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I:	 Alright, thank you so much, uh, for Thank you so much for agreeing to be part of our,  uh, study. So the title of our study is Survey of Knowledge and Practice of Good Clinical Trials Collaborative Guidance in the Conduct of Clinical Trials in South Africa.  Do you have any, any questions before we start?  
P:	No, no questions. No questions. 
I:	Alright, so the date of the interview is 0 9: 10 :2024 and the time is 0 9: 13.Uh, could you please let me know of your initials? 
P:	G, P. 
I:	G? 
P:	G for Gideon, G for Gideon and P for Pietrus.
I:	 Alright, alright.  Um,  So you said no questions, so I'm just going to do a bit of some introduction. So thank you 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… uh…the time to have a one-on-one interview with us.  There are no right or wrong answers.I am here to learn from you.  Participation in this study is completely voluntary. You can stop the interview at any time. And you do not have to answer any questions you prefer not to answer.  Uh…  you prefer not to answer any questions you find too difficult to discuss. Yeah, all right. Uh, first we're going to do a few backgrounds information about you.Uh, Would you like to tell us your age or you prefer not to say?  
P:	You can have it, 71. 
I:	71. And do you identify as male, female, or you prefer not to say?
P:	 Female.
I:	 And your education discipline? Uh, are you in public health? Are you in social health? Social science, sorry. Are you in medical science?  Are you in environmental health? 
P:	I think it's public health because I'm working at Google India. It's public health or medical science.  Or medical, alright. 
I:	And then,  current country of residence?  
P:	South Africa.  
I:	And your province? 
P:	 The western province. 
I:	 And your locality, is it urban or rural? 
P:	 Um, my site is No, it's urban. It's urban. 
I:	Alright. What is your current role right now?  Internal monitor. 
P:	 Internal monitor. 
I:	How long have you worked in this position or this role? Zero to four years? Five to nine years? Ten to fourteen years? Or fourteen to nineteen years? Or more than that? Or you prefer not to say? 
P:	This specific role is five to nine years. 
I:	Five to nine years, alright.  Which department are you working for? Is it in project management?Is it laboratory? Is it administration? Is it pharmacy? Is it data management? Is it quality assurance? Is it monitoring and evaluation? Is it economic? Is it academic? Or is it other? 
P:	Quality assurance. 
I:	Quality assurance. Alright. And the sector of your intervention, is it pharmaceutical?  Is it a clinical trials organization?Is it a CRO? Is it  a research academic institute? Is it the department of health? Is it laboratory, ethics, or other regulatory, or you want to specify what it is?
P:	It's a clinical trial organization. 
I:	 And in which countries have you worked for? 
P:	Where did I work, or for whom did I work
I:	? Like the countries that you've found yourself working in.  Ethiopia. 
P:	Yes. 
I:	Uganda.
P:	  Yes. 
I:	South Africa. 
P:	Yes.  And then, but I don't want to give you the country that I am going to because I haven't been there yet, so keep it this. 
I:	Okay. Alright. And how many years have you worked on clinical trials? Zero to four years?  Five to nine years? Ten to fourteen years? Fourteen to nineteen years or more than twenty years? 
P:	 You're more than 20 years, more than 20 years.
I:	 More than 20 years.  And then how many clinical trials have you worked for?  
P:	tjou, my darling,  um,  nearly 50 I will say. I don't have an exact number, but nearly 50 different clinical trials.
I:	Oh wow.  
P:	That is, that will be as a study co ordinator, as a project manager, and as quality assurance.  So I would choose more than 20 clinical trials?  
I:	Yeah, yeah, yeah, all right, no problem. And what phase of clinical trials have you worked on?  Phase 1, 2, 3? 
P:	Repeat the question? 
I:	What phases of clinical trials have you worked on? Like, have you worked on Phase 1 clinical trials, Phase 2, Phase 3, Phase 4? 
P:	I've worked on, no, I've worked on  very, only a few for Phase 1, but from Phase 1 until Phase 4.
I:	 Alright. Phase 1, Phase 2, Phase 3, and Phase 4.  Yeah. Alright. As part of your clinical trial experience, what type of disease groups have you worked on? Which type of? Of, um, disease groups.
P:	 Yeah. Okay, that will be like TB, HIV, um, uh, lipid studies I did, and heart disease studies, I did oncology studies. 
I:	 Cancer.  
P:	Yeah, only once.
I:	 That's very complicated. Only once.
I:	 Asthma studies? 
P:	 Yeah, 
I:	sorry. Asthma.
P:	 Yeah.  
I:	And  then, and then heart failure studies. 
P:	 Yeah. I did one about four months ago. 
I:	vaccine studies. 
P:	Yes.  Yeah, 
I:	I forgot about vaccines, on vaccine studies as well.
P:	 Yeah. 
I:	 Anything on diabetes?  
P:	No.
I:	 No  bacterial infections. Of. Meningitis. 
P:	Yeah, I did. Yeah. 
I:	Arthritis? 
P:	No. 
I:	Stroke? 
P:	 No.
I:	 Pneumonia? 
P:	Yeah.
I:	 Stroke. You can't do say stroke because it's for lipid status. 
P:	It's also in, uh, yeah, I did that, yeah.
I:	Okay.  Soft infection, soft tissue infection?  
P:	No. 
I:	Gastroenteritis?
P:	 Yes. 
I:	Alphas? 
P:	 No. 
I:	Kidney disease? 
P:	 No.
P:	 No.
I:	 Alright.  I circled everything. Alright, now we're about to start, um…  uh… our open ended questions. So we're just…we're just going to talk about your role in implementation of clinical trials here in South Africa.  Alright, so do you have experience in the startup or startup phase of clinical trials? 
P:	Yes, I do have.
I:	 Can you please just explain, um, what experience you have in the start up phase of clinical trials? 
P:	We started several, especially with ACTG, we started several studies and when they first come to identify the site and then they  went through the site and check the site and see if the site is compliant for the study.And then afterwards, they will come back to us and say, okay, the site is good to go. We can…they can do the studies there. And then they will start organizing the different  SIV site initiation visits. And they will check if the labs are correct, if the pharmacy is compliant, if the labs are compliant, if the clinical staff is qualified to do the work, and if they are competent to do the work. Well, that's about it, and then they will start with the SIV, and then we will have a SIV, and then we will do the delegation log, and then officially… if everything is answered according to what they want us to answer, they say, yes, you can go ahead and do the study.
I:	 Oh, wow.  All right, that's a lot. Before the start trial…And then, what role have you played in the implementation of clinical trials?
P:	  Well, at the site, I was involved right from the start with some of the studies. And then sometimes there's also studies that I came in later and assisted with the monitoring of the studies.  
I:	All right. Monitoring of studies. What else do you do?
P:	Yeah.  I also did previously, I did coordination of studies. Oh. And. Project management and a very little bit of data management, but very little bit. Because I don't like it. Um, not that I can remember now, no. 
I:	What challenges have you observed in the conduct of clinical trials here in South Africa? 
P:	 What? What? Sorry, repeat again.
I:	 What challenges have you observed in the conduct of clinical trials here in South Africa? 
P:	 I think that the… uh…it's not… uh…uh… applicable anymore because SAFRA is now very clued up. But… uh…all days in previous days, SAFRA took very long to approve studies, that was it and that's why some of the companies, they didn't want to come to South Africa, because South Africa took so long to agree to do studies, but it's not applicable because South Africa is now very good coming to the party very quickly. And the other thing is that we've got a vulnerable… vulnerable population.We have to take care of everything that we are feeling how we are going to do it.  And that it's not it's for their own good that we are doing. It's… I think that is also something that we have done to give them incorrect information. And then  also we need to  Inform the CAP  about the studies and sometimes the CAB members can be very difficult. Because they don't always understand the protocols so...well…
 I:	How could we solve that? Wherein the CAB does not understand the protocol?  
P:	 I will say that you actually need to have a protocol in lay terms. In not all the scientific terms that they don't work with every day. So if you can have protocol, that's not…it's not compromising the protocol, but it needs to be more in light terms so that the CAB members can understand what we are telling them.And then also maybe like a summary of a protocol with all the information because maybe they will not understand the physiology or the pharmacology of certain things because it is…you do get studies that's very, the ICFs are like in 30, 40 pages and I mean difficult to understand even for us sometimes. 
I:	No, that is so true. Yeah. Yeah.  And then what are some of the challenges you have observed with randomization into clinical trials? 
P:	 We didn't have actually problems of randomization. I think, again, With… if we ran randomized a participant… uh... um… uh, remotely, it is…it can be a problem with internet. If a internet is not working at that stage and that, what are you going to do then because you don't have connection to get randomization number. So that's all the  only problem that I foresee. But now with the electricity back on …on track in South Africa, I think it will be fine to.  To just do it or otherwise you can just wait a few seconds and try again maybe, you know. Yeah. But that's the problem with internet connections.  Especially if you work in the rural areas.
I:	Yeah. Yeah. So how can we address that issue when there's electricity and we cannot randomize participants remotely? 
P:	No, that's really difficult because the participants are paying a lot of taxi money to come to the site. You cannot just send them back and say, you must come tomorrow again. So at this stage, I think you have to… to explain to the participant what is going on and they must understand that it is a randomization that's  Remarking and they can be electronic problems and then you have to be very friendly and nice …but you are with participants usually but tell them that you will reimburse them if they come again you're not paying them your reimbursement for the inconvenience and for with travel money… you know, if they can please possibly come again and then you can, if, if it's allowed, you can randomize them at the latest stage.
I:	Oh, okay.  Now let's talk about the conduct and implementation of randomized clinical trials.  So good randomized clinical trials are supposed to be designed to produce scientifically sound answers to relevant questions by including a broad and varied population.  So, in your setting, or based on your experience, what groups are often not included in trials without a good scientific justification? 
P:	That’s a bit difficult to say because we usually include all groups. However, there are times when we might overlook  (CAB). In the beginning, there’s a CAB meeting, but after that, we sometimes don’t maintain regular meetings to update them on the study’s progress. That can be a problem…failing to keep the CAB informed throughout the study. On the other hand, we do ensure that other key stakeholders, such as the CRO, sponsors, investigators, and principal investigators (PIs), are well-informed. So, in general, everyone directly involved on-site stays updated.However, those who are not on-site, like certain CAB members, might miss out on important information. The same applies to HIV counsellors…sometimes they are not consistently involved. It’s crucial to remember that the staff responsible for counseling participants may need to provide additional or follow-up support at later stages.
I:	Mm, mm, that's true.  And what changes do you… do you see need to be made in the design and conduct of clinical trials to be more inclusive of population? 
P:	 I will… I will think one must really make a point of contacting The, the, uh, the social workers about the study, the, the counselors about the study and the CAB,  and make sure that the cab members do understand what's the study about, and that they can maybe give us more context to get participants. So it's more on the social workers for counselors that needs to be more informed,  collaborating with the, with the community, with the people in the community.  So it's all about communication. Communication. 
I:	Okay. So, 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 for participants?  Oh, for us as well. 
P:	You know, y'all, that's also what y'all need to comply. You really have to be a people’s person. You have to be friendly, you have to be nice, and you have to explain everything to them…all the time…ncluding the risks. You have to tell them about the risks, the pros, and the cons of every part of the study.It’s all about personal… interpersonal relationships. It comes down to your relationship with the participant sitting in front of you. If you’re not friendly and unwilling to explain things, it becomes a problem. They want to know, but sometimes they’re too scared to ask questionsAnd even if you ask him, do you understand, they will just say yes, but they don't really understand. You have to be very subtle in how you handle that participant and really come beyond the point is he or she understanding what's going on. 
I:	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 question.
P:	  Um, I think I designed a CRF. It needed to be DMI-ended while I was working at Quintiles as a data manager. They would usually send the CRFs…not just to one person but to two different data entry personnel. Each would enter data for a mock participant separately, without knowing or communicating with each other. The data would then be entered into two different databases. Once the entries were compared, discrepancies would trigger queries about missing or inconsistent data. This process helped refine the CRF to ensure it was clear, complete, and usable.I’d say the mock participant double data entry process is really effective. You might think you know what’s needed, but once you start entering the CRF, you realize certain questions should have been asked. At that point, they usually go back to the person who designed the CRF and say, ‘Listen, this is missing,’ or ‘This was entered twice.’ Then, the CRF can be revised or updated accordingly
I:	Now that's true. All right.  Now, communication with participants is one of the ethical requirements in the conduct of clinical trials.  How can this be improved in your context? 
P:	For me, communication is key, especially when working in an urban area or a township. You have to present the ICF and the study in the participants' language. African languages are different from English, and some terms exist only in English and cannot be directly translated.That’s why it’s essential to explain everything in their language whenever possible…in fact, it’s a necessity. The person explaining should also understand English so they can refer to the English consent form while ensuring participants fully understand. It’s important to have people on the ground who can speak the local language. Even when participants claim to be fluent in English, they may not fully grasp everything, so clear communication in their native language is crucial.And you have to read this participant's mind and see. You will pick up very quickly if this person is very fluent in the language. That you are presenting by. 
I:	 And then does the registration of clinical trials in publicly accessible database demonstrate transparency?  
P:	Yeah, because I mean, we do, we do register Department of Health and as far as I know, everybody can go into that website and see which studies are being done.
I:	Mm-hmm  . And then what would you think we need to do to improve transparency of clinical trials.
P:	 Uh, no, that's a difficult one. I think  Maybe advertisements that there's really a clinical trial going on, but you also have to have your regulatory authority giving you go ahead to put stuff in a paper, you know.But I think if you… I think there is one site that I saw, sometimes they do an advert in a local paper and tell precisely what's going, so it's transparent to the public that there's a clinical trial ongoing for this and this and this  disease, and that's quite transparent, but I don't know what else you can do because you cannot… you cannot give them the inside of a protocol because they haven't signed to read the protocol or they're not on the study staff, so you can't just throw, or open and say, yes, the protocol, just go on, you know.
I:	Yeah.  Yeah, that is true.  And then, how do you assess whether a trial design is operationally viable in your context?  Now, how do you assess whether a trial,  that a clinical trial design is operationally viable in your context?
P:	  Um, you have to check what disease the clinical trial is about.  It's no use of doing a heart disease trial in an HIV environment. You have to see what is… what type of diseases are at your specific clinic or in your environment.  And then you will immediately see, okay, we can do this trial here or not. Okay.  So like all diseases, I mean, you cannot go to a TB clinic and get all diseases, you know. Check your, your field, if it's in the right place, in the right correct place where you do the trialIf it's…you do have participants. Otherwise, it's no use you're starting with a trial and you've only got one participant,  and with money…  huge waste.  to open a site is a lot of money. And this, you cannot just say, I can do the trial. And at the end of the day, you just put on one study for one participant.
I:	Yeah. It's a huge loss. Yeah. And then how can monitoring and auditing of clinical trials improves the quality of the conduct of clinical trials? 
P:	 Oh yeah. I mean.  That's actually, I don't know what to answer there, because we need to do monitoring and quality assurance about everything, so it will improve.We just need to have more internal monitors. I think that is actually a problem, not a problem in a bad way, that's… that's a… uh, a field that's not always used to have an internal monitor at the site. It's very convenient if there's a person that can QA everything before it goes out.  And then, um… So sorry about,…um, I think there's a meeting next door. 
I:	No, it's fine. Don't worry. Alright, so Don't worry. How, how often should clinical trial monitoring, auditing and inspection activities happen in a clinical trial?
P:	  Well, we cannot actually tell the inspectors when to come because that is from overseas So they decide when to come but I will say monitoring, Internal monitoring on a daily basis and then the sponsor, I will say as soon as certain, uh… uh, uh… uh, uh, participants need to come to the site and start monitoring.You cannot, they have 20 participants and monitor not coming for the first  Two, three months. As soon as there's a new study that you've started and you've got new participants on, you have to let your monitor know, please come to our site to check if it's correct, what we are doing.
I:	 Okay, alright.  Now, we've got to the exciting part now of our interview. So let's talk about the good clinical trials, collaborative guidance, the GCTC guidance.  So the GCTC guidance was developed by a group of diverse and multidisciplinary, uh, individuals and organizations that believe that good healthcare is informed by good evidence from good randomized clinical trials, and the introduction and promotion of the good clinical trials collaborative guidance will strengthen the scientific and ethical quality of randomized clinical trials regardless of where the clinical trials have been done. . So have you heard of the GCTC guidance or, or the GCTC collaborative and its guidance?
P:	  I'm only know with normal GCP and the ethics of the country and then  the ethics of the world.You know, that…that document, I've never heard about this guidance. 
I:	Yeah. So the GCTC guidance is a new set of guidelines to conduct good randomized clinical trials. So we want clinical trials that are designed well, that, you know, can, uh, that, uh, clinical trials that are informative. So that is what the GCTC guidance is about, especially in low medium income countries.  It's got five principles, and it's got 27 subtopics  under it. 
P:	 I actually went through your document, so I thought I will listen to you. You can tell me what's going on.
I:	 Yes.  Um, so it's got five principles, and we've got 27 topics about, uh, uh, regarding the, uh, how we can conduct good randomized clinical trials.All right. So just by going through the documents that I sent you, do you think, how is the GCTC guidance applicable to your organization or department?  
P:	I think this is a very good, this is a very good document to have, especially for the investigators. Because, um, I went through it, not in detail, but But it's also, um, confirming what we've learned in normal GCP.It's a strengthening of the importance of how clinical trials are being done in South Africa. So I think worldwide, this is a very good document, extra document to have with going along with your normal GCP documents and ethics documents
I:	 Would you recommend training on the GCTC guidance to your organization? 
P:	Yeah, if you, if you've got like a course, I will say if it's possible, maybe an online course about it, then it will be fine because it's very difficult for people to go, especially if it's more than one person to go to a place and do the course there. Also, time wise, you know, it will be a good thing if you can do it like an online course.And I would suggest that you contact maybe people that are already doing GCP courses so that they can add this course to their different subjects that they give courses on.  
I:	So what we are currently doing is we are preparing, we are organizing  workshops wherein we get about 30 people and we go in the whole day and we discuss the five topics with them. 
P:	What you also can do is that you can get the schools of your accredited so that they can get CPB forms. 
I:	Yes, yes. Yeah, of course, 
P:	the PIs and the investigators and when you're a registered scientist, you need to have a certain amount of CPT points per year.  And if you can get the scores of yours registered for CPT points, then they will definitely attend the schools, you know, because they need the points.

I:	Yeah. Okay.  And then, what challenges do you think can be resolved by implementing… by the implementation of the GCTC guidance in your organization? 
P:	 I think it's studies are just being made more clear reading through your document. I mean…sorry for that. The PRs and investigators and the study staff read through your document, they can have another… another clearer view about studies than only doing GCP because GCP they needed to do every three years.And sometimes I get the feeling that they just do the GCP to just get it done.  So this is a nice document that can be on your table and you can always refer back to it and check if you are really on track with what you are doing.  And you know, GCP is about all health research, but GCTC is about clinical trials, randomized clinical trials.
I:	That's true. 
P:	I would say your target market is people that are doing clinical trials and then, uh,  With the GCP, so I think it's really a good document. 
I:	 Thank you. And then, are there any aspects of the GCTC guidance you do not agree with, or that do not align with your priorities? 
P:	 As I'm saying, I didn't go intensely through it, but at this stage there's nothing that's not aligning.
I:	Oh, okay.
P;	 It's more confirmation of what we are really…we are already doing, you know.
I:	 Oh, confirmation.
P:	 And that might be it. There are more elaboration of what we are already doing and the confirmation that we are on the right track. That's also a good thing to have a document like this to see if we are really on the right track.Because doing studies, sometimes you, not…arrogant is a wrong word, but sometimes you get so arrogant you just go on and you think you know everything. And if you read, your document again, then suddenly you realize that you don't know anything, you know. You need to update your own knowledge, you know… and this is why it's always good to have something new.
I:	Mm. Yeah. Alright, last three questions. One of the objectives is to introduce and promote the GCTC guidance and the adoption of its principles in the conduct of randomized clinical trials here in South Africa. In your opinion, will the adoption of the GCTC guidance be feasible in the conduct of clinical trials in South Africa? 

P:	Yes.  Yes. I haven't put an exclamation mark.
I:	  So what challenges do you foresee in the introduction and promotion of the GCTC guidance in South Africa?
p:	 I  think the challenge will be to convince them to give more time to do a workshop on the GCTC I think it mustn't be too time consuming because, you know, everybody's always busy. And it must be like a real, like a carrot in front of a horse's nose, you know, they really want to do this course. Since the way that you're going to advertise your course, that's going to be very important.  And then, we did go through this one, uh, earlier on. 
I:	So now, if you were tasked With the promotion and increasing awareness of the guidance and the adoption of its principles in the conduct of clinical trials here in South Africa, how would you implement the promotion and also the awareness of the guidance and the adoption of its guidance? 
P:	I will, I will actually…awareness, I will use a big organization like SAFRA or the local ethics committees of different ethics committees in South Africa and tell them about this course and then they have to say, okay, we need to do this course to go on with studies. It's not worth it to contact one by one PI.You know, you have to get a big organization that sort of actually forces in a way, it's the wrong word, but forces them to do the course, you know, but kindly forces them to do the course. If they want to, if they want to do studies.  Like how they do with the GCP. Because everyone has to do the GCP. You have to do a job, you know.  Even if…even if it's not all the staff members, even if it's only the PRs and the investigators maybe, you know, or the pharmacists. You know, the higher up, uh, levels of, of, of management. And then, 
I:	um Once again, you've answered this question, which major clinical trials implementers and key stakeholders in South Africa should be approached to promote and raise awareness of the GCTC guidance and the adoption of its principles in the conduct of randomized clinical trials and why? 
P:	I just answered you. so SAPRA, ethics committees.  Ethics committees, um.  I don't know who else. 
I:	You said big organizations. What you call organizations is big CROs. 
P:	 Big CROs.  Yeah. Yeah. Or maybe all the CROs. All the CROs, CROs. Yeah. Yeah. I:Hmm. Okay.  And then, uh, just to finish it off, to finish this off.  Is there anything else you would like to share with us? 

P:	No, not at this stage, but thanks for me taking part as a participant this time.
I:	 No, no, thank you so much for your time and we appreciate, we appreciate all your input and also the suggestion on the GCTC guidance 
P:	and we hope, um, soon enough people will be doing a GCP course and an extra day of GCTC.  , but please keep me informed away if your courses are ready.
I:	Okay? Alright. No, no. We'll keep you informed.Alright? Okay. Okay,  Darlene, thank you so much. I hope you enjoyed the rest of your day.  
P:	Thank you very much. 
I:	Hey, all right, have a nice day. 
P:	Thank you.  Yes, I don't, okay. I shouldn't keep you any longer
