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[bookmark: _Toc223626783]Executive summary
The proposed study is a multicentre research project designed to evaluate outcomes of cardiac surgery in Africa. The incidence of in-hospital cardiac surgery complications and the postoperative complications in Africa remain largely unknown and undocumented. This lack of knowledge of the incidence and prevalence of adverse outcomes associated with cardiac surgery leads to poor clinical and patient self-management to prevent adverse long-term outcomes. 
A continental study of cardiac surgery procedures and perioperative complications would provide the basis for key strategic drives that are aimed at 1) informing perioperative management plans, 2) improving cardiac surgery outcomes; 3) enhancing lifestyle and behavioural changes in self-care by patients following the successful completion of cardiac surgery procedures.
The project will be a collaboration with teams from participating nations. In collaboration with study coordinators in participating countries, the project will establish centres of patients identified to undergo cardiac surgery with a data collection period of 28-days with in-hospital follow of 30 days. All consecutive patients admitted to participating health facilities in collaborating centres and scheduled to undergo elective and non-elective cardiac surgery will be included in the study. Data collection instruments that have been approved by ethics committees, piloted, and validated through two previous studies will be used for the current study. A further testing of the adapted research instrument will be performed utilizing a Cronbach alpha technique.
In this study, using advanced analytics, that may include support vector machines, artificial neural networks and other classification models, the relationship between preoperative patient parameters, perioperative complications and mortality will be described. Machine learning algorithms, including classification and regression tree (CART), Naives Bayes (NB), and random forest (RF), will be trained to predict in-hospital mortality. Feature importance will be extracted and validated with PCA. The predicted probability of mortality from the best model will be used to define individual risk, which will be used to validate a Congenital Cardiac Predition Score and develop a contextual African Adult Cardiac Outcomes Predition Tool. 


1. [bookmark: _Toc223626784]Introduction
Cardiac disease is a major cause of morbidity and mortality in the African population. In fact, 38% of all non-communicable disease (NCD) related mortality in Africa is reportedly due to cardiac disease or cardiovascular disease.1 Furthermore, the African continent has yet to rid itself of cardiac complications related to rheumatic fever and rheumatic heart disease.2 Therefore, medical therapy alone might be insufficient for cardiac disease management, necessitating surgical intervention in some cases. 
Although The Lancet Commission on Global Surgery advocates for achieving safe surgery for all, cardiac surgical outcomes in Africa are largely unknown, therefore limiting any efforts to mitigate adverse outcome and lack of capacity.1 The Lancet Commission on Global Surgery has been established to define safe surgery and develop strategies to ensure the adequate provision of safe surgery.3 4 Based on the global health burden of surgery, a call has recently been made to include perioperative mortality rate (POMR) as a global health metric.5 Two global health metrics have been proposed for POMR; death on the day of surgery, and death on hospital discharge or at 30 days.5 
Part of the challenges with achieving safe surgery for all, particularly in the African context, is the heterogeneity of communities living on the African continent,1 with varying degrees of equitable access to adequate and good quality health care. This challenge is more pronounced in the case of safe cardiac surgery in the Africa, where data is limited.
A continental audit of cardiac surgery procedures and perioperative complications is needed. Information from this process can be used to build capacity for cardiac surgery in the African continent. It can also be used to drive quality improvement initiatives, and to provide more accurate information on postoperative complications of patients undergoing cardiac surgery in this setting
1.1. [bookmark: _Toc223626785]Literature review
1.1.1. [bookmark: _Toc223626786]Determinants of surgical outcomes
The non-cardiac surgical population represents a major global public health burden with approximately 234 million major surgical procedures performed worldwide each year.6 In unselected non-cardiac surgical patients, reports of early postoperative mortality vary between 2 and 4%,7 8 with an annual global mortality of 5 to 10 million. Surgery is a cost-effective intervention,9 even in low to middle income countries10 and as such it is considered a core component of health.4 However although benchmarking between countries is important, what is really required to improve public health is an understanding of the determinants of surgical outcomes, so that risk factors for adverse outcomes can be adequately addressed. Major postoperative complications include mortality, cardiovascular complications, renal failure, intensive care unit admission, reoperation, and sepsis/infection.
[bookmark: OLE_LINK1][bookmark: OLE_LINK2]In a South African Surgical Outcomes study (SASOS), Biccard et al. found that NCDs contributed more towards perioperative mortality than sepsis and injuries.11 NCDs had a population-attributable risk for mortality to be 25.5% (95% CI 5.1 - 55.8) and a risk of admission to critical care of 23.7% (95% CI 4.7 - 51.4).11 In a follow-up Africa Surgical Outcomes study (ASOS), they concluded that despite the low risk of postoperative complications, African patients “were twice as likely to die after surgery when compared with the global average for postoperative deaths”.12 
These findings by Biccard et al. on the general surgical outcomes in South Africa and Africa, point towards a need for establishing the same knowledge for cardiac surgical outcomes.11 Prior to the two studies, it was apparent that there was little or no data describing the determinants of surgical outcomes in lower- and middle-income countries and particularly in Africa. Consequently, there was little or no data on the factors that need to be addressed to make surgery safer in South Africa and Africa as a whole. The same level of a multiplicity of unknowns about the factors that needs to be addressed to ensure cardiac surgical safety demonstrate an urgent need for the current proposed study.
1.1.2. [bookmark: _Toc223626787]Determinants of cardiac surgical outcomes
[bookmark: _Hlk98154644]Some studies, albeit limited, on factors deterministic of cardiac surgical outcomes have performed specific factor analysis on different factors such as, 1) the length of stay in ICU after surgery; 2) mortality; and 3) multiorgan failure. 13-17 These studies all indicate the need to further study the determinants of cardiac surgical outcomes. Furthermore, most of these studies are more than two decades old. New and enhanced knowledge on the interaction of factors to produce cardiac surgical outcomes is needed. Furthermore, studies which seek to develop frailty and susceptibility indices to characterise and pre-empt the cardiac surgical outcomes will improve the quality, safety, and accessibility of cardiac surgical interventions in the African context. Additional factors such as the social profile of patients may also provide knowledge on the social determinants of cardiac disease outcomes. 
[bookmark: _Toc223626788]1.2.	Problem statement
Increasing numbers of cardiovascular patients require cardiac surgery besides medical therapy; but as with most major surgical procedures, cardiac surgery is not without risks. Major postoperative complications including mortality, cardiovascular complications, renal failure, intensive care unit admission, reoperation, and sepsis/infection are on the rise. As these postoperative complications continue to rise, the uncertainty about the rate of their occurrence has gravely limited the ability to plan for any mitigation strategies and interventions.
[bookmark: _Toc223626789]1.3.	Public health relevance
The differences in the surgical characteristics and the predictors of morbidity between SASOS and EuSOS suggested that African surgical outcomes data was necessary to identify predictors of morbidity which could be targeted to make surgery safer in Africa, and potentially in other lower- and middle-income countries across the globe. It can be posited that, the need of research that will identify predictors that may be targeted to make cardiac surgeries safer in Africa is even more pronounced. Only once we understand the complexity, and the burden of morbidity and mortality associated with cardiac surgery in Africa will we be able to allocate resources appropriately and finally consider interventions to improve patient outcomes. This study therefore has important public health implications for Africa. 
[bookmark: _Toc223626790]1.4.	Research questions
What are the available cardiothoracic surgical facilities in Africa? Which African countries can adequately perform cardiac surgical interventions, and what is the level of capacity development for cardiac surgery in the African continent? Which patient populations are more susceptible to severe cardiac disease that require surgical interventions? What are the important predictive factors necessary to improve the quality, safety and equity of cardiac surgeries performed on the African continent?
[bookmark: _Toc223626791]1.5.      Objectives 
1.5.1. [bookmark: _Toc223626792]Primary objectives
1. To determine the in-hospital mortality (30-day in-hospital mortality) rate for patients undergoing cardiac surgery in Africa.   
2. To determine the incidence of in-hospital postoperative complications in adult and paediatric cardiac surgical patients in Africa
2.5.1. [bookmark: _Toc223626793]Secondary objectives
2. To determine the rate of mortality on the day of surgery for patients undergoing cardiac surgery in Africa.  
3. To describe the relationship between cardiac postoperative complications and postoperative mortality.
4. To describe the proportional contribution of communicable, non-communicable diseases and traumatic injuries to in-hospital mortality and critical care admissions in Africa.
5. To develop a contextual preoperative adult cardiac mortality prediction tool. 
3. [bookmark: _Toc216713569][bookmark: _Toc216791386][bookmark: _Toc216791441][bookmark: _Toc216859576][bookmark: _Toc216713570][bookmark: _Toc216791387][bookmark: _Toc216791442][bookmark: _Toc216859577][bookmark: _Toc216713571][bookmark: _Toc216791388][bookmark: _Toc216791443][bookmark: _Toc216859578][bookmark: _Toc216713572][bookmark: _Toc216791389][bookmark: _Toc216791444][bookmark: _Toc216859579][bookmark: _Toc216713573][bookmark: _Toc216791390][bookmark: _Toc216791445][bookmark: _Toc216859580][bookmark: _Toc216713574][bookmark: _Toc216791391][bookmark: _Toc216791446][bookmark: _Toc216859581][bookmark: _Toc216713575][bookmark: _Toc216791392][bookmark: _Toc216791447][bookmark: _Toc216859582][bookmark: _Toc216713576][bookmark: _Toc216791393][bookmark: _Toc216791448][bookmark: _Toc216859583][bookmark: _Toc216713577][bookmark: _Toc216791394][bookmark: _Toc216791449][bookmark: _Toc216859584][bookmark: _Toc223626794]Methods 
Data on the characteristics of sites providing cardiothoracic surgery and anaesthesia, and infrastructure (cardiothoracic department, cardiology department, functional cardiothoracic surgery theatres) in the recruited hospitals will be collected.
A 28-day, prospective, observational African national multi-centre cohort study of adult and paediatric patients undergoing cardiac surgery.
2.1. [bookmark: _Toc216713581][bookmark: _Toc216791396][bookmark: _Toc216791451][bookmark: _Toc216859586][bookmark: _Toc216713582][bookmark: _Toc216791397][bookmark: _Toc216791452][bookmark: _Toc216859587][bookmark: _Toc216713583][bookmark: _Toc216791398][bookmark: _Toc216791453][bookmark: _Toc216859588][bookmark: _Toc216713584][bookmark: _Toc216791399][bookmark: _Toc216791454][bookmark: _Toc216859589][bookmark: _Toc216713585][bookmark: _Toc216791400][bookmark: _Toc216791455][bookmark: _Toc216859590][bookmark: _Toc216713586][bookmark: _Toc216791401][bookmark: _Toc216791456][bookmark: _Toc216859591][bookmark: _Toc216713587][bookmark: _Toc216791402][bookmark: _Toc216791457][bookmark: _Toc216859592][bookmark: _Toc216713588][bookmark: _Toc216791403][bookmark: _Toc216791458][bookmark: _Toc216859593][bookmark: _Toc216713589][bookmark: _Toc216791404][bookmark: _Toc216791459][bookmark: _Toc216859594][bookmark: _Toc216713590][bookmark: _Toc216791405][bookmark: _Toc216791460][bookmark: _Toc216859595][bookmark: _Toc223626795]Inclusion & Exclusion criteria
Inclusion criteria
All consecutive patients admitted to participating centres undergoing elective and non-elective open and closed cardiac surgery commencing during a 28-day study cohort period with a planned overnight hospital stay following surgery. The recruitment week will run between March and June 2026, with the option to extend the recruitment period if needed. 
Exclusion criteria
Patients undergoing planned day-case surgery or radiological procedures not requiring anaesthesia.
2.2. [bookmark: _Toc223626796]Centres
Our plan is to recruit as many centres as possible on an international basis and ask them to include all eligible patients in the study. 
2.2.1. [bookmark: _Toc223626797]Number of centres. 
We plan to recruit as many centres as possible from each country for participation. 
2.2.2. [bookmark: _Toc223626798]Number of patients
We plan to recruit all patients undergoing open and closed cardiac surgery during the recruitment period. The selected recruitment period for a country will be decided by the National Leader.
2.3. [bookmark: _Toc223626799]Data collection and collation
Site specific descriptive data on the clinical workforce, healthcare facilities and infrastructure will be collected by the in-country study coordinators.
Data will be collected in individual centres on paper case record forms (CRFs) for every patient recruited. Appendix 1 shows the CRF. Paper CRFs will be stored within a locked office in each centre as they will include identifiable patient data to allow follow-up of clinical outcomes. Data will then be pseudo-anonymised by generation of a unique numeric code and transcribed by local investigators onto an internet based electronic CRF. The electronic CRF will be hosted on RedCAP. Each patient will only be identified on the electronic CRF by their numeric code; thus, the study co-ordinating team cannot trace data back to an individual patient without contact with the local team. 
A participant (patient) list will be used in each centre to match identifier codes in the database to individual patients to record clinical outcomes and supply any missing data points. Access to the data entry system will be protected by username and password delivered during the registration process for individual local investigators. All electronic data transfer between participating centres and the co-ordinating centre will be encrypted using a secure protocol. The data management protocol will be governed by the Data Transfer Agreement.
Where individual centres are unable to access the internet-based case record form, pseudo-anonymised (coded) facsimile (fax) data transfer will be available to a secure, dedicated fax machine in the co-ordinating office. Pseudo-anonymised (coded) data may also be sent by mail to the coordinating centre if necessary.
Each centre will complete a screening log reporting the number of eligible cardiac surgical patients who had surgery during the recruitment period at the centre.
Each centre will maintain a secure trial file including a protocol, local investigator delegation log, ethics approval documentation and the patient list. 
Once the local co-ordinator confirms data entry is complete for their hospital, they will receive a spreadsheet of raw (un-cleaned) data, allowing further checks for data completeness and accuracy.
[bookmark: _Toc223626800]2.4.	Dataset
Country and site specific data of cardiothoracic surgery and anaesthesia resources, and infrastructure will be collected. It will include:
a) Country of data collection,
b) Number of centres per country,
c) Hospital location, 
d) Number of specialists per department i.e., cardiothoracic surgery, anaesthesiology, cardiology, intensive care
e) Number of cardiothoracic surgical theatres and cardiology catheterisation theatre, 
f) Population proportion serviced by the facility, 
g) Counts of cardiac surgeries performed at the facility.
Centre specific data will be collected once for each hospital including:
a) university or non-university hospital, 
b) number of hospital beds, 
c) number of operating rooms, 
d) number and level of critical care beds, 
e) and details about the reimbursement status of the hospital.
Centre co-ordinators may request the addition of a limited number of data points to support additional country specific data collection and for subsequent regional analyses. All additional data points must be discussed with the co-principal investigators and if necessary, the Steering Committee.
A realistic data set will be fundamental to the success of the investigation, and this was confirmed in the EuSOS study where nearly complete data was available on 46000 patients, and similarly in the SASOS study. We have therefore adopted core data variables from the EuSOS, International Surgical Outcomes Study (ISOS) and SASOS studies to achieve the study objectives. We believe that these key data points will encourage centres to participate as there will not be an excessive burden of data collection. 
An ACSOS case record form (CRF) will be completed for every eligible patient who undergoes surgery during the 28-day cohort period (Appendix 1). Patients will be followed up until hospital discharge. This will be censored at thirty days i.e., patients will be followed up until discharge or for thirty days whichever is the shorter period.
[bookmark: _Toc223626801]2.5.	Sample size calculation
Our plan is to recruit as many centres as possible from each participating country and ask them to include all eligible patients in the study. 
We do not have a specific sample size and statistical models will be adapted to the event rate provided by the sample recruited.
[bookmark: _Toc223626802]2.6.	Statistical analysis
Data will be presented at a national level. All institutional level data will be anonymised prior to publication. 
Categorical variables will be described as proportions and will be compared using chi-square tests. Continuous variables will be described as mean and standard deviation if normally distributed or median and inter-quartile range if not normally distributed. Comparisons of continuous variables between groups will be performed using t-tests, one-way ANOVA or equivalent nonparametric tests as appropriate. 
Data will be analysed using additional methods. Univariate analysis will be performed to test factors associated with postoperative complications, critical care admission and in-hospital death. Single-level and hierarchical multi-level logistic regression models will be constructed to identify factors independently associated with these outcomes and to adjust for differences in confounding factors. 
Factors will be entered into the models based on their univariate relation to outcome (p<0.05), biological plausibility and low rate of missing data. Clustering and multilevel data will be modelled using mixed models that take clustering into account. Random intercept models and foxed effect models will be performed to test centre effect.
Results of logistic regression will be reported as adjusted odds ratios (OR) with 95% confidence intervals. The models will be assessed using sensitivity analyses to explore possible interacting factors and examine any effect on the results. Confusion matrices will be used to test model performances. 
The final analytical step will be the advanced analytics utilizing artificial neural networks (ANN). We decide on this deep learning analytics with the aim of extracting the model rules, that can further be soft computed into application programming interphase (API) output such as a mobile application for use by patients and cardiac surgeons.
The computational structure and functioning of ANNs borrow greatly from the functioning mechanism of biological neurons.18 19 In exactly the same manner that biological neurons receive stimuli and information from other neurotic cells through dendrites of their cell bodies, artificial neurons (ANs) also receive input from other ANs. Collectively, these collaborative artificial neurons form neural networks (NNs). 
These NNs are also, as in biological neurons (BNs), greatly interconnected and work in a layered manner.18 ANs in the one layer may be connected to other ANs in the other layer. Different types of NNs have since been developed and most commonly used include, a) Hopefield neural networks which are typically single layered in nature, b) multi-layered feed forward NNs such as product unit networks and standard backpropagation, c) temporal NNs such as the time-delay NNs, and d) Self-organizing NNs also known as Kohonen feature maps.18 19 The latter type is a dimension reducing algorithm that compresses the output of multidimensional input into a two-dimensional grid or map called a self-organizing map (SOM).
Artificial neural networks adjust weights and bias until certain classification accuracy is achieved or a particular criterion is achieved through iterative data processing. This iterative process of adjusting weight values and threshold values is known as learning. Learning can either be supervised, unsupervised or reinforcement.18 When an NN is fed data with input vectors and outcomes, the iterative process of adjusting weights and threshold values approximates points at which the difference between the real output and target output are decreased. This form of supervised learning is also known as training and uses a training data set.18 20 
Comparatively, unsupervised learning uses no assistance from external sources, and therefore primarily performs clustering of training patterns or associations. Learning follows theoretically well-developed rules. These learning rules include a) gradient descent, which is an optimization algorithm that minimizes a given error function. Weights of biases are adjusted using the gradient of the error function at the current weight value. 
Therefore, the purpose of this function is to find the weights at which the error is minimum; b) Least-means-square, also known as the Widrow-Hoff learning, which is a stochastic gradient decent approach where the objective is to produce the least mean squares of the error signal; c) Generalized delta learning rule, which is mostly used for back propagation and is characterized by random and repeated presentations of pairs of inputs and output during the algorithm training, and d) Error correction rule that works to minimize the cost function.18
The proposed ANN will be a two layered network, with the following dummy model:
a1 = f(W11(1)*x1 + W12(1)*x2 + W13(1)*x3……….. + W1n(1)*xn + b1(1) 
a1 = f(W21(1)*x1 + W22(1)*x2 + W23(1)*x3……….. + W2n(1)*xn + b2(1) 
a1 = f(W31(1)*x3 + W32(1)*x2 + W33(1)*x3……….. + W3n(1)*x3 + b3(1) 
hw,b(x) = a1(3) = f(W11(2)*a1(2) + W12(2)*a2(2) + W13(2)*a3……….. + W1n(2)*an + b1(2)

[bookmark: _Toc223626803]2.9.	Outcome measures
[bookmark: _Toc223626804]2.9.1 	Primary outcome measure 
1. In-hospital mortality (30-day in-hospital mortality) rate for patients undergoing cardiac surgery in Africa.   
2. Incidence of in-hospital postoperative complications in adult and paediatric cardiac surgical patients in Africa.

[bookmark: _Toc223626805]2.9.2.	Secondary outcome measures
1. Rate of mortality on the day of surgery for patients undergoing cardiac surgery in Africa.  
2. Association between cardiac postoperative complications and postoperative mortality. 
[bookmark: _Toc223626806]3.	Data management and ownership
On behalf of the Steering Committee and all collaborators, the Department of Anaesthesiology Research Office (DARO), at the University of the Witwatersrand will act as custodian of the data. In line with the principles of data preservation and sharing, the steering committee will, after publication of the overall dataset, consider all reasonable requests to conduct secondary analyses. The primary consideration for such decisions will be the quality and validity of any proposed analysis. A data transfer agreement (DTA) will be signed with all collaborating institutions, and partners. Only summary data will be presented publicly, and all institutional and patient level data will be strictly anonymised. Individual patient data provided by participating hospitals remain the property of the respective institutions. Once each local co-ordinator has confirmed the data provided from their hospital are both complete and accurate, they will be provided with a spreadsheet of the raw (un-cleaned) data for their hospital.
The complete ACSOS dataset, anonymised with respect to participating patients and hospitals, will be made freely and publicly available two years following publication of the main scientific report. Prior to this, the steering committee is not under any obligation to release data to any collaborator or third party if they believe this is not in keeping with the wider aims of the ACSOS project.
[bookmark: _Toc223626807]4.	Ethics approval and informed consent
The requirement for patient consent is expected to vary according to regulations of the participating nations. The national leaders will ensure ethics approval is obtained from their respective countries and centres. Centres will not be permitted to record data unless ethics approval or an equivalent waiver is in place. 
This study is in effect a large-scale clinical audit. We expect that in most, if not every country, that there will be no requirement for individual patient consent as all data will be anonymised and is already recorded as part of routine clinical care. This international precedent has already been set, as in the original EuSOS study, consent was waived in 27 of the 28 European countries participating,8 and seven of the eight ethics committees in the SASOS study,21 and in the ASOS-2 trial consent was waived in the majority of hospitals. In previous African paediatric perioperative studies, written consent was waived by six out of the eight ethics committees in the SAPSOS study22 and in a study in Kenya, written informed consent was waived in all 24 participating hospitals.23 
‘Broadcasting’ signage documents will be used at participating sites to ensure that all patients and parents/guardians are aware that the hospital is participating in the study. These broadcasting documents will be placed in key areas around participating hospitals explaining the study dates and the nature of the study. (Appendix 2)
Where individual patient consent is required such as in hospitals in the University of the Witwatersrand circuit, a general consent form (Appendix 3) will be signed by all adults patients who agree to participate. An information leaflet (Appendix 4) will be used to inform these patients of the study. In the event that patients who meet the study inclusion criteria are incapacitated and not able to consent, a family representative will be required to sign the consent (Apendix 3), however the family representative will be informed of the study using the family member information leaflet (Appendix 5). Once the patient regains the capacity to consent, they will be informed of the study and the fact that a family member had consented on their behalf, and the patients will be informed of the study using assent information leaflet (Appendix 6).
Consent will also be required for patients younger than 18 years, who might be considered minor depending on the study jurisdiction. These patients will be informed of the study using the information graphic (Appendix 7). Parents of legal guardians of consenting children will be informed of the study using information leaflet appendix 8.
[bookmark: _Toc223626808]5.	Publication plan
The steering committee will appoint a writing committee to draft the scientific report(s) of this investigation, which will be disseminated in a timely manner. The group will be known as ‘The ACSOS Investigators’. It is anticipated that several secondary analyses will be performed. ACSOS investigators will be given priority to lead such analyses and are encouraged to do so. 
Participation and authorship opportunities will be based on contribution to the primary study. The Steering Committee will consider the scientific validity and the possible effect on the anonymity of participating centres prior to granting any such requests. Where necessary, a prior written agreement will set out the terms of such collaborations. 
The Steering Committee must approve the final version of all manuscripts including ACSOS data prior to submission. In the event of disagreement within the steering committee, the co-principal investigators will make a ruling. Any analysis incorporating ACSOS data from two or more study sites will be considered a secondary analysis and subject to these rules. The Steering Committee must approve the final version of all manuscripts prior to submission, whether they relate to part or all the ACSOS dataset.
[bookmark: _Toc223626809]6.	Organisation
The Steering Committee will be chaired by PMC. The study management team will be appointed by the Steering Committee and led by PMC. The duties of this team will include administration of all project tasks, communication between project partners (including funders, steering committee members, national and local co-ordinators, etc.), data collation and management and preparation of reports for individual study sites. 
The Steering Committee is responsible for the scientific conduct and consistency of the project. The Steering Committee will ensure communication between the funder(s), study management team and co-ordinators as necessary.
[bookmark: _Toc223626810]6.1.	Country co-ordinators
Country co-ordinators will be appointed by the steering committee to lead the project within individual countries and: 
· Identify local co-ordinators in participating hospitals 
· Assist with translation of study paperwork as required 
· Ensure distribution of research manuals, eCRF and other materials 
· Ensure necessary regulatory approvals are in place prior to the start date 
· Ensure good communication with the participating sites in his/her country
[bookmark: _Toc223626811]6.2.	Local co-ordinators
Local co-ordinators in individual institutions will have the following responsibilities: 
· Provide leadership for the study in their institution 
· Ensure all relevant regulatory approvals are in place for their institution 
· Ensure adequate training of all relevant staff prior to data collection 
· Supervise daily data collection and assist with problem solving 
· Act as guarantor for the integrity and quality of data collected 
· Ensure timely completion of eCRFs 
· Communicate with the relevant national coordinator
[bookmark: _Toc223626812]7.	References
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 IMPORTANT PATIENT INFORMATION
A research study is being conducted at………………..…………………………Hospital.
The research is being led by Professor Palesa Motshabi Chakane from: (start date) to (completion date)
Why is this research study being done?
To understand what complications patients, have during and after cardiac surgery.
Why are we telling you about this study?
All patients having an operation in this hospital are part of the study. It is a requirement that some details pertaining to your clinical care are entered into a trial folder. Information from this folder will be used anonymously to see if any complications occur during or after your surgery. 
Will this study affect my care while I am in hospital?
No.  Your care will not change while you are in hospital.
Will my name or any personal details be recorded in this study?
No.  Your name and personal details will not be recorded as part of this study.  All information from the notes will be kept strictly confidential.
Are there any risks or benefits associated with this study?
No.  
May I withdraw from this study?
Every patient has the right to withdraw from this study. If you would like to withdraw from the study, please contact the lead investigator listed below.
What happens to mine or my representatives Consent?
All patients need to give consent. Family representative (FR) can consent for incapacitated patients. 
Who should I contact if I have any questions or concerns?
Please contact (Name of lead investigator) on telephone ……………………………………….

If you have questions about your rights or welfare as a research participant, please contact the Wits Faculty of Health Sciences Human Research Ethics Committee on +27 11 274 9200.  
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[bookmark: _Toc223626816]Appendix 4: African Cardiac Surgical Outcomes Study (ACSOS) Information Leaflet (General)

Each PARTICIPANT must receive, read, and understand this document 
before any study-related procedure
STUDY NUMBER:
STUDY TITLE: 
African Cardiac Surgical Outcomes Study (ACSOS). An African, multi-centre 28-day evaluation of patient care and clinical outcomes for patients undergoing cardiac surgery. A sub-study of the African Cardiovascular and Thoracic Outcomes Study (ACT-SOS)
PRINCIPAL INVESTIGATOR: Professor Palesa Motshabi-Chakane
INSTITUTION: University of the Witwatersrand
Study coordinator: Dr Moses Kebalepile
DAYTIME AND AFTERHOURS TELEPHONE NUMBER: 0686975144
Email address: moses.kebalepile@wits.ac.za

	To the potential Participant: This consent form may contain words that you do not understand.   Please ask the study doctor or the study staff to explain any words or information that you do not clearly understand.   You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision.



1.  INTRODUCTION:
 Good day, my name is PALESA MOTSHABI CHAKANE, I am a medical doctor and professor of Anaesthesiology, heading the Department of Anaesthesiology at the University of the Witwatersrand. I would like to invite you to consider participating in a research study, entitled: African Cardiac Surgical Outcomes Study (ACSOS). An African, multi-centre 28-day evaluation of patient care and clinical outcomes for patients undergoing cardiac surgery. A sub-study of the African Cardiovascular and Thoracic Outcomes Study (ACT-SOS)
Before deciding whether to agree to participate, it is important that you read and understand the following explanation of the purpose of the study, the study procedures, benefits, risks, discomforts, and precautions as well as your right to withdraw from the study at any time.
This information leaflet is to help you to decide if you would like to participate. You need to understand what is involved before you agree to take part in this study. 
1. If you have any questions, do not hesitate to ask me or the study coordinator.  
2. You should not agree to take part unless you are satisfied about all the procedures involved. 
3. If you decide to take part in this study, you will be asked to sign a Consent Sheet to confirm that you understand the study. You will be given a copy to keep.

2.   PURPOSE OF THE STUDY:
· The purpose of this study is to determine the incidence of in-hospital postoperative complications in cardiac surgical patients in Africa.
· To determine the rate of mortality on the day of surgery for patients undergoing cardiac surgery in Africa.  
· To determine the in-hospital mortality rate for patients undergoing cardiac surgery in Africa.  
· To describe the relationship between cardiac postoperative complications and postoperative mortality.
· To describe the proportional contribution of communicable, non-communicable diseases and traumatic injuries to in-hospital mortality and critical care admissions in Africa.
· Assess the equity of access to cardiac surgical facilities in the continent  
[bookmark: _Toc223626817]3.   LENGTH OF THE STUDY AND NUMBER OF PARTICIPANTS:	
· The study will be performed in multiple African countries.
· The project will establish centres of patients identified, in participating countries, to undergo cardiac surgery and follow these cohorts over a 7-day period. 
· All consenting consecutive patients admitted to participating health facilities in collaborating centres and scheduled to undergo elective and non-elective cardiac surgery will be included in the study and followed up. 
· Data collection instruments that have been approved by ethics committees, piloted, and validated through two previous studies will be used for the current study.

4.   PROCEDURES:
· If you agree to take part in this study, you will be examined to see if you qualify for this study.
· If you are suitable for the study, a paper case record form (CRF) with your information will be completed by the researchers.
· Information on the surgery and surgical team will be completed.

5.   WILL ANY OF THESE STUDY PROCEDURES RESULT IN DISCOMFORT OR INCONVENIENCE?
· The study data collection has no direct discomfort or harm to the participants. Information such as your age, gender, surgical procedure category, most recent blood results, and chronic co-morbid disease will be recorded on the CRF.

[bookmark: _Toc223626818]6.	RISKS OF THE STUDY:	
· The data collection has no foreseeable risks. The surgical procedure for which you have been admitted may have risks, as all surgical procedures may carry a form of risk, but the recording of information about the process will have no risk.

7. BENEFITS:
The potential benefit from your participation in this study may not accrue directly to you, but to future cardiac surgical patients. The knowledge generated from yours and other current participants may aid development of safer cardiac surgical practices and newer methods of predicting risks of complications and comorbidity due to cardiac surgical operations.

 RIGHTS AS A PARTICIPANT IN THIS STUDY (VOLUNTARY) 
Your participation in this study is entirely voluntary and you can decline to participate, or stop at any time, without stating any reason.  Your withdrawal will not affect your access to medical care or treatment, now or in the future.
· Discontinuation of study treatment: 
You should inform the researcher if you wish to stop being part of the study. 
9.  NEW FINDINGS: 
· New findings and insights from the study will be widely reported to the scientific community through published scientific journals. Furthermore, where applicable, new, and safer clinical approaches will be documented as guidelines for implementation of safe cardiac surgical practices.

10.	FINANCIAL ARRANGEMENTS: 
· YOUR PARTICIPATION SHALL NOT HAVE ANY ADDITIONAL BURDEN OF FINANCE OR COST. THERE SHALL ALSO BE NO FINANCIAL COMPENSATION FOR PARTICIPATION.

11.  ETHICAL APPROVAL:
This study has been approved by the Human Research Ethics Committee (Medical) of the University of the Witwatersrand, Johannesburg (“Committee”). A principal function of this Committee is to safeguard the rights and dignity of all human subjects who agree to participate in a research project and the integrity of the research.
If you have any concern over the way the study is being conducted, please contact the Chairperson of this Committee who is Professor Paul Ruff, who may be contacted via any one member of the secretariat. The telephone numbers for the Committee secretariat are 011 717 2656/1252; the e-mail address is HREC-MedicalResearchOffice@wits.ac.za
12.  CONFIDENTIALITY:
· All information obtained during this study, including hospital records, personal data and research data will be kept strictly confidential.  Data that may be reported in scientific journals will not include any information that identifies you as a participant in this study.
· Authorised person in the form of a safety monitoring team may inspect records during the study.
· This information will be reviewed by authorised representatives of the research team and monitoring team.
· The information might also be inspected by the University of the Witwatersrand, Human Research Ethics Committee (HREC), or the institutional research ethics committee of the hospital in which you have been admitted for treatment. 
13.	STUDY RESULTS
Participants may request a summary of the study results, free of charge.

Thank you for reading this Information Sheet.
February 2026

[bookmark: _Toc223626819]Appendix 5: African Cardiac Surgical Outcomes Study (ACSOS): Substitute decision maker (SDM)/family Information leaflet

[bookmark: _Toc223626820]INFORMATION LEAFLET (SDM (family) provides initial consent (for incapacitated patient))
Each substitute decision maker (SDM) must receive, read, and understand this document before any study-related procedure.
STUDY NUMBER:
STUDY TITLE: 
African Cardiac Surgical Outcomes Study (ACSOS). An African, multi-centre 28-day evaluation of patient care and clinical outcomes for patients undergoing cardiac surgery. A sub-study of the African Cardiovascular and Thoracic Outcomes Study (ACT-SOS)
PRINCIPAL INVESTIGATOR: Professor Palesa Motshabi-Chakane
INSTITUTION: University of the Witwatersrand
Study coordinator: Dr Moses Kebalepile
DAYTIME AND AFTERHOURS TELEPHONE NUMBER: 0686975144
Email address: moses.kebalepile@wits.ac.za

	To the SDM on behalf of potential Participant: This consent form may contain words that you do not understand.   Please ask the study doctor or the study staff to explain any words or information that you do not clearly understand.   You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision. NB. Please note that when the patient is capacitated his/her consent will be formally confirmed, or repudiated. 



1.  INTRODUCTION:
 Good day, my name is PALESA MOTSHABI CHAKANE, I am a medical doctor and professor of Anaesthesiology, heading the Department of Anaesthesiology at the University of the Witwatersrand. I would like to invite you to consider participating in a research study, entitled: African Cardiac Surgical Outcomes Study (ACSOS). An African, multi-centre 28-day evaluation of patient care and clinical outcomes for patients undergoing cardiac surgery. A sub-study of the African Cardiovascular and Thoracic Outcomes Study (ACT-SOS)
Before deciding whether to agree on behalf of your family member to participate, it is important that you read and understand the following explanation of the purpose of the study, the study procedures, benefits, risks, discomforts, and precautions as well as your right to withdraw from the study at any time.
This information leaflet is to help you to decide if you would like your family member to participate. You need to understand what is involved before you agree for them to take part in this study. 
4. If you have any questions, do not hesitate to ask me or the study coordinator.  
5. You should not agree that your family member take part unless you are satisfied about all the procedures involved. 
6. If you decide to have your family member, take part in this study, you will be asked to sign a Consent Form to confirm that you understand the study. You will be given a copy to keep. When the patient regains capacity to consent, their consent will be sought.

2.   PURPOSE OF THE STUDY:
· The purpose of this study is to determine the incidence of in-hospital postoperative complications in cardiac surgical patients in Africa.
· To determine the rate of mortality on the day of surgery for patients undergoing cardiac surgery in Africa.  
· To determine the in-hospital mortality rate for patients undergoing cardiac surgery in Africa.  
· To describe the relationship between cardiac postoperative complications and postoperative mortality.
· To describe the proportional contribution of communicable, non-communicable diseases and traumatic injuries to in-hospital mortality and critical care admissions in Africa.
· Assess the equity of access to cardiac surgical facilities in the continent.  

LENGTH OF THE STUDY AND NUMBER OF PARTICIPANTS
· The study will be performed in multiple African countries.
· The project will establish centres of patients identified, in participating countries, to undergo cardiac surgery and follow these cohorts over a 7-day period. 
· All consenting consecutive patients admitted to participating health facilities in collaborating centres and scheduled to undergo elective and non-elective cardiac surgery will be included in the study and followed up. 
· Data collection instruments that have been approved by ethics committees, piloted, and validated through two previous studies will be used for the current study.



4.   PROCEDURES:
· If you agree for your family member to take part in this study, the patient will be examined to see if they qualify for this study.
· If they are suitable for the study, a paper case record form (CRF) with their information will be completed by the researchers.
· Information on the surgery and surgical team will be completed.

5.   WILL ANY OF THESE STUDY PROCEDURES RESULT IN DISCOMFORT OR INCONVENIENCE?
· The study data collection has no direct discomfort or harm to the participants. Information such as age, gender, surgical procedure category, most recent blood results, and chronic co-morbid disease will be recorded on the CRF.

[bookmark: _Toc223626821]6.	RISKS OF THE STUDY:	
· The data collection has no foreseeable risks. The surgical procedure for which the patient has been admitted may have risks, as all surgical procedures may carry a form of risk, but the recording of information about the process will have no risk.

8. BENEFITS:
The potential benefit from patient participation in this study may not accrue directly to them but future cardiac surgical patients. The knowledge generated from participants may aid development of safer cardiac surgical practices and newer methods of predicting risks of complications and comorbidity due to cardiac surgical operations.
9.  RIGHTS AS A PARTICIPANT IN THIS STUDY (VOLUNTARY) 
Participation in this study is entirely voluntary and patient can decline to participate, or stop at any time, without stating any reason.  Withdrawal will not affect access to medical care or treatment, now or in the future. 
· Discontinuation of study treatment: 
You should inform the researcher if you wish your relative to stop being part of the study. 
9.  NEW FINDINGS: 
· New findings and insights from the study will be widely reported to the scientific community through published scientific journals. Furthermore, where applicable, new, and safer clinical approaches will be documented as guidelines for implementation of safe cardiac surgical practices.

10.	FINANCIAL ARRANGEMENTS: 
· PARTICIPATION SHALL NOT HAVE ANY ADDITIONAL BURDEN OF FINANCE OR COST. THERE SHALL ALSO BE NO FINANCIAL COMPENSATION FOR PARTICIPATION.

11.  ETHICAL APPROVAL:
This study has been approved by the Human Research Ethics Committee (Medical) of the University of the Witwatersrand, Johannesburg (“Committee”). A principal function of this Committee is to safeguard the rights and dignity of all human subjects who agree to participate in a research project and the integrity of the research.

If you have any concern over the way the study is being conducted, please contact the Chairperson of this Committee who is Professor Paul Ruff, who may be contacted via any one member of the secretariat. The telephone numbers for the Committee secretariat are 011 717 2656/1252; the e-mail address is HREC-MedicalResearchOffice@wits.ac.za

12.  CONFIDENTIALITY:
· All information obtained during this study, including hospital records, personal data and research data will be kept strictly confidential.  Data that may be reported in scientific journals will not include any information that identifies you as a participant in this study.
· Authorised person in the form of a safety monitoring team may inspect records during the study.
· This information will be reviewed by authorised representatives of the research team and monitoring team.
· The information might also be inspected by the University of the Witwatersrand, Human Research Ethics Committee (HREC), or the institutional research ethics committee of the hospital in which you have been admitted for treatment. 

13.	STUDY RESULTS
Participants may request a summary of the study results, free of charge.

Thank you for reading this Information Sheet.
February 2026
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Each PARTICIPANT must receive, read, and understand this document 
before any study-related procedure
STUDY NUMBER:
STUDY TITLE: 
African Cardiac Surgical Outcomes Study (ACSOS).  An African, multi-centre 28-day evaluation of patient care and clinical outcomes for patients undergoing cardiac surgery. A sub-study of the African Cardiovascular and Thoracic Outcomes Study (ACT-SOS)
PRINCIPAL INVESTIGATOR: Professor Palesa Motshabi-Chakane
INSTITUTION: University of the Witwatersrand
Study coordinator: Dr Moses Kebalepile
DAYTIME AND AFTERHOURS TELEPHONE NUMBER: 0686975144
Email address: moses.kebalepile@wits.ac.za

	To the potential Participant: While you were unconscious, your relative gave provisional consent to participate on your behalf. Now that you can decide for yourself, please confirm or repudiate that consent. This consent form may contain words that you do not understand. Please ask the study doctor or the study staff to explain any words or information that you do not clearly understand.   You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision. 



1.  INTRODUCTION:
 Good day, my name is PALESA MOTSHABI CHAKANE, I am a medical doctor and professor of Anaesthesiology, heading the Department of Anaesthesiology at the University of the Witwatersrand. I would like to invite you to consider participating in a research study, entitled: African Cardiac Surgical Outcomes Study (ACSOS). An African, multi-centre 28-day evaluation of patient care and clinical outcomes for patients undergoing cardiac surgery. A sub-study of the African Cardiovascular and Thoracic Outcomes Study (ACT-SOS).
Before deciding whether to agree to participate, it is important that you read and understand the following explanation of the purpose of the study, the study procedures, benefits, risks, discomforts, and precautions as well as your right to withdraw from the study at any time.
This information leaflet is to help you to decide if you would like to participate. You need to understand what is involved before you agree to take part in this study. 
7. If you have any questions, do not hesitate to ask me or the study coordinator.  
8. You should not agree to take part unless you are satisfied about all the procedures involved. 
9. If you decide to take part in this study, you will be asked to sign a Consent Sheet to confirm that you understand the study. You will be given a copy to keep.

2.   PURPOSE OF THE STUDY:
· The purpose of this study is to determine the incidence of in-hospital postoperative complications in cardiac surgical patients in Africa.
· To determine the rate of mortality on the day of surgery for patients undergoing cardiac surgery in Africa.  
· To determine the in-hospital mortality rate for patients undergoing cardiac surgery in Africa.  
· To describe the relationship between cardiac postoperative complications and postoperative mortality.
· To describe the proportional contribution of communicable, non-communicable diseases and traumatic injuries to in-hospital mortality and critical care admissions in Africa.
· Assess the equity of access to cardiac surgical facilities in the continent  
[bookmark: _Toc223626823]3.   LENGTH OF THE STUDY AND NUMBER OF PARTICIPANTS:	
· The study will be performed in multiple African countries.
· The project will establish centres of patients identified, in participating countries, to undergo cardiac surgery and follow these cohorts over a 7-day period. 
· All consenting consecutive patients admitted to participating health facilities in collaborating centres and scheduled to undergo elective and non-elective cardiac surgery will be included in the study and followed up. 
· Data collection instruments that have been approved by ethics committees, piloted, and validated through two previous studies will be used for the current study.

4.   PROCEDURES:
· If you agree to take part in this study, you will be examined to see if you qualify for this study.
· If you are suitable for the study, a paper case record form (CRF) with your information will be completed by the researchers.
· Information on the surgery and surgical team will be completed.

5.   WILL ANY OF THESE STUDY PROCEDURES RESULT IN DISCOMFORT OR INCONVENIENCE?
· The study data collection has no direct discomfort or harm to the participants. Information such as your age, gender, surgical procedure category, most recent blood results, and chronic co-morbid disease will be recorded on the CRF.

[bookmark: _Toc223626824]6.	RISKS OF THE STUDY:	
· The data collection has no foreseeable risks. The surgical procedure for which you have been admitted may have risks, as all surgical procedures may carry a form of risk, but the recording of information about the process will have no risk.

10. BENEFITS:
The potential benefit from your participation in this study may not accrue directly to you, but to future cardiac surgical patients. The knowledge generated from yours and other current participants may aid development of safer cardiac surgical practices and newer methods of predicting risks of complications and comorbidity due to cardiac surgical operations.

11.  RIGHTS AS A PARTICIPANT IN THIS STUDY (VOLUNTARY) 
Your participation in this study is entirely voluntary and you can decline to participate, or stop at any time, without stating any reason.  Your withdrawal will not affect your access to medical care or treatment, now or in the future.
· Discontinuation of study treatment: 
You should inform the researcher if you wish to stop being part of the study. 
9.  NEW FINDINGS: 
· New findings and insights from the study will be widely reported to the scientific community through published scientific journals. Furthermore, where applicable, new, and safer clinical approaches will be documented as guidelines for implementation of safe cardiac surgical practices.

10.	FINANCIAL ARRANGEMENTS: 
· YOUR PARTICIPATION SHALL NOT HAVE ANY ADDITIONAL BURDEN OF FINANCE OR COST. THERE SHALL ALSO BE NO FINANCIAL COMPENSATION FOR PARTICIPATION.

11.  ETHICAL APPROVAL:
This study has been approved by the Human Research Ethics Committee (Medical) of the University of the Witwatersrand, Johannesburg (“Committee”). A principal function of this Committee is to safeguard the rights and dignity of all human subjects who agree to participate in a research project and the integrity of the research.
If you have any concern over the way the study is being conducted, please contact the Chairperson of this Committee who is Professor Paul Ruff, who may be contacted via any one member of the secretariat. The telephone numbers for the Committee secretariat are 011 717 2656/1252; the e-mail address is HREC-MedicalResearchOffice@wits.ac.za
12.  CONFIDENTIALITY:
· All information obtained during this study, including hospital records, personal data and research data will be kept strictly confidential.  Data that may be reported in scientific journals will not include any information that identifies you as a participant in this study.
· Authorised person in the form of a safety monitoring team may inspect records during the study.
· This information will be reviewed by authorised representatives of the research team and monitoring team.
· The information might also be inspected by the University of the Witwatersrand, Human Research Ethics Committee (HREC), or the institutional research ethics committee of the hospital in which you have been admitted for treatment. 
13.	STUDY RESULTS
Participants may request a summary of the study results, free of charge.

Thank you for reading this Information Sheet.
February 2026
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Each Consenting Parent of a PARTICIPANT must receive, read, and understand this document 
before any study-related procedure
STUDY NUMBER:M23/01/34
STUDY TITLE: 
African Cardiac Surgical Outcomes Study (ACSOS). An African, multi-centre 28-day evaluation of patient care and clinical outcomes for patients undergoing cardiac surgery. A sub-study of the African Cardiovascular and Thoracic Outcomes Study (ACT-SOS)
PRINCIPAL INVESTIGATOR: Professor Palesa Motshabi-Chakane
INSTITUTION: University of the Witwatersrand
Study coordinator: Dr Moses Kebalepile
DAYTIME AND AFTERHOURS TELEPHONE NUMBER: 0686975144
Email address: moses.kebalepile@wits.ac.za

	To the Parent of a potential Participant minor: This consent form may contain words that you do not understand.   Please ask the study doctor or the study staff to explain any words or information that you do not clearly understand.   You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision.



1.  INTRODUCTION:
 Good day, my name is PALESA MOTSHABI CHAKANE, I am a medical doctor and professor of Anaesthesiology, heading the Department of Anaesthesiology at the University of the Witwatersrand. I would like to invite you to consider participating in a research study, entitled: 
African Cardiac Surgical Outcomes Study (ACSOS). An African, multi-centre 28-day evaluation of patient care and clinical outcomes for patients undergoing cardiac surgery. A sub-study of the African Cardiovascular and Thoracic Outcomes Study (ACT-SOS)

This information leaflet has information to help you decide if you want your child to participate in the study. There is also a patient information graphic designed specifically for the children 18 years and younger, (Appendix 4) which provides information to help the children decide if they want to participate. This information leaflet can assist you also, to help you decide if you agree to have your child’s participation. Take your time, read this form carefully, and ask the study staff any questions you may have. You can take home an unsigned copy if you want to discuss it with your family.

If you agree to allow your child to take part in this study, you will be asked to sign a Consent Sheet to confirm that you understand the information and that you agree to allow your child to participate. You will be offered a signed and dated copy to keep. Your child will be given another form to read and sign that has been especially written for children. Your child’s participation is entirely voluntary. You may decide that your child may not participate or withdraw from the study at any time. Your child may only participate if both of you consent. Thank you for taking time to hear about our research.
Before deciding whether to agree to let your child participate, it is important that you read and understand the following explanation of the purpose of the study, the study procedures, benefits, risks, discomforts, and precautions as well as your right to withdraw from the study at any time.
You need to understand what is involved before you agree to take part in this study. 
10. If you have any questions, do not hesitate to ask me or the study coordinator.  
11. You should not agree to take part unless you are satisfied about all the procedures involved. 
12. If you decide to take part in this study, you will be asked to sign a Consent Sheet to confirm that you understand the study. You will be given a copy to keep.

2.   PURPOSE OF THE STUDY:
· The purpose of this study is to determine the incidence of in-hospital postoperative complications in cardiac surgical patients in Africa.
· To determine the rate of mortality on the day of surgery for patients undergoing cardiac surgery in Africa.  
· To determine the in-hospital mortality rate for patients undergoing cardiac surgery in Africa.  
· To describe the relationship between cardiac postoperative complications and postoperative mortality.
· To describe the proportional contribution of communicable, non-communicable diseases and traumatic injuries to in-hospital mortality and critical care admissions in Africa.
· Assess the equity of access to cardiac surgical facilities in the continent  
[bookmark: _Toc223626827]3.   LENGTH OF THE STUDY AND NUMBER OF PARTICIPANTS:	
· The study will be performed in multiple African countries.
· The project will establish centres of patients identified, in participating countries, to undergo cardiac surgery and follow these cohorts over a 7-day period. 
· All consenting consecutive patients admitted to participating health facilities in collaborating centres and scheduled to undergo elective and non-elective cardiac surgery will be included in the study and followed up. 
· Data collection instruments that have been approved by ethics committees, piloted, and validated through two previous studies will be used for the current study.

4.   PROCEDURES:
· If you agree to take part in this study, you will be examined to see if you qualify for this study.
· If you are suitable for the study, a paper case record form (CRF) with your information will be completed by the researchers.
· Information on the surgery and surgical team will be completed.

5.   WILL ANY OF THESE STUDY PROCEDURES RESULT IN DISCOMFORT OR INCONVENIENCE?
· The study data collection has no direct discomfort or harm to the participants. Information such as your age, gender, surgical procedure category, most recent blood results, and chronic co-morbid disease will be recorded on the CRF.

[bookmark: _Toc223626828]6.	RISKS OF THE STUDY:	
· The data collection has no foreseeable risks. The surgical procedure for which you have been admitted may have risks, as all surgical procedures may carry a form of risk, but the recording of information about the process will have no risk.

7. BENEFITS:
The potential benefit from your participation in this study may not accrue directly to you, but to future cardiac surgical patients. The knowledge generated from yours and other current participants may aid development of safer cardiac surgical practices and newer methods of predicting risks of complications and comorbidity due to cardiac surgical operations.

8.  RIGHTS AS A PARTICIPANT IN THIS STUDY (VOLUNTARY) 
Your participation in this study is entirely voluntary, and you can decline to participate, or stop at any time, without stating any reason.  Your withdrawal will not affect your access to medical care or treatment, now or in the future.
· Discontinuation of study treatment: 
You should inform the researcher if you wish to stop being part of the study. 
9.  NEW FINDINGS: 
· New findings and insights from the study will be widely reported to the scientific community through published scientific journals. Furthermore, where applicable, new, and safer clinical approaches will be documented as guidelines for implementation of safe cardiac surgical practices.

10.	FINANCIAL ARRANGEMENTS: 
· YOUR PARTICIPATION SHALL NOT HAVE ANY ADDITIONAL BURDEN OF FINANCE OR COST. THERE SHALL ALSO BE NO FINANCIAL COMPENSATION FOR PARTICIPATION.

11.  ETHICAL APPROVAL:
This study has been approved by the Human Research Ethics Committee (Medical) of the University of the Witwatersrand, Johannesburg (“Committee”). A principal function of this Committee is to safeguard the rights and dignity of all human subjects who agree to participate in a research project and the integrity of the research.
If you have any concern over the way the study is being conducted, please contact the Chairperson of this Committee who is Professor Paul Ruff, who may be contacted via any one member of the secretariat. The telephone numbers for the Committee secretariat are 011 717 2656/1252; the e-mail address is HREC-MedicalResearchOffice@wits.ac.za 

12.  CONFIDENTIALITY:
· All information obtained during this study, including hospital records, personal data and research data will be kept strictly confidential.  Data that may be reported in scientific journals will not include any information that identifies you as a participant in this study.
· Authorised person in the form of a safety monitoring team may inspect records during the study.
· This information will be reviewed by authorised representatives of the research team and monitoring team.
· The information might also be inspected by the University of the Witwatersrand, Human Research Ethics Committee (HREC), or the institutional research ethics committee of the hospital in which you have been admitted for treatment. 
· 
13.	STUDY RESULTS
Participants may request a summary of the study results, free of charge.

Thank you for reading this Information Sheet.
March 2026
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Your Heart Surgery
Study Adventure!

Helping doctors make heart surgery safer for kids in Africa " .

Hello! I'm Dr. Palesa Motshabi Chakane.
| want to invite you to take part in a heart study to help
other children and adults have safer heart surgery. -EEEE

‘..-I Y

What is the study about?

© We are looking at how patients feel after heart surgery.

©® We check if any problems happen after surgery.

® We want to find ways to help everyone get the best care.

1. You get checked 2. Doctors & nurses write down 3. You have your surgery
to see if you can join. some info (age, health, surgery) as planned

(The study just watches and learns)
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Wil it hurt? | Benefits & Help P
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The study won't hurt you. You might not get £

Doctors will just collect anything right now,

information, but your help will

about your surgery safely. make heart surgery

safer for other kids!
African Cardiac Surgery Outcomes Study V
A sub-studly of the Affican Cardiovascular and
Thoracic Outcomes Study (ACT-S0S) UNIVERSITY oF THE
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All your info is safe and private! ol
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A sub-study of the African Cardiovascular and
Thoracic Outcomes Study (ACT-SOS)
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