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Transcript
I: Thank you so much for taking part in our research study eh the interviewer is Andani Ratshinanga. This is participant 121. The date of the interview is 14 October 2024. Can you please tell me your initials?
P: [initials mentioned].
I: [initials mentioned] Alright, 
P:I must just sit a bit closer [laughter] to make sure that you can get my (I interjects)
I: The voice. Yeah. So, the name of the… the title of our study is survey of knowledge and practice of good clinical trials, collaborative guidance in the conduct of clinical trials here in South Africa. Like I said, the date is 14 October 2024.
P: The whole time when I say it's October. It feels wrong.  It’s like it can't be October already
I: It can’t be October already I understand (I & P laugh). I Actually get you. Yeah. And the time of our interview. It's 16h10. So I'm just gonna give you, like, a short introduction; It is October (I and P laugh). So thank you for speaking to me today. I am interested in learning more about the implementation of clinical trials here in South Africa.
P: OK.
I: And as a key stakeholder in the implementation of clinical trials in South Africa, I would like to learn more about clinical trial practices and your experience in clinical trials here in South Africa. So we really appreciate you taking part in our study, I am here to learn from you (P: ok).  There are not right or wrong answers. And then if there are any questions that you wish not to answer, please do not answer them. Alright. Yeah; you are allowed that. Do you have any questions before with start?
P: Nothing at this stage.
I: So,  I'm just going to do some background information. Would you like to tell us your age or you prefer not to say?
P: Oh well  no I am  65 so it’s okay.
I: And then do you identify as male, female or other, or you prefer not to say
P: female 
I: females; and your education discipline. Is it public health? Social science.
P: Uhm What else do you have? Save maybe?
I: We've got medical science, we've got environmental health. We have science, we have management and we also have other.
P: OK, I will put it on the medical science
I: And your country of residence.
P: South Africa.
I: South Africa and province?
P: Gauteng
I: And locality is it urban or rural?
P: Urba… yeah. Urban. Yeah.
I: And your current role.
P:  eh I am a clinical research consultant.
I: Clinical research consultant and then how long have you worked in this for 0-4  years and 5-9 years, 10 to 14 years, 14 to 19 years or more than?
P: In this role?
I: Yeah,
P:  10 to 14 years ,
I: 10 to 14 hours and which department are you working for? Project Management, Laboratory administration, pharmacy, data management, quality assurance, monitoring and evaluation, economic, academic or other
P: Monitoring and evaluation.
I: And then what is the sector of your intervention? Is it pharmaceutical, clinical trials organization, clinical research organization, academic Institute, Health Department, laboratory ethics or other related…?
P: OK, I'm actually doing combination of…So, for the trainings it will fall under academic institution and then for the monitoring I'm doing might fall under clinical… clinical, when it might fall here ( I: Clinical the CRO), Yes, I am not a CRO, but I do work that the CRO would do. OK. Yeah. So I think both of them.
I: So you're also like a consultant?
P: Yes. Yeah.
I: So which countries have you worked for?
P: Say again which countries have I...
I: Which countries have you worked? 
P: eh…Only South Africa 
I: South Africa and how many years have you been?
P: Just to give you, so if I go to say to do some training in some African Kenya, I will still go from South Africa. Ohh. OK. But you will go and.
I: you also do trainings in other countries.
P:Yes. Yeah. 
I: How many years been working in clinical trials ok approximately 30? 
P: More than I will say more than 20 years 
I: and how many clinical trials have you worked on?
P: I actually can't remember. I was thinking the other day how what is?
I: So we've got more than 20 clinical trials 
P: Yeah, I would put it more than 20 clinical trials.
I: More than 20 and the phases of clinical trials that you've worked on.
P: All phases 
 I: All phases? Phase 1, Phase 2 phase 3 , phase 4 and as part of your clinical experience, what type of disease groups have you worked on? HIV.
P: HIV, TB.
I: Yes,  pneumonia?.
P: Yeah, when I started, I actually started with the pneumonia study. 
I: Oh wow
P: Many years ago. OK, yeah.
I: Gastroenteritis.
P: No.
I: Soft tissue infection.
P: No
I: Bacterial infection, 
P: no 
I: Vaccinces
P: Yes Vaccines 
I: diabetes. 
P: No
I: Hypertension. 
P: No 
I: cancer
P: No so for the rest I. Haven't, but when I'm doing monitoring I've monitored, you know, like cancer studies and other studies. But I haven't worked on them but I have…(I: Interjects)
I: only Monitored in the rest. Now we gonna start the good part 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 trial.
P: Yes. Yeah.
can you tell me what are some of the research gaps on teen pregnancy in south africa I:  Can you please explain, just give me a brief, OK.
P: So for startup I've been involved in the feasibility studies where you have to determine if the study is feasible for your site and so in the feasibility of studies and then, I've been involved in organizing site initiation visit. I've been going to study investigator the site meetings. I've organised the site initiation visit. Ehh  As a study coordinator I also was part of the preparation then of the site to make sure that the site is ready to start the study, I've done applications to SAHPRA and ethics as well as part of the startup and everything that goes with those applications I've done applications through the Department of Health for the what do you call the national…That stage It wasn't. We didn't register on the National Health Ethics Council database but it was another database, but register you can just say department of health registration. Uhm ok, what is also part of start-up getting the site ready. Basically I've mentioned it. Yeah, making sure that the product is on site if it… If it's investigator initiated study. We also have to make sure that the product is from the sponsor and then basically strategies need to be put in place for recruitment, for retention. The SOPs that need to be written uhm yeah .
I: And then what role have you played in the implementation of clinical trials? I know you said study coordinators, but.
P: And project I was project Manager and Project head as well. That was also part of organizing the interim controls.
I:  So, have you ever been involved in clinical trials? That failed to be informative.
P: That fails to be informative?
I: yeah, that failed to be informative. They did the clinical trial, but it fails to answer the question.
P:   Mhh (thinking) Sure. Now I have to think not. Now not that I can remember. You know, I've I've been on studies where they ran out of money to continue with the study, but not.
I: That they they they didn't have money when they ran out of money.
P: Yeah.
I: What happens in a situation like that when the?
P: They have to stop the study or they have to stop wherever they and often say, for example, the study was supposed to go over the period of 48 months, then they need to stop the studies at 24 months, so then they get everybody. To come in for a final visit and then that is it.
I: Do we get to answer the question at the end?
P: yeah, it depends on how much data that they were able to collect from the number of participants that they have enrolled, yeah.
I: OK.
P: Yeah. Yeah. So they will still go on with analysis of the data, everything but it will be there for shorter period. So instead of having data for 48 months they might only have data for 24 months. Yeah yeah.
.
I: Alright OK, alright. OK. And then what challenges have you observed in the conduct of clinical trials in South Africa? I know you've experienced running. Out of money.
P: Yeah, that is one of the experiences definitely. Ehh OK. Just repeat that question again that I can think.
I: What challenges have you observed in the conduct of clinical trials in South Africa?
P: For the challenges you, there's so many challenges (laughter) uhm mmm It's hard to decide now what to mention. Uhm, challenges were applications that we struggled to get through specifically with SAHPRA. Initially when it was still MCC, we waited often very long to get our approvals. Luckily that have improved, but at  a certain stages we were doing applications and we were waiting and waiting and because of that, some of these studies were competitive studies, so that some of the countries get the approvals, they start with the study by the time we finally get approval from SAHPRA, yeah. We are behind and that was quite a big challenge for us because then you know you can only follow your pace of recruitment. You can't suddenly now recruit double the participants because you only have certain number of staff to do the work so that was, I would say, one of the biggest challenges is to get approval in time. Also, one of the challenges I explained now in the training that we had is that when you do initially…when we did studies for the NIH, the Americans; It was very hard for them to get the understanding of the South African perspe... You know what’s happening here on ground level with our community because they were the sponsors, they would say, but you have to do it this way. You have to do this and you have to do that and then we would say but we can't. We can't. It's not going to work here. And it was to get them on our page and for us get on their page it was a challenge.
I: Yeah.
P: I think over the 20 years that we are doing clinical trials with the Americans they… them coming here to see the circumstances, I think there have been a lot of Adaptment  from both sides in so there is improvement, but initially that was a problem because of sponsors from other countries that don't always understand our circumstances.
I: So, for that, how did you solve that situation? Where in the sponsors do not understand the context of South Africa?
P: Well, we've tried to explain it to them as simple as possible, but this is our reality, we tried to explain to them our realities. We have tried to accommodate them also by also changing  to say, OK, let's try it, because you never know if it's going to work you will try and we also had to grow.
I: Yeah.
P: So, some of the stuff we adapt and we started with it and some of it worked and some didn't work (laughter) eh by communication and by being flexible from both sides, that is how we resolved some of those.
I: Yes, and the SAHPRA situation where in it used to take long, how did you solve Those situations?
P: follow up to follow up or follow up. You know that it works, but yeah, so also communication and often you don't even get the response back from them. Yeah. So, it was continuous process of following up
I: and then what are some of the challenges you have observed with randomization in clinical trials?
P: Ok; Some of the sponsors that I've worked with initially, when we started with a randomization process, their systems weren't also going according how can I say it wasn't fluent initially? So then we might enroll a participant that the system didn't work because you must remember we we were also new to all these technologies. And we had to use the ABRS or AWOR systems that we weren't used to; so it was new for us. So, we had to learn those systems and sometimes it didn't work for us because we might not have understood exactly what we should do. And then we had to get on the phone to the monitor and say we've got a problem, we can't get this person screen, enrolled or whatever or randomized, and then the monitor have to find out from the sponsor now what is happening. What advice should they give so initially it as a learning curve for I think the sponsors as well as the sites to get the systems that they had to put in place to to work 
I:, yeah.
P: Yeah, and but I think over time it become. Much easier for the systems to to work for the randomisation and So I would say that was one of the biggest challenges and also. When initially when the server was down and when we didn't have electricity or okay so sometimes it was a problem with servers, because remember initially our service servers didn't work like it's working now ( I & P laugh)
I: Yeah, yeah.
P: It was also new for us. Yeah. So those were some of the problems with randomisation uhm but other than that, I can't remember of other problems with randomization, no?
I: When when the servers were done what..How did you approve it or improve it.
P: I think then we either had to get the participant back again when the server was. In some… some sponsors were able to help us to randomise from their side, but if the server was down with we couldn't do anything you know?.
I: Oh, wow  And now, because we had. Well, we don't have load shedding anymore, problem is network.
P: When the network is. Yeah, yeah. So then it might still be a problem, Yeah. So, some some sponsors will have backups that have a backup contact person that you can contact to finish the randomization but basically, you had to wait to get everything back (I: to normal) yeah.
I: And having to tell the participant it’s not working
P: Yes Yeah, but nowadays, you know, you go to the bank, and they are offline. You can't do anything So, I think it's something that people have accepted in South Africa when they go somewhere.
I: Can't.
P: And they to the post office and the post office tell them everything is offline(laghter). It was something similar here, yeah ok no and initially I did work on studies where they had envelopes for randomization and also prepopulated list for randomization. So when you've got a list of 100 numbers but it's not in 1234, the numbers will start at 1082951. Whatever,
I: ok 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 valid population. All right, now in your setting or based on your experience, what groups are often not included in trials without a good scientific justification
P: OK, so mind it was woman specifically a pregnant woman breastfeeding woman. Umm often children as well, and now we've got paediatric studies, but it was only for certain diseases that children were included, not for all diseases.
I: Yeah
P: For example, and then initially we also didn't included studies for transgender people. It's only now the last few years that they specifically. Focusing also on that.
I: Transgender people?
P: Yeah as well, I'm just thinking the other day now, when? OK now with Monday last week, the training that I did this one guy also wanted to know why do we only target black people in clinical and that and then I said it's not true because if you if you look at cancer studies. It's a variety of diversity of people that spot it. It depends on where the studies being done in the suburbs that it's being done, the kind of diseases that they look for. So and then he was very surprised and the rest of the people there 
I: Yeah
P: At the training also tried to convince this person, but I could see. He was like no you're not telling the truth.
I: We are also the population size. Yeah, we have more black people driving yeah, exactly ok
P: But I would say that was mainly uhm). And initially teenagers as well as the adolescents Yeah. We didn't do a lot of adolescent studies. OK, that could fall on the paediatric, but it's a group of adolescents. Yeah.
I: Yeah, but.
P: That's what I can think of now, I can't think of any other one. I want and you know what to be honest with you, from my experience. I didn't see a lot of Indian people. I saw a lot of white, black, coloured but not that many of Indian. I don't know what is your experience or what do you know about Indian?
I: No, I haven't had the study because my studies have usually no, no.
P:  Actually, I don't know because I've never worked in KZN, so I don't know what the population is here.
I: Yeah yeah yeah, she's no, and most of ours are in Mtuba.
P: exactly. Yeah, so. I that is a population that I actually don't know about.
I: About. Yeah, yeah. Same. Yeah. Now, since I'm here now. I can be able to answer this question, and then according to you, what changes need to be made in the design and conduct of clinical trials to be more inclusive of varied populations?
P: I would say that first they need to do some literature research to find out where are the gaps. Where do we need more information on; do we need more information about women, about adolescence. So, they need to see what kind of populations have been historically excluded. Why were they excluded and how can we now incorporate and name, but also the kind of diseases that have been because I think these diseases that have been over research like HIV for example TB it's necessary, it's necessary. But now because of that and I Think there's a lot of cancer studies as well. But there are other illnesses that I think need more research on, and therefore we need to do some research to find out. Historically, who have been excluded from certain studies and what kind of studies and what kind of diseases and and then also we have to look at what kind of treatment studies are we doing and what kind of preventative studies are we…
I:  mhhh
P: currently doing because I think we can still do quite a lot in prevention by doing screening and we don't really do that as part of a clinical trial
I: Oh yeah; no no uhm failure to adhere to allocated treatment 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: Sure, that's a difficult one because, If a participant and it's referring now to participants, that's not at the year end.
I: Yeah and also as you can also change because when they, yeah, years, they are here every clinic visit
P: Ok so uhm what we are currently doing those that's not adherent. We did re-educate them and re-educate them and the re-educate  them to a certain point, we we sometimes have to withdraw them from the study because they are just not compliant and unfortunately, that's also a process that we have to continue the whole time we have to re-educate your participant, but I think we could develop more tools to assist our participants. Nowadays, most of our participants have a phone they've got. OK, very few of them might have a smartphone, but at least they've got a phone, so maybe we need to think about reminders that we can send to them. I now we've got WhatsApp stuff like that eh but maybe we should have a support and I know some sponsors and some unit sites do have that is to have support uhm What do you call it, like a number that you they can phone you know that if they do have any problems, they phone that support number and say I'm from this study and I need some advice. This happened. What should I do now? Is to have like a in… I know we give them a 24-hour emergency number, but that's not the same as a support
I: . Ohh someone they can call and talk to.
P: Yes, yes, yes. Yeah. Just to give them that extra support. Uhm oh that they feel they might be somebody that can they can talk to eh and as I said some tools you can make use of a diary card, but that’s found  not very effective participant, but maybe other tools to remind them or to reward them or whatever. I know for some of the TB studies. They've got that container where they put it's it's similar to dots where they put up a tablet and then.
I: The the pills
P: When they open the container it register with the pharmacy to show that the person (I: They are taking the medication)  Yeah. Yeah, that's another way of also motivating the person to take it because we check that they sort of
I: Oh, yes, yes. I think those third that they're at 11, they're taking the medication hold on.
P: Yeah. So to add more tools. It could be electronic, it could be paper, whatever, can't it electronic tools to.. to assist our participants to be more adherent I think we can do more 
I: ok, do more 
P:  I think we can do more.
I: Now, disproportionate data collection waste time and also it wastes resources. Right? now 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? The research question.
P: Okay that normally comes in if investigators got. What do you call it Conflict of interest and they want to actually also uhm on the sideline do a sub study, but they didn't apply for the sub study. They didn't include the sub study, but they might think, OK, maybe in the maybe going forward we might also want to know about XY and Z and X does include that also in the case report form because my and that nowadays you can't do it anymore according to the POPI Act, because you only can collect information.
I: Yeah
P: Related to the study that you're going to use. You can't get but and previously they were collecting all sorts of information. Even if it's got nothing to do with the information that need to be collected, according to the protocol 
I: Oh wow (both I & P laugh).
P: Yeah but I must say, most of the randomized clinical trials that I have worked on have designed the case report forms according to the questions that need to be answered by the protocol (I:Yeah) And it was actually very strict with what information was collected. But we still collect all the information on the source and then we capture from there . uhm yeah So I can't think of any unnecessary but as I said it's only when the investigators got some other (I: other motives) yes to collect it, but in general  if you've got a sponsor, they would make sure that you only collect what is necessary. Yeah, I must say I haven't really experienced. A lot of problems there. And then but I do know that sometimes the design of the questions is a problem where staff might not interpret the question  how it was intended and then?
I: Hmm
P: The question is sort of open for interpretation and then you get staff..some stuff will interpret it as well and give this answer. Some staff will interpret it that way and give another answer. So the ambiguity, let's call it the ambiguity of that question cause a problem.
I: Yeah. Yeah, that's true. (P:Yeah) that's true, actually. Yeah. And then communication with participant is one of the ethical requirements in the conduct of trials. How can this be improved in your context? The ethical communication with participants is one of the ethical requirements in the conduct of trials. How can this be improved in your context?
P: OK here . I think we can also do a lot more. I think we do not keep our participants informed enough for example. In in the set up in the clinic, we don't if we've got a problem in the clinic say  for that day and we do not have enough stock. Instead of informing the participants waiting in the waiting area that we've got a problem, we keep quiet and then by 12:00, the participants are so upset because they're waiting and waiting and nothing is happening. Now you tell them that you've got a problem, then they are very angry. Yeah, so I think.
I: Made the chief
P: Practically, in the set up in the clinic, we should be transparent. Tell them if we've got a problem, tell them if they're going to wait. So that is a practical thing where we should communicate better with our participants.
I: Yeah
P: We should also revisit informed content. More often with them, I. Know that one of the requirements but, but I think it's not done properly and enough at each visit and in the waiting area as well We could make use of videos of other pamphlets, communication, books, guidelines, whatever to get them to a better understanding, not only of that clinical trial, but in in general about research and so I think in the while they are waiting to be seen, we can also communicate with them.
I: Alright
P: And then as well, I think we could do a better job explaining the product to them with how they should take the product and give them sort of a demonstration of how to take it. Now I know some studies require that the participant take their first.
I: Tattoos, yeah.
P: ? tablet? or whatever the product is at the site before they leave. Eh but you know what? For the first one it could go okay and then when I get home, they struggle. So maybe we should have a follow up call to them to say, OK, you've started now yesterday with the medication or two days ago. How is It going? Do you manage because participants might not always tell you that when they come back that they. Had a problem. But if your phone and you ask, they might say yes, I do have a problem (All taking at once) yeah
I: That’s true now does the registration of clinical trials in a publicly accessible database demonstrate transparency.
P: Well, the only transparency is they that survived that's been captured on the database so it depends on what is captured on the database
I: Yeah
P: So if there's enough information captured in the database, then if there's transparency. But my problem is normally that people and that could be the sponsor the site whoever do not update those databases. So initially it's uploaded to the database but then you don't know what's happening with that study. You don't know did they recruit now how many did they recruit or?  is the study Completed. Are they any results? How far are they with this study? So the basic information might be there, but that’s that you don't know how it's going, the progress that they're making. So I would say that transparency isn't there.
So maybe they should, but what I've seen the other day is that and I know don't. I'm not sure where that requirement comes in is that when they send they for recertification to ethics, I see then that they also had to mention that have updated for example, the South African national clinical trial register. That's a database.
I: Yeah, yeah.
P: So, I think those databases need to be updated on a more regular basis.
I: So that's what you think we need to improve transparency. The database need to yeah, the updated…
P: Yeah yeah on a regular basis or so.
I: And then how do you assess whether a trial design is operationally viable in your context?
P: OK. That's also a difficult one so that assessment need to take place before the study start, is it then then? [Long pause} OK, uh, should that need that assessment need to happen before you start the study and maybe it should be sort of part of a role play that you're going to to work through to see is it practically going to work and okay that is precisely the trial design
I: Join how do you assess whether a trial design is operationally viable in your context? And role play to see if it will work, oh role play like maybe ask the CAB.
P: Yes, yes. Yeah. I wanted to add the CAB but then I just wanted to read questions. The design is operational, you know and I think you can…you can ask the CAB questions as well. Will people be willing to participate in such a study design? What might be the problems;  sorry I'm not quite sure how to answer that one, yeah and I think you also have to look at previous studies. Similar studies. Did it work? What didn't work? And then you also have to evaluate for those previous studies that you did similar design, what work, what didn't work?
I: I will,Yeah.
P: And unfortunately, what worked previously might not work again this time. So you have to evaluate changes in your community, changes in staff So, you have to take. All of those into consideration yeah.
I: Into consideration and then how can monitoring and auditing of trials improve the quality of the conduct of clinical trials? OK.
P: Ok ( I & P Laugh)  I think it plays the there is an important role that the monitor auditor can play because internal QC is not always effective, so you need the outside person to also have, say it it's a pair of eyes that's not part of the team. That's from the outside that she stopped in a different way because you so used to what you're doing and the systems that you are following that often you might not see where your problems are?
I: Yeah.
P: And it’s then to be able to analyse it and to see the findings from the monitor or the auditor to see. OK. Where are your ?outlook? Where are your problems? Because they might have a different eye and different perspective on the data that you busy collecting and they might have. Questions. But for stuff that you might not have thought off. Also they can make a comparison between how you are doing at your site with other sites as well because they know what is happening at other other sites
I: Yeah.
P: okay and I would say the monitor is also there to guide the site to say that I've picked up that you've got a problem with retention of documents. That you do not always fall in a timeless manner. Certain documents and then it becomes a problem and maybe there's a problem with drug accountability. Then the locks are not picked up well specifically. You also use screening enrollment locks that it's not being kept and because as I said, the site try their best but they see it from their perspective. They don't see it from the outside.
I: That is true.
P: So, you need somebody to have a different perspective, outlook and review the faults to see where your problems are. Yeah.
I: And how often should oversight happen?
P: By who by the monitor?
I: Monitor. Yeah. So how often should clinical monitoring?
P: Well, I would say at least quarterly quarterly, I would say that ‘s minimum if it can be done more, it's good. But I would say at least quarterly, 
I: At least quarterly. And now let's talk about the good clinical trials, collaborative guidance. My favorite part. So, the guidance was developed by a group of divers and multidisciplinary individuals and organizations that believe that a good, that good Healthcare is informed by good evidence.and good randomized clinical trial. And the introduction and promotion of the good Clinical Trials, Collaborative guidance will strengthen the scientific and ethical quality of randomised clinical trials regardless of the context. Have you heard of the good clinical trials collaboratives and also the its guidance?
P: Actually, I've never heard about it. Before, before so when you.Sent it to me, it was new for me, yeah.
I: So what's what did you? What did you think of it? What did you? Think of the guidance.
P: For the moment, I was thinking now Is why? Why was it necessary for this group to start with something like this. Then I thought by. Myself, they they must have been a need that they have identified, otherwise they wouldn't have started with it and then I've tried to think of all the different challenges that I had previous and why would it be? They need to have such a group and such guidelines and to be honest with you, I really struggled with that because my experience was most of the studies that I worked on was basically randomized clinical trials that actually worked very well. But what I did find is that there is no flexibility. You know this because people work according to the protocol. What I did find is because of that I want to call it non flexibility. It is only certain kind of personalities that can work on a randomized clinical trial. For example, it's not for everybody. I've seen so many investigators, sub investigators.
I: Yes, yes
P: That started and within three months, six months, they were already gone. Because I couldn't adapt to the protocol and stuff that there's no flexibility for them to use their own mind that is how it should be. But I mean, it's not for everybody andeven for our participants, they had to follow exactly the scheduled visit they have to follow this exact procedures that they have to do. There's no flexibility for them and some participants find it hard to have no flexibility. And although we have to be strict in how we follow the Protocol, I think that over time we should also learn to be more flexible with our participants or accommodate them with visits to, as I said, to have more communication, to have more tools. So there you could be more flexible.
I: Yeah, yeah.
P: With your participants, because you haven't to have to follow, OK, you have to follow certain SOPs. But you can. Be flexible in your SOPs for example. Instead of following this really rigid strict protocol and realize yes, so that could be one of the reasons that you need some guidance from group of people that can help to assess staff, participants as well to be able to adapt to these strict protocol rules, but that also didn't really answer the question because I was thinking then OK. What else? Why would this group? It must be that the people have worked on specifically on the randomized clinical trials that didn't produce the results that they hoped for that have failed or that they didn't.
I: Yeah. I just want to read a statement that we usually send out. Here. So we say a range of guidelines for clinical trials exist, but most do not adequately provide specific guidance on the underpinning principles of randomized clinical trials necessary to generate reliable results safely and ethically, regardless of context. and many guidelines have also focused narrowly narrowly on the standards required of a trial. This is the the less the the most flexibility, right?
P: Yeah, hmm.
I: Where where many guidelines have also focused narrowly on the standards required for the trials, including non-randomized studies intended to be submitted to regulatory authorities to support a new drug license, there is an unmet need for guidance to promote the unique benefits of randomized clinical trials across all contexts and settings. And the good clinical trials. Laboratory was established and established to develop and promote the adoption of the guidelines of the guidance to address this issue.
P: okay
I: So, do you think the GCTC looking at the material with shared will be able to to to solve this flexibility issue?
P: Maybe, yeah, maybe maybe. But I also hear what they say is that, everybody doesn't matter what kind of studies you are doing. If it's randomized or not, you follow the same guidelines. Yeah, yeah. And then you don't really concentrate on the importance of the randomized clinical trial because it's one of the studies. That you do. Randomize or non random randomize. You follow the same guidelines so you don't distinguish specifically. When you are busy with clinical trials on, OK, this is now a randomized clinical trial and I need to keep this and this and this in mind. Yeah, it might be in the back of your mind, but because there's no specific guidelines like you follow good clinical practice, you might not always think, OK.
I: Yeah.
P: But listen, this is a randomized  clinical trial  I need to keep this and this in mind, and I need to follow this and. This you don't think like that. I I don't think they think like that.
I: Yeah
P: Because you think it's a clinical trial?
I: Yeah, that's true.
P: Yeah. So yeah, if I think that's why I thought now, why was it necessary? Because in my mind I see all clinical trials the same. It's a clinical trial. If it's now a randomized clinical trial or not a randomized clinical trial. I'm doing a clinical trial and I follow good clinical practice.
I: Yeah.
P: I don't think about. OK, this is not a randomized clinical trial. I've got a separate set of guidelines to follow year that might be different from a non randomised clinical trial.
I: Hmm. Yeah, yeah.
P: Yeah, maybe. Yeah. So maybe it might be beneficial then to separate the to separate not separate it, but to have a focus that specifically have some guidelines on to say that when you do now randomized clinical drug, also keep these in mind. Umm, because it's also important then, umm for the data and the scientific underpinning of this clinical trial.
I: Problem here. All right, now looking at the GCC guidance and the information I've shared with you, how is the GCTC guidance applicable to your organization or department?
P: Well, for the organizations that I work. It will be applicable to. All of them and but it might also depend on. Yeah, I want to say it's actually for all of them because if I think about the HIV studies, they do a lot of clinical trials that's randomised and also not randomised clinical trials, they do treatment studies preventative studies and the same for the TB studies. They do a lot of observational studies in both of those that's not randomised clinical trials. So for the organizations that I do contract work for it will be applicable for. All of them, yeah and for all different kinds of illnesses, yeah.
I: And for you as someone was in monitoring and evaluation.
P: I think yes. Then it will give me a specific guideline of when I monitor a randomized clinical trial to use that as well as part of my evaluation and when I am monitoring to have that in my background to say okay, this and this and the should be in place in addition to your good clinical practice guidelines. Yeah, yeah.
I: Now, would you recommend training on the guidance to the organizations you've worked for?
P: Yes, I think.It would be a good. Thing to just really get them refocused because that's what I'm saying, you know. We work and we work on clinical trials. So maybe we must bring back a focus on the randomized clinical problems, because currently I don't think people distinguish between randomized and non-randomised they do a clinical trial. Yeah. So maybe if there is a new emphasis on randomized clinical trials and maybe then you will also get more investigators that would start be interesting in doing more randomized clinical trials while now they do a lot of clinical trials. For them I don't think it always mattered if it's randomized or not randomized. For them, it is also money coming in to pay all the expenses at the site. They don't specifically concentrate on the randomised clinical trial. That's why I'm saying maybe. They can refocus them on clinical trials specifically then.
I: Which leads me to you've answered Questions 17, which says which challenges do you think can be resolved by implementing implementation of GCC guidance. So which would help refocus.
P: Definitely, yeah because as I said, I very seldom when I monitor a study think ok, this is now a randomized clinical trial I. See, it is a clinical trial. Yeah. If it's now observational study or non randomized clinical trial for for me. We are monitoring the clinical trial, yeah. I don't. Focus specifically on the randomisation and maybe that's a problem because we now monitored it I don't concentrate specifically on the questions, maybe that's been asked and if it's the right questions and if it's in the context of the protocol and it's answering the questions of the protocol and I don't always concentrate specifically on the method that the've used for randomization. You accept what the sponsors want and then you make sure that the site is compliant to what the sponsor wants, so you don't always go in the detail and context of is it right?
I: Yeah. Is it feasible for its context? Yeah. Is it transparent? It's like collaboration, yeah.
P: Yes, yes, yes, yes, yes it’s the design  Yeah. You don't really go into that. Yeah.
I: Is the design well? Yes, exactly, yeah. Yeah, yeah. And then looking at the material that has given you like the guidance and the notes I've given you, are there any aspects of the GCTC guidance that you do not agree with or that do not align with your priorities?
P: uhm, If I think back now what I've read. I was just thinking, how are you now going to bring it in line with say the good clinical practice? That was a question for me is to say, okay, you've got a set of guidelines here and you've got a set of guidelines here how do you bring the two together? Because you don't. Want something like, OK, that I follow the seat that I follow the. Seat I I feel it should be.
I: Yeah
P: A combination of these are the guidelines that you will have to follow and it include both of those guidelines, sort of that, that's just what I'm thinking.  So I was just wondering how the different sets of Guidelines are going to work in combination.
I: You have to be have like GCPs like 3 days do you  think maybe if GCTC gets accepted instead of three days of GCP it would be 3 days of GCP plus two days
P:  yes. I would, yeah. That is might be a solution, yeah, because currently for GCP, we've also incorporated. Then that Department of Health, Ethics and health research document that's part of SA GGP guidelines now, maybe something like that, that you incorporate it in your GCP guidelines but it's where you focus now specifically now on  randomized clinical dog or it could be like a subset of because when we start with the GCP training, we tell them that these clinical research and that clinical trials is a type of clinical research and then we talk about the different types and then maybe as one of those types we can then highlight randomised clinical.So that it's not a separate section, but it's a section within GCP. Might be because you from … In my opinion I also think that. You shouldn't make such a big separation between randomized and other clinical trials that that it becomes a problem, yeah.
I: Alright. Then one of our objective is to introduce and promote the GCC guidance and adoption of these principles in the conduct of randomized clinical trials in South Africa. In your opinion, will the adoption of the CTC guidance be feasible in the conduct of clinical trials in South Africa?
P: I think if you do it the correct way and if it's In such a way that it's acceptable then? That that so that you do not cause extra stress for people. You want to incorporate it, you want to highlight that you want to emphasize the importance of it without adding additional stress and work to people it it should be, then part of what they're doing and they need to accept it. As guidelines that they can follow that's not short of contradicting other guidelines, but that it formed part in of your other guidelines, I want to say that they harmonize. With your other guidelines that you also have to follow, yeah.
I: So, what challenges do you foresee in the introduction and promotion of the guidance of South Africa?
P: Well, I would say. Because my first reaction was, is this really necessary? And I think other people will think the same thing they might think. But listen, we're doing clinical trials. Why do we now have to separate or make a distinction between clinical trials that's got randomised, that's randomized clinical trials and others that not randomized? Why should we now focus specifically on guidelines for randomized clinical trial. I'm sure they will have that question.
I: Yes, yes.
P: Initially. So I think you will have to have a very convincing motivation for people to listen and to get them their buy in of the importance of maybe. If you've got more examples, practical examples of studies that failed to collect scientific information or the way it failed to answer the question. If you can come up with a lot of examples. Yeah. To say this happened on this study, this happened they and this is and how often did.
P: Yeah,so you have to have stats to show.
I: Yeah.
P: Say how many times did it happen where did it happen, how often did it happen? Umm. Therefore, we have to refocus on randomized clinical it need to be convincing I think
I: Yes. Yes, what we find is that when we do the introduction at the workshop, yeah, we have all of this. That is a product. Yeah. You get this information because we will talk about COVID-19 study only 5% of them were properly randomized and
P: OK, OK. Yeah.
I: Yeah. And how much it cost to to run clinical trials like the prices are increasing, yeah. Yeah. But.
P: Yes, yes.
I: So, if you were tasked with the promotion and increasing awareness of the GCTC guidance and adoption of its principles in the conduct of randomized clinical trials in South Africa, how would you implement the promotion and awareness of the CDC guidance and the adoption of the guidance?
P: I… I… I will start with what was already familiar with the to the staff, like we said, maybe introduction during GCP course. That I hear about the important scene and why some of the randomized clinical trials fail and do not randomize properly. So, I would start with what they already know and what they are already doing to try and incorporate it there,  because I don't think it's something that re  you want to make mandatory that people have, like, the ethics course that the investigators have to do. They have to get because as soon as you do something that you have to do. You do it because you. Have to do it, yeah. Not because you want to know more or to extend your knowledge or something like that for your own growth or something. So you need to make it. What's the word enticing for people to say  I haven't thought of that. So maybe I should do this course or maybe I should need to get more information because I actually didn't realise it's a problem. Maybe we were. Experience the same problems, but we didn't even know about it. So you, I think to promote it, you have to make people aware of what they are not aware of.
I: OK.
P: I'm not sure if that answer that question does It.
I: No, there's no right or wrong answer. It's how you perceive the question, because you have the question and then which major clinical trials, implementors, implementers, 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 his principles in the conduct of clinical trials and.
P: OK, let me just see which major roles implemented out by case. I got it. OK. I would say then that organizations are doing training like academic advance because when we had the POPI Act coming out and we had to comply with the POPI Act academic advance. Had POPI Act course, I think I still have it. I'm not quite sure. Yeah, they have project management courses. They have a lot of other courses, so I would approach. Institutions like academic advance, and I know there's others as well. There's not only academic advance doing training, so I would get them I will contact them and tell them this is what you want to do what is the possibilities then? And they're really helpful. Because they also. Help to create the material and advertise it. So that's really helpful other stakeholders I would say that your CAB are also stakeholders uhm that you have to educate your communities about the research and then part of education on research you educate them on a randomized clinical trial. Not that they might always understand, but I think it's a good thing to also include your CAB and get feedback from them because they might have questions to you and then I think it would be beneficial to also approach like pharmaceutical companies that are only doing randomized clinical trials and to find out from them what is their experience and what kind of gaps did they experience and what do they think about such a set of guidelines.  Do they think it will be beneficial from their point because they are doing it now for many years.
I:  any other stakeholders and.
P: I think your inestigatoors, your PIs because they do all sorts of clinical trials and quite different experience with different sponsors, with different kind of clinical trials. And I think they can also give good feedback on what can work and what not and about the implementation there as well.
I: In yeah, someone said.
P: Maybe you're the clinical research organization, yeah.
I: Yeah CROs as well  because they do clinical trials.
P: Yeah.
I: anything else you would like to share with me.
P: Not that I can think of now, it's quite interesting but you have also now with this refocus me on the importance of randomized clinical trials, because I that's why I'm saying to you I am doing clinical trials but I never think is this now a randomized clinical trial or is this now a non-randomized I've never actually thought about it like that for me it's a clinical trial that I have to monitor for example then or clinical trial that I have to do, organize. Whatever doesn't matter what kind it is. Yeah. So that's why I'm saying you have refocused me as well now on the importance of a randomized clinical trial because when you do clinical trial, you think about the objectives and you're going to collect data and stuff like that. You don't always think about the race, the scientific side, and is it done the randomization correctly done and yeah, you do it, yeah.
I: Is it fit to be done in that area? Yeah.
P: Yeah
I: Alright. Well thank you so.
P: Yeah
I: Much for your time, and we appreciate all your inputs.
P: Good, good. This is very interesting you must keep me updated.
I: I'll keep you updated. The time is 17h19. Thank you.
The End!!




	
	
	



