
	Study name
	 GTCC

	Venue
	Unknown

	Participant ID
	128

	Sex
	Female

	Date of birth
	

	Date
	04 November 2024

	Recording file name

	GCTC_128_04Nov2024_English_AR

	Recording length
	00:51:17

	Interviewer
	Andani Ratshinanga

	Transcriber
	Londiwe Shandu

	Translator
	N/A





I:Thank you so much for taking your time to..to participate in the GTCT Guidance project, so you are participant 128,..
P:Ok wow they are a lot.
I: Yeah then do you mind telling me your initials?
P: Okay, ALK( Name mentioned). I like  [Name of the participant mentioned]
 I:Alright ALK..and then the date of your interview is 04/11/2024 and the title of our study is Survey of Knowledge and Practice of Good Clinical Trust Collaborative Guidance in the conduct of Clinical Trials in South Africa, and the time of this interview is 16:03,Alright so what I'm going to do is I'm just going to read a short  intro... a short 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 the Lead stake holder in the documentation of the clinical trials in South Africa. I would like to learn more about your Clinical trial practices and your experiences in the clinical trials in South Africa,We appreciate you taking your time to have a one-on-one interview with us. There are no right or wrong answers. I am here to learn from you alright? so you can stop the interview at anytime and ..if you prefer to not answer the question you do not have to, so you can stop the interview at any time, Alright do you have any questions before we start?
P:No
I: Alright so we are just going to do a short demographic background information on you,would you like to tell me your age or you prefer not to say?
P:I prefer not to say.
I:You prefer not to say alright,do you Identify as male,female or other?
P:Female
I:And then your education discipline are you in Public Health, Social Science, Medical science ,Environmental health Science, Science Management or other ?
P:Medical Science, you know I did complete this survey online hey?
I:Yes[laughs]Yes..
P:Yeah okay,just a minute ago so it's the same question maybe a comment on that question is, the option are very limited..
I:Yes,Yes
P:Maybe it's the design of .. the form because if I say a public… I'm more of an academic.
I:Academic..
P:Academic and you put just Medical science and Publical but Academic is also publicals so I  just selected Medical science..
I:Alright 
P:Because it was the most related to..yeah
I:Alright and then your current country of residence?
P:South Africa.
I:And your province?
P:Western Cape.
I:And then your locality urban or rural?
P: ..so we are in an urban, semi-urban.. 
I:Semi-urban?
P:..semi-rural,yeah because you don't have that option hey?
I:Yeah
P:I put urban but it's a mix..
I:it's a mix?

P:urban and rural yes.
I:And then your current role?
P:I'm a chief research officer 
I:chief research..
P:. a research officer and a PI officer.
I:also a PI and how long have you been a research..a chief research officer and PI?
P:Since..it's 15 years now hey,let's say its between 15 years,do you want the year?
I:Should I say between 10 to 14 years or 14 to 19 years 
P:No 15 to 19 years.
I:Alright 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:Academic.
I:Academic, Alright, and then sector of intervention is it Pharmaceutical,Clinical Class Organisation,Clinical Research Organization,Academic institute,Health Department,Laboratory Ethics, Other regulatory or other and specify?
P:Academic institution 

I:And which countries have you worked for?
P:South Africa.
I:South Africa,just South Africa?
P:As Clinical trials yes South Africa 

I:Alright and how many years have you been working in..on Clinical trials,0..0-4 years?
P:15 to 19 I think we have that bracket..
I:Yes,yes
P:Yeah
I:Alright and then how many Clinical trials have you worked on, 0-4 Clinical trials,5-9 clinical trials,10-14 clinical trials, 14-19 clinical trials or more than 20 clinical trials?
P:10-14
I:Alright 10-14 and what phase of Clinical Trials have you worked on phase 1,phase 2,phase 3,phase 4,other?
P:Phase 1-3
I:Phase 1-3 and the diseases that you have worked on HIV?
P:Yes and TB 
I:Any other disease?
P:And that's it
I:Covid 19?
P:Covid 19 yes,it's on the list hey?
I:No,no it's not on the list.
P:I..yeah Covid 19 also yes
I:Alright,okay..Now we gonna start our questions Alright?so 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 Trials?
P:Yes
I:Can you please tell me your experience in your start up phase of Clinical Trials?

P:Okay if I understand can you define for me start up just to make sure we are on the same line. 
I:Alright, so the start up would be side initiation,writing the protocol, it will be the physibilty checks yeah..
P:Okay so let's just make sure we are on the same terms
I:Yeah 
P:before we respond, yes I have been part of the start up of the clincal trials most of my clinical trials I'm part of the discussions around the protocol, when we are working on the protocol, finalizing the protocol, we are also on the discussion on the ..initiation yes SIV initiation you know the initiation of the study,physibilty we have several discussions usually with the CRO on the physibilty first of all the discussion around recruitment target retention,information how to inform the community,what are the different strategies of recruitment,depending on the diseases were are working on.
I:yah.
P:We have to provide certain measurement like what the peverlent of the disease in your,you know set up
I:Yah
P:so it help also when you project your different recruitment rate of a time depending of how long you have,how much time you have to do the recruitment, you need to do some projections and discuss those projections right?
I:Yah
P:You need also to discuss  retention because you know there's always a follow up period to a certain outcome so you need to make sure what are the different strategy you have in order to achieve the projective of the trial right?
I:Yes

P:we have also discussions around the research side you know what are the resources..what are the resources available for the trials and what are needs or the gabs that need to be addressed before even the study starts so we make sure we have all the  different resources if we need more we have to discuss those upfront and we need to make sure so we have the team..its human resources,its equipment it's the pharmacy it's storage it's called chain..it's all of that, Those equipments that we need to have in place yeah.
I:And then what role have you played in the implementation of clinical trials?
P:If I'm a PI,usually if  I'm a PI I so..I coordinate all those effort in implementation so discuss with the..usually we have the discussion with the CRO because the sponsor would always maybe outsource the implementation of the study reserved with the research organization so I am the contact person with that,with the research organization I provide the  information regarding resource, do we have the resource regarding the team,the stuff,do we have enough stuff and I  also make sure that we have the proper trainings for athe training needs that we need ..In the design I discuss also how are we going to do the recruitment strategy, I discuss what what are the targets.
I:Yeah 
P:What are the targets that we are putting in place and so at the end of the day I'm responsible to make sure that the study is combated properly.
I:[laughs] Yeah 
P:that's what PI do
I:Yes
P:So If someone goes to jail it's me you know[Laughs].
I:[laughs]
P:That's how they tell us they just simply 
would tell us it's on you…so Yeah supervise everything..

I:alright so you supervise everything, Alright so have you ever been involved clinical trials that fail to be informative?
P:No.
I:No?..
P:And I was interesting by this question because today this morning just before your meeting, I had a meeting here it's now around 07'Oclock , it's 08'Oclock I had a meeting at 05'Oclock I told you I'm in the US so I have to wake up at 04:00 am to attend to your meeting and the other meeting and that trial..I'm gonna talk to you because it's unetoctical,because of that question, The trial was stopped because, not because the trial was not informative but because the intervention was not working so the drugs that they were giving for TB ,we didn't see improvement after 2 months or 3 months we were expecting to see the improvement but  we didn't see it..so the safety monitoring board decided that you know we better stop the drugs and put the patient back to the normal treatment and I don't consider that as a fail,because we had a lot of information from that trial but that trial did not go to the end because the drugs were not working it looks like it was not working. 
I:Okay,Alright and then what challenges have you observed in the contact of the clincal trials in South Africa?
P:I think, I'm gonna give you experience 
from our side,I think the,let's,let's say that we have already organized resources and site training and everything, so we have all the team ready to to start right?
I:yah
P:The first target or the first challenges the recruitment..the recruitment take a lot of time and..depending of which set up you are and you have eligibility criteria,you know you have to make sure that you  find eligibility criteria so depending of what is the trial..you can have..if you do a vaccine trial depending on the trial you're doing, you can do a vaccine trial, you can do a drug trials right?
I:Yeah 

P:If you do a vaccine trial you can have a recruitment challenges because of hesitancy ,people during Covid you remember people didn't want to vaccine,
I:yeah
P:so you can have people..for example we checked vaccine in general which make your life difficult because you have to convince people to come to do the trial and it takes time and you have a specific amount of time,your time is counted and your target are counted is of course related to if you don't reach your target right?
I:Yeah
P:So that is also yeah..so once you have recruited the..the participant they go to the..the trials you have to retench them..
I:retenship..
P:You have to make sure that they stay in the trial until the end okay?,For me those are critical components ..
I:yah..
P:That  require a lot of effort from the teams to make sure that you recruit enough and you retent them until the end.In between is operational, for me in between is operational, Is operational because you remember we are human beings so you  have, you’re working with people who need  to make sure that all   the processes are correct and correctly made but infact you have. That’s why you have a monitoring session where you have external.. you have internal you see management and you have external monitor who come to make sure that all processes are followed correctly.so in between for me is more operational and I don't see that as a challenge, I see that as you have to  make sure you're monitoring properly and you train your team properly and you make sure that If there's issue you need to know how to resolve the issue and you make sure, and remember if you go to trial the most important thing is safety of the participant, Safety of the participant is the most important thing make sure your participant is safe and make sure  the data is correct. 
I:Yeah,so you say..
P:..And you know that because it's your guidelines. Yeah
I:[laughs] So,you said one of the problems that you face is a challenge with recruitment because sometimes people might have a hesitancy in trying your ..
P:Yes
I:idea right?..so how can you resolve this challenge when there is hesitancy when recruitment is going slow even though you've got the team and everything?
P:Yeah, you have to make sure that you,you community enganged,you have to engage with  the community while you work and I also think it's also part of your guidelines,because in the Collaborative section..
I:Yeah.
P: you have that section there,yes you will have to make sure that you are engaged with the community you give as much as information  possible as it says in your guidelines and you trust and you're transparent you explain and we are lucky where we are is where we been like 20 years of research maybe more than 20 years,22 years in the same community so they have seen how we work, we haven't had major issue we have a trust relationship and you explain you have documentary advisory board and you give  information session and you explain to the participant and you let them know if you not happy you can stop whenever you want, whenever you don't feel,you stop and you explain to them also what is the benefit to risk,
I:Yeah 
P:In general when you are trying a new vaccine, because I do a lot of vaccine is  you have to explain them clearly, okay this is the vaccine we are trying this new vaccine we are hoping this vaccine do this..
I:Yah
P:But we don't know that is the reason we want to see, is the vaccine safe, yes the information we have so far  it's safe but when we use it in a larger population you have might have something you didn't expect because yah, you know it's a matter of transparency and information. 
I:And the retention challenge how can we resolve that retention challenge?

P:The retention challenge that is interesting what we do on our side we make a lot of effort to keep in touch with the participant so we have telephonic,we know where they live, usually we try to have the next of kin information but you know the participant sometime they change cellphone,you know here in South Africa they change the cell phone so after 1 year their cellphone doesn't work so we lucky I don't know but we change so   make sure you  have 1,2 or 3 cellphone from the same family which help you people  also change address and that is a [name of the place mentioned] programme ,the [Name of the person leading the programe mentioned] programme there in DSS,she knows, people move..[laughs]
I:[laughs]
P: So when you left them there and then the  year after they are somewhere else.
I:Yes
P:So that can be a problem but luckily in our set up,you know we people, our field workers live in the community so our field workers are part of the community,
I:Yeah 
P:So they know the area,their neighbors, they know that so we try to keep contact with the..
I:..with the people..
P: By visiting,home visits,telephonic, family member etc..that's how we do it
I: And then what are some of the challenges you have observed with randomization into trials?
P: The challenges in randomization?
I:Yah..into clinical trials?
P: I don't know I think all the trials that we do are randomized I haven't seen the challenge in randomization, you know when we design the protocol, the protocol have already a description on how the randomization will be done, you know, it depend of how the randomization it set up you know sometime we have a radio platform that have been designed, you know, we have a platform that does randomization for us, so you just follow what the platform tell you, you enter the detail of the participant and give their number,

I:Yeah
P:and then you proceed…
I:Yeah 
P:So  for my set up for where I am we don't have randomization problem but what I can tell you in general, in South Africa and remember South Africa is different from other country ,South Africa regarding access to IT,you know internet..
I:Yeah 
P:You have access, you have telephonic plan, you see,your resources, equipment is another way we should not have randomization problems, okay?if you don't  have those technique or those technology we have a whole set of, the previously set of randomization was putting an envelope. You know, you put all the random members in an envelope, you know
I: [laughs]Yes..
P:Man these are old systems,
I:[laughs]Yeah
P: You put them in an envelope when you have a participant you give us a cup, the number already  3 determined and as they come you give the envelope that also was a randomization system, those can be problematic because you can choose who you give that envelope to..
I:Yeah..
P:If you have 5 aligned, you know, but you don't know what is in the envelope, you don't know because randomization have to be blinded, you don't know and then you give and give and give you can give to your friend but randomization have to be as they come in so you have sequence..
I:Yeah

P: you know, If you do it that way it can be a problem, but in South Africa i dont think we don't do anymore like that,we do electronic funk, you know.. [inaudible]
I:you mean, [inaudible]pull up against the light [laughs]
P:[Laughs] you know that so that's where things can happen fast..
I:Yeah 
P:Yeah 
I:And then how can this process of randomization be improved?
P:I think when I look at the survey I say do you want your team to be trained, me I understand the randomization..
I:Yeah 
P: Why? because of my education or experience but I think it's important and it will be good for the team at large ..
I:Yeah 
P:To understand why we do the randomization, why it's important?
I:Yeah
P:Why it's important that it succeeds and it's beyond just those envelope of a number, it's the entire study depend that randomization if it goes wrong then the study is messed up so that is a really, it’s a  critical point in clinical trial when randomization happen, how can it improve, my problem is that what are [inaudible…],maybe I didn't see that in the guidelines. I didn't see that in the guidelines to say that infact what is the problem is that we have identified as public form for randomization, what is it?
I:yeah,okay[laughs]
P: Because i don't see it.It work fine,
I:Yeah 

P:it's well described, it works fine 
I:Yeah 
P:But as well, where did it go wrong, the envelope I know, this thing I know the one that I put on the line I know,that is that.
I:[laughs]Yes..
P:The unblinding ,the randomization itself is fine, it what happen after the randomization that is a problem you see..
I:Yes 
P:That is a critical point, is they randomize after that you don't follow what the randomization tell you that is the danger yeah
I:[laughs]Hhayii 
P:Because you decide yeah you decide against what randomization tell you. You say no my friend I feel you take this one and that is how you mess up the randomization. But if you just follow the randomization, it shouldn’t be a problem. 
I: Let’s talk about the conduct and implementation of randomised clinical trials. Good randomized clinical trials is 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 trails without a good scientific justification?
P: The marginalized people, people on drugs, people who are homeless, usually pregnant women. Let me start by the pregnant women, they are usually not involved in clinical trials because of the risk, there is not enough information regarding the risk on pregnant women and the foetus. So people when they want to develop a product, usually they try to avoid that group because the data that comes there can stop the development of the vaccine, we don’t know what’s gonna come there so they put them aside and that is something that we need to consider. I understand an infant is more or less involved in the product development, they are a part of trial, they design trials for infants for babies. Usually marginalized people, homeless people, those people are not recruited in trials because of retention for example if it’s a drug addict, you can not rely on them to be able to do that. But what can we do about it, that’s also something that we need to think, it’s not an easy question but we have to consider that it is a sub group of population that are not really studied, we don’t involve them.
I: I was about to ask that what changes need to be made in the design in conduct of clinical trials to be more inclusive or varied populations.
P: I think we need to understand why we don’t include them. Pregnant women I explained to you why we don’t include them, because of the risk. Marginalized people, we need to think about the design of the clinical trial that can take into account their context in order to make sure that we include them but we have the specific design which follow the guidelines and principles but in that context because in your guidelines the first part of them it says that “through this guideline and principles have to be applied in different context but vigorously but have to be respected regardless of the context” so in this particular program, in this particular group, you have this context, you need to apply these guidelines but take into account that this is the [inaudible] population, how can you make sure you include the but respecting the guidelines. I don’t have the answer but we need to think about it.
I: 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: It depends on the clinical trial. If you have a vaccine trial it’s easy, you take the vaccine in your arm, there’s nothing you can change, it’s already in your arm, okay, you come, you go. Now it’s the drug trials that are problematic. I think it’s important to explain, you have to explain and explain, educate your participants each time they come, each encounter is a point of education, explaining that if you mix up the medication or the drugs, there’s side effects for you, there’s a safety issue for you first of all. It also affects the study but for you, you are mixing up different intervention, we don’t know how it’s gonna affect yourself because we haven’t studied it that way, you are creating a new situation. So avoid those combinations. I think education is the, educate your participant at every point of contact because if they don’t respect the allocation, remember we can not control that. The participant goes home, his brother is receiving this, they are in the same household, how do you make sure that that brother doesn’t go and try the medication of the other one. And the other will maybe try to say I feel better than you, mine is better, you are not feeling better. You see what I mean. And do you want to try mine because mine makes me feel good, I see you are sick with yours. You see what I mean. And that time there’s no control from us. I think education, you have to educate your participants.

I: Disproportionate data collection wastes time and resources. Based on your experience, what are some of the common errors in designing CRFs in large volumes of data that is not relevant to the research question?

P: My friend, I have a problem with the monitor, if you see my document I highlight a lot of sections, that section in particular. And I think when we design the CRF and that’s when we had a discussion, the sponsor, when they design the CRF the need to discuss with the study team. Usually what happens is the study start, they give you the CRF they already designed, we don’t have input in that CRF and some of the information, you ask yourself what are you gonna do with that. If you ask me a question which is not relevant, you have to explain to me why you ask that question, you understand. Otherwise it’s a waste of time, resource, it’s a burden on the team to go and put unnecessary information. And you are asking me what time did that person get out of the hospital, sometimes you can find it in the medical recording, you can find the time of discharge for example, it depends on the local clinic because sometimes you do not find but you’re gonna leave that query open for six months because 10:30 is not in that, and ask that even if I put it what are you going to do with 10: 30 in the efficacy of the vaccine, in the safety of the vaccine, 10:30, you see what I mean. I understand you want but it’s unnecessary in a seashell. So usually what we do in our site, we have a lot of discussions with the CRO and if that questin is not relevant, we discuss, sometimes they agree with us, that question doesn’t go forward. But the PI needs to understand what are the questions but I will ask how are the relevant to that clinical trial. They have to be part of that discussion, you can not just bring [inaudible] just run it now, they have to be part of that discussion because you look how it affects the people who are working and to provide that information, it has to be critical, if it’s not relevant or critical then let’s focus on the critical one or the important one.

I: The important question, no [inaudible].
P: No take back, [inaudible]. If you know why, you are reminding me that I have an issue like that but we learn with time, but you get there, you are the youngest so you understand what I mean and I was happy that that section is in the guidelines because I’m going to take it and give to my monitor and say read it because I think you didn’t read this. So it’s important.
I: communication with the participants is one the ethical requirements in the conduct of the clinical trials, how can this be improved in your context 
P: remember in South Africa the board of south Africa we have many languages and its not sure that the whole team speak order language you have to consider that also, we have to make sure that the participants the explanation given to to them is by somebody who speaks the language they understand if they have questions, I think we have really remove area language, we have to make sure that team or participate feel comfortable to ask questions, how do we make sure that the participants feel comfortable you know, they have to feel comfortable that here we are working together for a specific goal if there some signs or stories what we do sometime in the clinical trials we address not assess the participant but we also assess in their lives how does it work, the participant is multi dimension not just you record what you record the dimension you ask how are you today, did you sleep well, how is situation at home you can see  is stressed and ask what is going on they start telling you stories which are not part of the study but it tells you another story you have to listen and maybe say let me refer you to a social worker maybe they can help you will tell me how it works maybe I’m gonna guide you to get help that is important 
I: And does registration of clinical trials in publicly accessible to database demonstrate transparency?
P: Luckily in our team we have somebody in charge of registration I think when we start a trial the CRO the organization who do registration before we start we are not in charge of the registration this year  will take that responsibility before it was CRO I think transparency is well established process but I can not tell you now because I don’t do registrations but somebody else does it
I: you think we can improve this transparency of clinical trials?
P: I think it better than 5 years ago I think it have improved over time I think 10 years ago it was a problem some trials were not registered I think the GCP guidelines have made it a requirement that all the trials should be registered and now it all pretty standard all trials are registered it have improved already 
I: how do you assess the trial is operational viable in your context
P: that we have this discussion around the protocol the draft protocol before, we had a lot of discussions, we had discussion with the sponsors the clinical development we discuss  we our own team to see if the way that that designed is it feasible in our side we have to know if it is feasible in our side for example I had a request asking me if I want feasibility of vaccine of monkey pox, you see a monkey pox
I: yea
P: I told them we cannot do that our side is not prepared even the prevalence of the study we are not prepared to do that study already you can see that is not for our side, you look at eligibility you look at the protocol, what is the question of protocol what are we trying to achieve in the protocol you look at the eligibility of the participants and you see, can you recruit this type of participants if you cannot recruit this type of participants for a certain reason you have upfront say no this study is not adequate for this, you look at also number of the follow up visits, the duration of the study and you look at which is can be important research question but you also have to look at how many turn points you have to see participants in order to make sure you are collecting the data adequate if you do it every two days the participants who are working might not come if the are working they will not come and you have to justify why not done follow up on this interval why this Window we have to understand that not just the sponsor even us as PI we have to understand you need this interval, we discussed the protocol we discuss a lot we discussed with a sponsor with development team with the team the research scientists themselves we to discuss with them that we do it or not
I: how can monitoring and auditing improve the quality of the conduct of the clinical trial?
P: The monitoring improve I agree because it allowed the external eyes on what we do sometimes we are so busy we don’t have that external you know and its very important that monitoring external monitoring that is important, audit if the regular authorities its for the next phase if you want your vaccine to progress to licensing to the market or the regular authority needs to make sure that they audit, the audit is also very important but I think the first external monitoring is critical and that the audit to just make sure that the product can be put on the market. 
Int: how often should the clinical trial the monitoring and auditing an inspection happen in a clinical trial?
P: how often?
I: yes
P: it depends, it depend on the size of the trial it depends on how many risks are foreseen, at the beginning you already have to know before you even start where your risk how often imagine if you have a trial of 5000 people know how big your team is if you have 50 to 60 people you have to make sure. The more people you have, the more risk you have because human error can happen all the time. So it depends on the size of the trial, it depends on the risks that are associated with that trial. So it depends, small, small study you don’t need a lot. Big, big study you need at least two months, every two months you need a monitor. For me every two months will be fine.
I: Every two months?
P: Every two months would be fine.
I: Now let’s talk about the good clinical trials collaborative guidance. The GCTC guidance was developed by a group of diverse and multi-disciplinary 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 GCTC guidance will strengthen scientific and ethical qualities of RCT regardless of their context. Have you heard of the good clinical practice and it’s guidance?
P: Yes b [laughs]. To tell you the truth, I saw the it was compiled in 2022, if I’m not correct no. I haven’t heard about it before, I heard it recently. To tell truth, it was last month, we discuss with And and she mentioned this particular document.
I: So the GCTC document, because I sent it to you, if you went through it you can see that it’s a set of new guidelines to conduct good randomized clinical trials.
P: But it’s not new guidelines, I read the document, it’s not new guidelines. I think what they did is just articulate in a document the guidelines that, let’s say the principles that already exists in clinical trials, they put it together and what I did appreciate is that they put the principle, they explain why and they explain what are the risks if this principle is not respected. They did that for all the principles but it’s not new, it’s not new guidelines because as I mentioned to you, this is how we do clinical trials. When I was reading all the documents I said yes we do it this way. So I agree with all the principles because that is what we do and that’s how we know them.
I: Looking at the guidelines, what challenges do you think can be resolved by implementation of the GCTC guidelines in your organization?
P: To tell the truth, we do everything that is in that guideline, so we are familiar with the guidelines and I think we have experience with those guidelines. So at this level of experience what I’m happy about is it would be good to have a workshop for those guidelines for my organization because we have also new staff coming in. we have new staff who don’t have the same level of experience, we have old staff who have been there for 10 years but we have new staff coming also and I think they don’t have the spirit, the spirit of RCT. Maybe a workshop would be good just to have everyone refresh memories and experience, that’s what I would suggest.
I: Are there any aspects of the GCTC guidance you do not agree with or do not align with your practices? 
P: Do not agree with? Let me see because I’ve made a lot of notes but I don’t know if I’ve got it here. I agree with, what I wanted to say is that it’s very important before you do clinical trials that the statistical plan be well documented in the protocol. I’ve seen some protocol where it’s written the statistical plan will be developed whenever. And here I agree that it has to be developed and describe upfront in the protocol before you even start recording the participant, that is for the statistical plan. I think this is important for the people who develop protocol to make sure it’s there. What I didn’t agree with is the level of details, volume, nature, level of detail data collection to be balanced and get potential value. This is what I discuss with you that you have to be serious with disproportionate data collection wastes time and resources. We discuss that now, I highlight this here and [inaudible]. Yes I agree 100% with that. This part needs to be shared with sponsors, they really, really need to read this section because usually they are the ones who propose the RCT. Otherwise, I don’t have a section I disagree with, I think I agree with all of it, I agree. I also agree with, I think what size, on general I agree with the principle.
I: What could be improved on the guidance?
P: What can be improved. Okay these guidelines are for South Africa? In fact this interview is for South Africa?
I: Yes.
P: I can not elaborate on the useful of these guidelines outside South Africa. For South Africa, it is a level of, as I have mentioned resources and experience where these guidelines can be implemented in South Africa and I think most of them are implemented like in South Africa. I think there’s  nothing I can do to change this. It is well summarized, one maybe question I highlight here is use of existing resources, they say RCT should be practical given the infrastructure in relevant setting but what they say, it includes optimal use of resources and facility. If you’re working on clinical trials, we work on clinical trials on a research setting so some can work in hospital setup or whatever but the training that you need to do, if you’re working at the hospital, theirs is the staff that are working in that hospital, for this trial you need to be trained, the way we collect information in a normal resource setting like a facility, is completely different than when you do in a research trial. So when you say it like this, you have to make sure that proper training of clinical team working on the [inaudible] need to make sure that there’s a data etiquette and the data is well collected and the assessment are well done. You don’t just go to the hospital and say, it should be recognized that there are many aspects of conducting clinical trials in routine care. Routine care is routine care, clinical trials is clinical trials, what you do in routine care is not necessarily what you do in clinical trials, so I think they can clarify that a little bit to make sure that we are not saying that let us go in any local setting and using the routine care you have to be careful and you need to train people. The only thing I saw that was a little  bit, could be clarified, excessive monitoring data, we’ll come back to. That’s it, I think that’s it.
I: Okay.
P: Yes, no more comment on that.
I: I was about to ask how is the GCTC guidance applicable to your organization or department, you said you would, new staff members who are coming in.
P: Yes, yes, yes. I think the new staff coming in.
I: So you would suggest training for these people? One of my questions is would you recommend training for the GCTC guidelines on your organization?
P: Yes for new staff and refresher for old staff because we do so many trials it becomes like a routine, we don’t think about these guidelines anymore because we are doing it everyday but you don’t have the bigger picture and I think in a blood organization sometimes we lose the bigger picture, this type of workshop and you will have feedback for those who are working on the ground, what are the challenges that they have when they work on the ground. And that would be a good opportunity for them.
I: One of our objective is to introduce and promote the GCTC guidance and the doctrine of it’s 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, absolutely.
I: What challenges do you foresee in the introduction and promotion of the GCTC guidance in South Africa?
P: I don’t see any challenge because you’re going to promote to, as you just said that you are already doing RCT or are you going to promote to new people who have never heard about RCT. It depends on what is your audience, if you promote, where are you going to promote it, if you promote in research institution or clinical trial organization, of course these principles are the ones that are applied at the moment, I don’t see a challenge for that. So it depends on where you’re going to promote it but I think I don’t see any problems in using these [inaudible]. So I don’t see a challenge in that.
I: If you were tasked…
P: Maybe for new organization, new CTO because remember we are old but the new institution who are in clinical trial, they need to be trained on these guidelines for experience. We need to identify those clinical trial organizations and then do workshop or train them and have their feedback on how is it difficult, what are the challenges, what are the feedback on it then maybe see the generalization of these guidelines but these are for new CTO, an old can have a workshop to refresh but a new one, there are many new CTOs, so they new to know these guidelines.
I: If you were tasked with the promotion and increasing awareness of GCTC guidance and the doctrine of its principles in conduct of good randomized clinical trials in South Africa. How would you implement the promotion and awareness of the GCTC guidance and the adoption of its guidance?
P: How will I promote it?
I: Yes.
P: Andani, how about you pay me a job. [laughing] I think first of all you can use all the material of communication, you can do short videos but there are many videos, you can do social media, you can maybe prepare. You know this document, I had to ask you, it’s 20 pages, I had t read the 20 pages but make it digestible, make a format, a booklet, a short booklet that everybody can read and understand at everybody’s level. Remember not everybody will read that document and digest that document, so if you want a broader accessibility, try to summarize those principles, in a way that its friendly, user friendly, accessible and from the field worker to the clinical nurse, so that they are quickly to have a booklet of reference, a small booklet of reference with key principles which they can always refer to if they remember and you can also explain why the RCT is important, without RCT we can not have treatment, we can not test new treatment. I think you have to make it user friendly and accessibility in people’s language. I have been speaking a lot of English since I have started the interview and it’s not my first language. So people who are in clinical trial are necessarily English people, people who work on the ground are necessarily fluent, so make it in the language that everyone understands. Even our participants, you know our participants are smart, maybe if they do not speak our language but they are smart. What will be RCT booklet for participants in general. A few suggestions I gave you.
I: You mentioned that people that we can, major clinical trials implementers that we can approach to promote and raise awareness of the GCTC guidance and adoption of its principles in the conduct of clinical trials in South Africa could be like new CROs. Which major clinical trials implementers and key stakeholders in South Africa should we approach to promote.
P: The department of health, remember the department of health, local hospitals because some of the recruitment occur in those, I don’t know if you are looking for sick people, it depends on what you are testing, your local department of health, key stakeholders. If you are working with adolescents, all the national health department we have to go to the department of education for example to explain that we’re going to do RCT for adolescents that is for TB so you need to provide them with information that can make them understand what you’re doing and why you are doing it. Community based organizations, because you have club members, even on churches where people understand what is it, where you recruit people, those community based organizations need to know, you not at the next day come and their door and say you just need participants but what are you doing, they don’t understand, so as much as possible spread the word.
I: You said we can contact new CROs, we can also approach DOH to promote guidance and raise awareness of it, community-based organizations, places where we recruit people. Which other major implementers of clinical trials stakeholders can we approach to promote and raise awareness of the guidance?
P: may I ask you what which one have you thought of so that you can teach me too?
I: We are approaching CROs, research institutes, pharmaceutical companies, university affiliations institutes, funders of clinical trials, ethic boards as well.
P: You have listed all of them but I think those ones know already, all those institutions they know, this guideline they know but its well articulated in the document, it’s a term of reference, the only term of reference but those who don’t know, how do they buy in, one must go trial, how will they be informed about it. There’s a lot of stakeholders that you approach.
I: Is there anything else that you would like to share with me?
P: I think nothing special, I’m very familiar with the guidelines so it was easy for me to read it, I told you I highlighted the document in some of the sections, I think it’s a good reminder for me, I knew this but I like it because it’s well articulated in different sections, I think that’s what I like about the document. And it highlights the points that I thought were important also, so I’m happy that I could agree with some of the highlights that are important.
I: Okay, thank you so much for your time, I really appreciate.
P: I hope I can provide you with some interesting information and I hope that it will help you very much. Do you need more people because there are people in my organization, my colleagues, PIs. I don’t know if you would like that. What I will do is I will send you an email and I will copy them as say that I just had a conversation with Andani regarding these guidelines, if you are interested please contact her, I have copied her on this email. So I will just copy everyone and you can have a different option but this is my option.
I: Thank you so much.
P: Say hi to [name of the colleague mentioned]
I: I will say hi to [Name of the colleague mentioned]. Bye, enjoy the rest of your day. The time is 17:06.

