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Transcript 
I: So, thank you so much for erh taking your time to participate in this 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. The date of the interview is 14 November 2024 and you are participant 132 . Do you mind giving me your initials?
P: (Participant’s initials omitted).
I: (Participant’s initials omitted). Alright, and then as I said, the date of your interview is 14 November 2024 and the time is 18:01.
P: Yes.
I: So, I'm just going to read a quick introduction. So, thank you for speaking to me today. I am interested in learning more about the implementation of clinical trials in South Africa and as a key stakeholder in the implementation of aarh clinical trials in South Africa I would like to learn more about your clinical trial practices and your experiences in clinical trials in South Africa. We appreciate you taking the time to have a one-on-one interview with us. There are no right or wrong, I am here to learn from you. Participation in this study is completely voluntary, you can stop the interview at any time. You do not have to answer any questions you prefer not to answer or any questions you find difficult to discuss.
P: Ok.
I: Do you have any questions before we start?
P: No, we can continue.
I: No question. All right, so I'm just going to do a short demographic aarh with you. Do you mind telling me your age or you prefer not to say?
P: (Participant’s age omitted).
I: (Participant’s name omitted) and do you identify as male, female, other, or you prefer not to say?
P: Female.
I: And then your education disciplines are you in public health? Are you in social science? Medical science? Environmental health? (Paper flip sound), aarh Science, Management or other?
P: Management.
I: All right. Erh where is your current country of residence?
P: South Africa.
I: And which province? 
P: Gauteng.
I: Gauteng. And your locality, do you think you live in an urban or rural area?
P: Urban.
I: Urban. What is your current role?
P: Community Liaison Manager.
I: Community Liaison Manager.
P: Yes. 
I: All right, and how long have you worked in this role as a Community Liaison Manager? 
P: 3 years.
I: 3 years. And then which department are you working for? Project Management, Quality Assurance, Laboratory Monitoring and Evaluation, Economic Administration, Pharmacy, Academic Data Management or other?
P: Other.
I: And which is?
P: Recruitment and retention (clear throat).
I: Recruitment plus retention. All right. And then which sector of intervention? Are you working in a pharmaceutical, clinical trials organization, clinical research organization, academic Institute, Health Department, laboratory, ethics, other regulatory or other or you prefer not to say?
P: What's the difference between clinical trials and clinical research?
I: Arh (..) Clinical Research organization would be organizations like uhm (.) Let me just double check before (..) lied to you (chuckles).
P: (Chuckles)
I: (Interruption: keyboard sound] so, a clinical research (..) organization (…) a clinical research organization or CRO is a company contracted by a pharmaceutical or biological medical device-
P: Mmmh, yeah, Ok. Ok. Like your PPDs. Ok-
I: Yes
P: Yes, I am clinical trials.
I: Yah, okay, clinical trials organisation?
P: Yes, clinical trials 
I: All right. So, clinical trials organization or clinical research organization?
P: No, clinical trials.
I: All right. How many…  Which countries have you worked for?
P: South Africa.
I: South Africa. Any other country?
P: Because as much as I once held in global erh position, erh but I was working from South Africa, I…
I: All right.
P: Was working from home.
I: Oh, Ok. And where was this company based?
P: It was Paris, France.
I: Oh, Ok. But you were working here in South Africa?
P: Yes.
I: Hmm. And then how many years have you been working on clinical trials?
P: Yoh! (Laughs) 
I: more than 20 years?
P: Sorry?
I: More than 20 years?
P: Definitely.
I: All right. (Chuckles) (.) and then how many clinical trials have you worked on?
P: Ooo. Countless because I've been on different erh work for different institutions, I started at (previous and current company names omitted) so… And they work on multiple clinical trials and as a community person I worked across all of them so really it's just countless.
I: All right, so I'm going to choose more than 20 clinical trials.
P: That’s a maximum, hey?
I: Yes.
P: Yes, definitely.
I: And then what phases were the clinical trials that you worked on? Were they phase 1 phase 2, phase 3, phase 4, other?
P: Uhm (..) 1, 2, 3.
I: 1, 2 and 3.
P: Yes. 
I: No phase 4 clinical trials or anything?
P: No
I: Any other clinical trial?
P: Sorry?
I: Any other clinical trials?
P: No.
I: No. All right. And then as part of your clinical trial experience, what type of disease groups have you worked on? HIV?
P: Mm-hmm.
I: TB?
P: Mm-hmm.
I: Pneumonia?
P: No.
I: Aarh, Gastroenteritis?
P: No.
I: Soft tissue infection?
P: No.
I: Bacterial infection?
P: Mm-hmm.
I: Vaccines?
P: Aarh (.) not specific as long as it’s vaccines? 
I: Yes.
P: Yeah. 
I: Alright. Diabetes?
P: No.
I: Hypertension.
P: No.
I: Cancer?
P: Mm-hmm.
I: Anaemia?
P: No.
I: Asthma?
P: No.
I: COVID-19?
P: Yes.
I: All right, COVID-19. Heart failure?
P: No.
I: Kidney disease?
P: No.
I: Heart attack?
P: No.
I: Arthritis?
P: Aa-arh, it's just those for HIV, TB…
 I: Vaccines, COVID-19…
P: Yah.
I: Ok, all right. No other disease I haven't mentioned?
P: No.
I: All right, so.
P: Did you have anything about hepatitis?
I: No, I didn't have anything about hepatitis.
P: Ok.
I: Hepatitis. All right, no problem. And then now we are about to start our (chuckles) long open-ended questions. 
P: Ok.
I: So, now the interview is about to start. 
P: Ok.
I: Thank you for giving us your demographic information (paper flip sound). Now let's talk about your role in the implementation of clinical trials in South Africa. Do you have experience in the startup phase of clinical trials?
P: Do I?
I: Do you have experience in the startup phase of clinical trials?
P: When it talks at her face, what does that entail? Is it like your site preparation or?
I: Yes.
P: No…
I: Mm
P: I don't know… Is it set preparation or preparing for the way you can get creating so stocks and stuff?
I: Yes. Like writing at the protocol, getting information from the from the community… 
P: Yes, yeah
I: All right. So, can you please tell me what role you've played in the startup phase of clinical trials?
P: Ok, uhm, firstly reviewing the protocol.
I: Yes.
P: Erh, looking at the ICFs.
I: Yeah.
P: And proof-read after translation. Erh (.) and then as we're talking about, solicit soliciting input from the community whereby in my role as a Committee Liaison Manager, which I think this is the role that I've been paying since I got into the field. 
I: Yah.
P: Where I will have a group of. Committee and representatives referred to as Committee Advisory Board members, which I will make sure that we get input from them for the studies throughout.
I: Mm-mm.
P: Yes.
I: And then what role have you played in the implementation of clinical trials?
P: First and foremost is to ensure that you've got patience. So, I would go out to prepare the target population. Uhm if we recruit them from the clinics we engage Department of Health, we engage erh the clinics and then in…Yeah… And then make sure that they are in the facility and once they've come to the facilities and then I work most of the cases in the first line. I would say they are face of the organization, the recruiters who while the participant is in the clinic they do their education or some of them would administer ICF depending on the nature of the study because some sponsors would not like uhm the recruiters to administer ICF, but they would prefer either a study coordinator or the clinician…
I: Oooh…
P: So, for me aarh, key and mainly really is to make sure that we are able to get patients from potential participants and once they're on site, they receive proper education.
I: Mm. Ohh wow!
P: Yes.
I: Anything else?
P: Uhm… So, far also to work with the management. They say… The unit management or looking at just the welfare of the patient. 
I: Oh, welfare of the participant.
P: Yes, welfare of the patients and depending on the also the duration of the visit to make sure that we were able to provide maybe some form of refreshments and currently I would also even work with our drivers. Once the study coordinators has informed our department that the patients are ready, they finished at the clinic we liaise with the drivers department to make sure that the patients are transported back home we don't keep them long at the clinic.
I: Alright. And then have you ever been involved in a clinical trial that fails to be informative?
P: Yooh! (Chuckles). Failed to be informative or successful or prematurely closed?
I: Aarh, informative as in they answer the question that is being asked.
P: Yes, my dear. Yeah.
I: Mm-hmm. Can you please explain to me what happened?
P: (Laughs) Okay, I don't want to go back, but just to talk about the recent one (clears throat). This was one of TB studies which was funded by (funders name and institute/organisation name omitted) and the study looking for shorter estimates when it comes to TB.
I: Mm.
P: So, the study had 2 stages whereby stage 1 was looking at 4 months regimen, whereby if we were achieving the desired results, we will go to explore 2 to 3 months. So, whilst… Yes some countries started before us and our side, we've just enrolled 2 patients into the study then there was a DSMB meeting. DSMB… They realize that there's no safety concerns, however they response because we had the control, they were receiving the standard care of TB.
I: Yeah.
P: So, the response on the 2 groups, the ones receiving the study drugs and the one receiving the standard of care.
I: Yeah.
P: Response was at the same level.
I: Oh, no!
P: Which means now that the research is not going to answer the research question of shortening the treatment regimen. So, that study had to be prematurely closed.
I: Ooo!
P: Which was such a mission, because now again, we need to go… The recommendation was that we need to take them back to the facilities where we recruited them from.
I: Hmm.
P: So that I had to engage the facilities and get regional TB coordinators to say yes, we took these people, they were successfully screened, but these are the results. So, you have to put them back into the system.
I: Mm.
P: So fortunately, we do have a good relationship with health. So, we were able because we are committed to provide them with results. So, when we took them to the facilities, we took them with their results that so far we have done… because they were kind of on weekly basis and they were able to absorb them into the system.
I: Mm. Yoh! Mxm. And then what challenges have you observed in the conduct of clinical trials in South Africa?
P: The?
I: What challenges have you observed in the conduct of clinical trials in South Africa?
P: Erh… For me firstly is erh (..) the issue of competitive studies…
I: Mmm…
P: Whereby everybody is chasing for numbers (interviewer and participant chuckles) whether as we’re talking about human beings here.
I: Yes.
P: And then so for me that is 1. And 2, really we cannot run away from the fact that you talk to participant about research, the first question they ask you, how much am I going to pay me?
I: Umm.
P: And we're not using… I make sure that my team does not mention anything about reimbursement. Yes, this is what the committee needs, our community so, if you look at the economic status of the country, everybody anticipates that if you join the study, you get something…
I: Yah.
P: So, for me it's that firstly from the researchers and the sponsors the issue of numbers and targets and 2, you get people not joining the study with the intention of contributing to the research question…
I: Yeah.
P: But to survive. You get that little bit to… for survival.
I: Mm. And then this challenge of competitive studies where in sponsors are worried about numbers and you know targets. How can we resolve this challenge?
P: I always share my experience with aarh… Because again sometimes uhm you'll find delays with ethics again. Where you find that you get approval like for us from the (district name omitted) district but you wait for approval from the province and when the approve approval arrives, that is when again we have to chase for numbers.
I: Yah.
P: I always make an example about one of my first clinical trial… No, it was not clinical it was observational study at (organisation name omitted) in 2003 with sex workers. It took me 9 months to mobilize that population, building rapport building relationship.
I: Yoh!
P: It took me 9 months and recently you'll find that today we get activated. We are told that we have got 5 days to bring in the first participant.
I: Erh!
P: And you cannot go to the community again or the facility or the partners without the approval. You must have the approval in your hand. So sometimes you will get different erh red tapes if I were to put it that way. As I said, sometimes you can get your district approval, but you have to wait for the province.
I: Yah.
P: You cannot move without the provincial approval.
I: Hmm.
P: So this also can be some of the challenges.
I: Mm-mm, sure. And then… which means erh provincial approvals, district provision approvals, they are one of the challenges that we are facing in the…
P: A lot.
I: So how can we resolve this issue?
P: (Chuckles) erh… we need to place erh committee advocate in these levels…
I: Mm…
P: Yes, we need to put committee advocates because at the end of the day we support, we agree that we need improvements.
I: Yah.
P: And we cannot improve our programs or our systems or our guidelines without research.
I: Hmm.
P: But then you get people who… I'm not sure whether to say they're anti research or what because these are well learned people who know why it's important to conduct research. Like, I for one, I served while still in UKZ. In the UKZ it was…the Natal... What do they call it? The Natal university. I served their ethics commit, and then even when the UKZ, and even now I served on our Ethics Committee. So, it's a bioback and I am there as a civil society representative. I am not a researcher when I sit in that space. I wear complete different hat
I: Umm.
P: When I am in that space. Yeah. So, we need to put community advocates in those places.
I: Mm… And then this challenge of participants don't want to bring change (chuckles). They don't care about what question you're trying to answer. They are to survive for the money. How can we resolve this challenge?
P: Unfortunately, I don't think there is a way aarh (..) Oh God! I really don't see a way out of it because it is reality really and yah it's... I can't think of any way to change the mentality.
I: (Chuckles) all right, no problem. And then erh just moving to the next question erh (clears throat), what are some of the challenges you have observed with randomization into trials?
P: Mm (.) randomization for me is always erh (…) (sighs) It's transparency in a sense that it's only controlled by the system, am I alright?
I: Mmm.
P: I don't have experience in randomization, but my understanding and assumption is that it’s controlled by... electronically. Maybe if I was data person, I was going to understand it better, but I don't have experience with data and randomization. But for me I really wouldn't say it is a challenge as such from the understanding how it's explained to lay persons in a persona language. I really don't anticipate any challenge that was for me I thought it's a fair and just to manner of allocating patients without avoiding erh with whereby one can avoid biasness.
I: Yah, that's true. And then to look at party signals. And then let's talk about the conduct and implementation of randomized controlled trials. Good randomized…
P: Hmm.
I: Good randomised clinical trials are supposed to be designed to produce scientifically sound answers to relevant questions by including a broad and varied population in your setting or based on your experience. What groups are often not included in trials without your good scientific justification?
P: Mm. For now, what? It's pregnant women and breast-feeding women. 
I: Mm.
P: Which is a call from the committee advocate perspective. 
I: Yeah.
P: Yeah. Arh (.) pregnant and breast-feeding women. Erh, partially for me , elderly because they are also prone to any for some… With their age, they are at risk of all sorts of diseases, so I can also feel that because you find that they will tell you… Most of the studies that we're conducting the 18 to 65.
I: Hmm.
P: (Clear throat) [00:35:45 inaudible segment] be here and a 70 year old with TB is excluded, who's at risk of getting the disease either by age or by the environment that is taking care or looking after kids who has got TB.
I: Yah…
P: So, for me it's really that put those populations.
I: Hayi boh! And we don't think about it.
P: Sorry?
I: I'm saying, and we don't think about that the elderly woman lives with the children. She's the one giving the medication.
P: Yah. And again once we are talking about TB again when it comes to HIV arh because we cannot separate TB from HIV with the intergenerational uhm relationships that are happening and let alone HIV, even TB, it also can be… it's can be transmitted. Again, you excluding a 70 year old or 68 year old who's dating a 33 year old (interviewer chuckles)
I: Yes.
P: So, for me elderly people… I still feel that… maybe it's my age that I've seen myself I’m getting there (interviewer and participant laughs).
I: And then what changes needs to be made in the design and conduct of clinical trials to be more inclusive of varied populations?
P: (...) Can you repeat the question again?
I: So what changes do you think need to be done when we are designing our clinical trials and also conducting our clinical trials to be more inclusive of this for a varied population where in people are not just uhm included in the study because they are 65 years old, or because they are breastfeeding or pregnant women?
P: Mmhm. Of course we need data, we need scientific data to, to support whatever, whatever decision that we inform inclusivity.
I: Umm…Yes!
P: Even if it’s on a small scale, you phase ones, smaller scale.
I: I like that.
P: Because we're just excluding, but we don't have scientific evidence.
I: Umm…Yah. We are excluding without scientific evidence.
P: Yes.
I: So, if we can just do um (.) a small study with a few of them involved in this…
P: Of course, because there's informed consent, they will be educated, they will know what they're getting themselves into. today we're talking PMTCT, we wouldn't have done PMTCT without testing it on pregnant women…
I: Umm.
P: To know that it's working.
I: Mm…Yah, that's true. And then failure to adhere to the allocated treatment ARM after randomization may reduce the ability to compare between arms. What would be your suggestion to facilitate and encourage adherence to the allocated study ARM?
P: Erh…Based on my experience, really those reminders (.) erh… because it work, it actually is our… We have an SOP on recruitment and retention whereby if (clears throat) a patient is scheduled to come in today, we firstly we have automated SMS's for all of them, they will receive SMS reminding about your visit tomorrow and then during the course of the day, our Archives Department will pull out all the files for tomorrow and bring them to our department. Our team members will call them to remind them and it gives documented that she was called and reminded and agreed or requested to be rescheduled. Then the following day, on the day of the visit, if the participant does not pick up by 11:00, our team again call the patient “are still coming or you couldn't make it?” 
I: Yeah.
P: If the…Either the person requested further scheduled or say “I'm running late, I'm coming.” It depends on the outcome. Therefore, the following day again there's another call. If it's misses 3 phone calls. If miss, then it's home visit. So that is how we do our retention to make sure that they remain on their allocated ARM and be able to attend their (coughs) clinics throughout the duration of the study (clears throat)
I: Yeah.
P: Yeah (clears throat).
I: And then disproportionate data collection waste time and resources. 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 to the research question?
P: OK, I'm not into CRF aarh (.) designs. Aarh, I cannot comment on that one.
I: OK, alright, no problem. And then communication with participant is one of the ethical requirements in the conduct of clinical trials. How can this be improved in your context?
P: Uhm…This in Johannesburg we have… I think in Johannesburg you can find your own living (laughs while talking). We actually been talking about the 12, which is the sign language. So, in… Then we have… Our side is using your English version we're using (.) Zulu and isiSotho. However, you still get your Sedi’s, you get your Tswana’s. Like one of these days we got a Tsonga speaking, and in that case we've got… We run around, fortunately we are located just [00:28:36 inaudible segment] to the hospital, so we are able to get an independent with the impartial witness, we call it the impartial witness. They are the ones who would come in to assist in translation making so that the participant understands. If it is one of the languages that we can talk because our team does the education. They do uhm… Some would to ICFs. If they were to seen by a Doctor who maybe an English speaking doctor and they can communicate better in Zulu or Xhosa. Then the doctor will call one of us to come and assist to make sure that is communication, because what is discussed with the doctor is different from what we… discussed by our team. So, for me, as I say that we are… I think it's our location within the hospital where amongst the employees of the hospital you can get almost all the languages because even this Tsonga speaking, none of us within the facility actually… In fact, impartial witness cannot be an employee…
I: Yeah.
P: Because it can… Yes, to avoid biasness, we need to get an external person. So, they had to go and get a security guy…
I: Oh wow!
P: To come and assist. Yah. Whereby then it's not all the facility… The CSRA’s have got a good location like ours whereby I really wouldn’t know… What I always sometimes also recommend when I talk to our team members is, if the participant has a language communication… The language challenge, when we book them for the following day, ask if they want to bring in as somebody from their family that they trust who can sit in throughout the procedures.
I: Umm.
P: So, I think for these facilities who are not located like ours, then they can encourage that the participants should bring in somebody from their family who would be comfortable to engage with them in their familiar language.
I: Mm-mm. All right. So you're saying that communication with participants aarh the way it can be improved is using their language… a language they understand?
P: Exactly. Because one of the questions that you also ask, we established a level of education. We established the language where they would… which they would like to be erh (.) spoken to, whether it's English or Sotho or whatever. Yah. So that is very important even before bringing them in for your screening.
I: Yeah. 
P: Yeah.
I: And then what else do you think needs to be approved? With regards with communication with participants? 
P: Yoh! Uhm… What needs to be improved? Time. One of the challenges is that our services that we're providing have been… we quantify them more than quality. It's always numbers than time spent with the patient.
I: Oh…
P: So, the time spent with the participant is very important. Don’t provide quantity service but provide quality service.
I: Yeah.
P: Yeah.
I: That's true. And then moving on, does the registration of clinical trials in publicly accessible databases demonstrate transparency?
P: Mm. Aarh, how many people have got access to that registry in just (interviewer chuckles) in reality? It's part of registry. How many people in our communities that are suppose with patients know about this registry? Have even access, let alone access, know about the registry. Are the registries marketed are they spoken about in our community?
I: Uh. So what more could be done to improve transparency of clinical trials?
P: The communities should know…. The communities should be informed about the registry and how to access it (..) (interviewer coughs) bring awareness about those registers in the community.
I: We need?
P: Community awareness about the registries.
I: Hmm (..) About the registries?
P: Yes.
I: So, now we've created awareness, people know about the registries, what about what they find? Will they be able to understand it?
P: That rise with the researchers (interviewer laughs) because the research… That now goes back to the researchers whereby they are supposed to be in those communities, visible, keeping them up to date about what's happening with research.
I: Hmm. All right. 
P: That’s community engagement now that CRA’s must have ongoing committee engagement efforts, building capacity, research capacity for the committe so that when they go, they go into that registry, they understand and they know what's happening.
I: Mm. All right. And then how do you assess whether a trial design is operationally viable in your context?
P: Sorry can you repeat the question again?
I: How do you assess whether a trial design is operationally viable in your context?
P: Like (.) reaching out to the community.
I: Hmm.
P: Reaching out to the community and get the community to give input to critique, to comment to assess if it is indeed. It will be… really benefit our community.
I: Yeah.
P: It's rather than imposing.
I: Hmm. Yah, that's true.
P: Because sometimes you find that the community is not that they don’t… During the clinical trial, it's not a priority for them. “What you're bringing is your research question, it's not our priority research or priority issue that we are facing in the community.”
I: Hmm. OK. And then how can monitoring and auditing of clinical trials improve the quality of the conduct of clinical trials?
P: How can monitoring and?
I: How can monitoring and auditing of trials improve the quality of the conduct of clinical trials?
P: Uhm (sighs) (.) I'm not sure, how often monitors come in, but it's as long as it can be (..) a regular exercise and it's consistent. Uhm, and whatever if a monitor arrives (..) this visit and pickups error must make sure that he or she gives a deadline to say, but this time this error should be improved and in the next visit must first take if everything was exit from the previous visit. I'm not sure if that is happening.
I: Ok.
P: Without me having no experience with monitors, but what I would recommend is that a monitor… if a monitor comes to visit you, you document whatever errors that you found, which are affecting the quality of the study, sorry of the clinical trials
I: Yes. 
P: And you give the CRAs deadlines that “I'm here leaving today, I'm giving this site one week or seven days or five working days to resolve this issue.”
I: Yes.
P: And then when the monitor comes for, the next visit, must first refer back to the previous items that needed to be done to improve the quality of the trial
I: Yeah.
P: So, as I am saying, I'm talking. I'm not sure, I don't have experience. I'm not a monitor, but for me that would be my recommendation.
I: Right. And then now we're about to finish now. Let's talk about the Good Clinical Trials Collaborative guidance. The GCTC guidance was developed by a group of divers and also multidisciplinary individuals and organizations that believe that good healthcare is informed by good evidence from good randomized clinical and the introduction and promotion of the GCTC guidance will strengthen the scientific and ethical quality of randomized clinical trials, regardless of the context. So, have you heard of the Good Clinical Trials Collaborative and its guidance?
P: First time to hear it when I was invited (laughs)
I: Yeah!
P: That's my first talking about it.
I: Alright so. We know that randomized clinical trials play a very important role in generating the evidence that is needed to inform the development and implementation of health interventions. But what we are finding is that useful evidence from good randomized clinical trials is often lacking, right? And this is because clinical trials are also facing a lot of challenges like they're not maximizing their potential because of aarh poor design and also that doing clinical trials is also expensive and challenges like people are moving away from common diseases to rare diseases. And we are finding that existing guidelines they are failing to provide guidance on the underpinning principles which is necessary to generate reliable results safely and also ethically. So, we see that the GCT C… the collaborative aarh so that there is an unmet need for a guidance which will make it easier to do good randomized clinical trials globally and to promote their unique benefits across all contexts. So, aarh in in 2020, the Good clinical Trials Collaborative was established and it was established to develop and promote the adoption of a new guidance, which is the GCTC guidance to address these issues, that clinical trials are facing and to also strengthen the capabilities of individuals, institutions and also systems to produce reliable evidence through randomized clinical trials that enables informed changes in healthcare practices. So, the objective of the guidance was to establish the key principles of randomized clinical trials. For example, what makes a randomized clinical trial good in its design and also its analysis as well as ethical and social value. And the guidance, we're hoping the guidance would enable those involved in randomized clinical trials to work out how randomized clinical trials should be designed and delivered in a particular setting. So, if you saw from the documents I sent you, the principle… the guidance has got 5 principles, and these 5 principles guide us in the development of good randomized clinical trials. All right. And then looking at the document that I sent you and just you did say that you had an opportunity to browse through the guidance.
P: Mm, yes
I: So how is the GCTC guidance and what I've told you right now? How is the GCTC guidance applicable to your organization or department?
P: (Sighs) I think (interviewer clears throat) right now we are so much focused on GCP for clinical trials on GCP, Good Clinical Practice and this is going to be a new guidance that might still be not the well received, however, with the… One will have to look at the values compared to which we currently have. And if one were to look at the GCP, because you get your global GCP and then you get the South African context. So, (..) uhm, it's still going to be a long way to get to implementation of the guidance at the moment with the current clinical trials, but maybe with the new emerging ones, if we can immediately introduce the guidance through to them it will be easy. But for those who've been in the field for quite some time it might not be easy for them to adapt hence I did ask from the beginning your engagement with ethics. Because we when review protocol with ethics, the first thing that we look at is the GCP training or ethics basic training. So, this would also be another uhm document that will be required to be included if you are intending to do a clinical trial whereby we can look at how I we going to implement the guidance into your clinical trials.
I: Hmm. And then just looking at the guidance, do you think your organization would be able to use it?
P: (Sighs) honestly as I said, like, I really didn't look at it and really understand. I'm not sure whether are we closing the interview now or I can look at the guidance and then see where we can position ourselves or where can we fit in the guidance within our organization.
I: Alright, so I'll just ask you some questions again. Uhm (paper flip sound) I think you've spoken on this. You've touched on this one. So, one of the objective that we are doing at Africa Health Research Institute is to introduce and promote the guidance, right? And the adoption of its principles in the conduct of randomized clinical trials 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. As I said that if you are looking at introducing or promoting it, definitely, yes!
I: Mm. What challenges do you foresee in the introduction and promotion of this GCTC guidance in South Africa? 
P: It will be comparison with the existing erh documents that are guiding clinical trials.
I: Yeah.
P: So, the researchers might feel overloaded and feel what… Because they will not understand that if they gaps in what we do on a daily basis, and it will be like all of a sudden, what's this now? Why all of a sudden? So you will still encounter those obstacles. Yes, but if well promoted and marketed and they are away and well understand the benefits then it will be easy. But for starters, yes you will encounter the obstacles and challenges.
I: Alright. Can you please explain more about these obstacles and challenges?
P: As I'm saying, right now all we care about is GCP is your HSP, is the ethics and now all of a sudden now guidance come in.
I: Hmm (chuckles).
P: Yes, it's collaborative, but then still why? Why do we have to collaborate and why this guidance, you'll still… you'll get a lot of “Whys”.
I: Mm… You will get a lot of “Whys
P: Yes
I: And then if you were tasked with the promotion and increasing awareness of the GCTC guidance and the adoption of its principles in the conduct of randomized clinical trials in South Africa, how would you implement the promotion and awareness of the GCTC guidance and adoption of the guidance?
P: Firstly, the sponsors, you sell it to the sponsors. You sell it to ethics. You sell it to the clinical trials implementers. You sell it to the community because at the end of the day communities can be monitors. They might not be qualified or be at the site on daily basis, but they are monitors at the end of the day.
I: Yes! And then just to make a list of them, which major clinical trial implementers and stakeholders in South Africa should be approached to promote and raise an awareness of the GCTC guidance and also the adoption of its principles in the conduct of randomized clinical trials? So, you've mentioned sponsors.
P: Yes.
I: You've mentioned ethics.
P: Yes.
I: Why should we sell it to sponsors?
P: Because sponsors should also be guided by this. They should be guided as well. Even now they are using all the GCP, and your HSP and everything. They should be guided by this as well.
I: Mm. And you also mentioned ethics.
P: Yes.
I: Why should we sell it to ethics?
P: Because ethics… They should also… When they review the protocol that's for me that's ethical. That's one of the ethical practices that we must make sure that clinical implementers are indeed compliant.
I: Yes, all right. And you also mentioned clinical trial implementers.
P: Yes. Because they have to implement this, they have to include this I their day-to-day function…
I: You also..
P: And the life is…
I: Sorry, please continue.
P: And the life clinical trial throughout the clinical trial.
I: And then you also mentioned the community, we need to sell to the community because they could be monitors.
P: Yes. Yeah. For me, community… I always say community engagement, it's ethics in action.
I: And then what else do you think should be approached?
P: Uhm… Our policymakers. Our policymakers uhm because at the end of the day they are the ones who have to change the guidelines based on your data, so they should also be aware of this.
I: Mm…And then would you recommend…
P: And of course, the WHO.
I: The WHO. Yah, you can…
P: Sorry?
I: Yah, WHO
P: Yes, because they are the ones who translate data into policies and guidelines, they would rephrase, yes
I: And you do know the GCTC guidance is forms part of the good clinical practice of the WHO. there's a workshop that's going to happen on the 13th...
P: I didn’t know.
I: Right now, I'll send you information on how to join the workshop. It’s going to happen on the 13th of December. So, do you say WHO as well? Who else can we approach to promote and raise awareness of the guidance?
P: Uhm… (…) I can’t think of anyone now
I: All right, now looking at the guidance. It's a new guideline to conduct good randomized clinical trials right here in South Africa. Would you recommend training on the GCTC guidance to your organization?
P: Definitely.
I: Why?
P: Uhm, as I say at the end of the day, and not only my organization, the challenges that I've indicated we encounter on daily basis as clinical trials implementers, so it's very important for us to be aware of the guidance.
I: Hmm. And then looking at the guidance and it's 5 principles like actual randomized clinical trial should be informative and relevant, it should be respectful of participants, it should be collaborative and transparent, It should be appropriate for their context, and they should be efficient and well managed. Which challenges do you think can be resolved by the implementation of GCTC guidance in your organization?
P: Please repeat the question principles. There's respect, there's collaborative…
I: And it’s transparent, it’s appropriate for their context, it is efficient and well managed, it is informative and it is relevant.
P: Appropriate to his context?
I: To where the clinical trial is supposed to be done.
P: I think for me that one is important. As I say that it's important that we take research to the community we take uhm (…) the research should respond to the needs of the community. 
I: Hmm… Yes. 
P: So, for me that would be key. And that would be number 1 and number 2, I would also look at the issue for collaborative as I said that important to constantly engage the community. It's important to constantly as the clinical trials engage Department of Health or the facilities where we recruit them by giving them updates on our studies. For me that's collaboration. And right now uhm we… In Johannesburg, you get your WITS health consortium WHC where buy all the research units that are affiliated to WITS fall under this consortium. And if you go to the community and you say I'm from this research unit which falls under WITS Health consortium, they don't understand. They just see us as WITS. Hence that has led me to form collaboration with two sister organization Ezintsha and WITS Reproductive Health Institute, to say can we host the World SA jointly so that we can show the united face to the community and health as a whole in this one district where we work in. So that the see that we are not competing against the other it’s that we are complementing each other.
I: Yes.
P: So, for me, that's where collaboration will come in. Yes. Because now it will be these 3 research units under the WHC. We talking to the community, we talking to health.
I: Umm. No, that's true. GCtC guidance also speak about that about collaboration like people, different organizations should respect each other, they should work together and we should also work with the community to design the clinical trial as well to  interpret the results and also to just run the clinical trial.
P: Exactly. And one of the courses that I always make to researchers is that (clears throat) sorry and sponsors is that we can engage the community. This has been what I have observed that we can engage the community before the clinical trial. We can engage the community arh during clinical trial. The clinical trial will close today and data analysis until results are out can take between two to three years and there's nothing happening in between. And 2-3 years down the line, we are going back to the community senate… to boom the results. And not all research does it. They'll get the result and that is their information. They keep it to themselves. Without taking the information back to the community. So fortunately for the researchers that I've worked with, they know I don't work like that. And I even say that to sponsors, they know that we need funds for consent education post clinical trial from last day of the visit of the last participant to the day of results.
I: Yes. No, that's.
P: So, that’s a gap again which is out there when it comes to community engagement.
I: Yah. GCTC also… Principal 3 collaborative and transparent, it calls for results to be disseminated and within 12 months.
P: Exactly. And even sponsors they don't they don't fund that exercise. Your clinicals comes to an end. They take whatever funding you were left with. Come results you don't have funds to go to the committee and disseminate results.
I: Mm…Sure. Yooo! And then…
P: As I said, they should also be aware of this guidance.
I: Mm mm, that is very true. And then are there any aspects of the GCTC guidance you do not agree with or do not align with your priorities?
P: (Laughs) not that I have really noticed. For now, I'm still agreeing about... Just that it's just a matter of prioritizing them. Having your 1 your 2, 3… But otherwise everything for me is fine.
I: It's fine?
P: Yes.
I: All right. Now, thank you so much for taking part in our aarh qualitative section of the GCTC project.
P: Ok.
I: Is there anything you would like to share with me? Maybe regarding the guidance?
P: No, not that I can think of. I think I have covered everything.
I: You've covered everything. Okay (chuckles) alright, so no…
P: Uhm, so with UKZN, have you spoken with (UKZN ethics member name omitted)?
I: We can contact her.
P: You have reached out to her?
I: No, we haven't.
P: And do you know her? Or have you heard about her in this picture of ethics and uhm everything?
I: No, we haven't heard of her. I haven't heard of her.
P: OK. Not sure that I still have (UKZN ethics member name omitted) contact details but for our [00:00:28 inaudible segment] I will talk to her… to him sorry, I will reach out because two weeks… The last ethics we had uhm a protocol from AHRI. He didn't know about AHRI.
I: Oh… So, let me just stop the recording.
P: Yah, the recording.
I: Yah. Time (talking at once). And I'm just saying time is 18:58.

END OF THE INTERVIEW!
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