years_EnglishTranscript_KN                                                   
image1.png
AFRICA
HEALTH
RESEARCH
INSTITUTE




