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This study synopsis is to be read in conjunction with the trial synopsis provided by the Chief 
Investigator. This synopsis attempts to explain the study in more general terms while the synopsis by the 
Chief Investigator provides more technical details. This synopsis also places the study in the local context. 

 
BACKGROUND 

Surgery is a core component of health. It is a cost-effective intervention which is important for global 
health.1 However, to fully realise the health benefits of surgery, it needs to be safe. 

 
Unfortunately, surgery in Africa is not as safe as it should be for optimal patient outcomes. Recently, the 

African Surgical Outcomes Study (ASOS) demonstrated that, despite surgical patients in Africa being relatively 
healthy, they were twice as likely to die following surgery when compared to the global average. The results from 
ASOS are compelling as they provide the most comprehensive data on surgical outcomes in Africa, comprising 
25 countries, 247 hospitals, and data from over 11 000 patients.2 To our knowledge, ASOS is the most 
comprehensive assessment of who provides care for surgical patients in Africa, and the patient outcomes 
following surgery in Africa. 

 
Why are patients twice as likely to die in Africa, when compared to the global average? It appears that the 

increased mortality in Africa is due to two important factors. Firstly, in ASOS the number of healthcare providers 
providing care for surgical patients after surgery was between 20 and 50 times lower than the recommended 
minimum number of healthcare providers needed to provide safe surgical care.1 2 Secondly, 95% of the all deaths 
in ASOS occurred in the surgical wards after leaving the operating theatre. It is likely that a major contributor to 
death following surgery in Africa is therefore due to a concept known as ‘failure to rescue’. ‘Failure to rescue’ is 
when patients who develop complications are not identified by the healthcare providers, and therefore these 
complications can progress and may ultimately result in death. We believe that in Africa, because there are so few 
healthcare providers to provide care after surgery, often patients who develop complications following surgery are 
not identified early enough to prevent these complications progressing in severity, and therefore these 
complications will occasionally result in an unnecessary death following surgery. 

 
The important findings of ASOS provide insight into some of the factors responsible for high number of 

deaths following surgery in Africa, and what the possible interventions could be considered to improve surgical 
outcomes in Africa. Unfortunately, the potential solution of sufficiently increasing the healthcare providers to care 
for surgical patients is impossible in the short-term, as one would need to increase the number of healthcare 
providers by 20 to 50 times the current workforce.1 2 

 
An alternative solution to decrease death following surgery in Africa, may be found in assisting the 

existing healthcare providers to identify surgical patients who may be at risk of complications following surgery. 
These higher risk patients could be more intensely followed after surgery, and hopefully get appropriate treatment 
for their complications before their condition deteriorates further.  

 
ASOS has provided us with powerful data which has allowed us to develop a reliable, simple risk 

calculator which can identify patients at increased risk of serious complications after surgery. This risk calculator 
only requires five simple facts to estimate a patient’s risk of complications; age, an estimation of health, and the 
type, urgency and severity of the surgery.  

 
STUDY OBJECTIVE 

The objective of the ASOS-2 Trial is to assess whether identification of surgical patients who may be at 
increased risk of complications after surgery (through the use of the simple risk calculator), may do better if they 
then receive increased surveillance following surgery. We hope that this simple intervention will lead to fewer 
deaths after surgery. 
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STUDY OUTCOME 
The outcome for this trial is in-hospital death. Based on an expected in-hospital death rate of 2% from 

ASOS,2 we would need a trial that recruits over 50 000 patients to confidently show whether increased 
surveillance of high-risk patients after surgery leads to better survival.  

 
As 50 000 patients is a very large trial, we had considered including severe postoperative complications 

as part of the outcome, to decrease the number of patients needed for the trial. We are however not confident that 
we can decrease the number of postoperative complications as all surgeries are associated with some 
complications. Rather, we believe that if can give these patients better care following surgery, we may be able to 
decrease the number of complications which lead to death. 

   
STUDY DESIGN 

The ASOS-2 Trial is an international African, multicentre, cluster randomised trial. The primary outcome 
is incidence of in-hospital death. This means that hospitals are randomised to provide either i) their normal 
postoperative care, or ii) care with increased surveillance of patients who are classified as high-risk by the simple 
risk calculator. This means that each hospital in the trial will provide only one of the alternatives to all the surgical 
patients for the duration of the trial. 

 
Should the trial show benefit, we would want the method of increased surveillance of high-risk patients to 

be generalisable across Africa. Therefore, we have proposed a number of ways in which hospitals can provide 
increased surveillance for patients who may be at higher risk, which include; i) putting high-risk patients in a 
ward which provides a higher level of care, ii) increasing the number of observations that the nurses perform, iii) 
placing the patient in a bed nearer to the nurses’ station to ensure that the nurses can always see the patient, or iv) 
asking the patient’s family to stay at the bedside of the patient, and who can then call a healthcare provider if they 
are concerned about their sick relative.  

 
We believe that there is enough equipoise that this trial should be undertaken. ‘Equipoise’ means that we 

are not sure of a clear benefit associated with the proposed intervention, without a trial. Our intervention of 
increased surveillance is considered a low-risk intervention, and it seems logical that high-risk patients should do 
better with increased postoperative surveillance. However, we do not know if this intervention will decrease the 
progression of some complications to death. We also do not know of the impact of this intervention on the lower-
risk patients. As we have limited human resources for care after surgery in Africa, it is possible that if healthcare 
providers spend more time attending to the higher risk patients, some of the lower risk patients who develop 
complications may be missed as a result. Therefore, there is a need to conduct this trial.  

 
PATIENT CONSENT 

We request that the ethics committee agrees to a waiver of consent for the ASOS-2 Trial for the following 
reasons. Firstly, more than half of the surgery in Africa is urgent or emergent. Urgent and emergent surgery is 
strongly associated with death after surgery in Africa.2 Attempts to obtain individual informed consent in the 
preoperative period from patients undergoing mainly urgent and emergent surgery may lead to difficulty in 
consenting and recruiting all these patients for various reasons, which include, amongst others, an inability to give 
informed consent due to depressed level of consciousness, or instability prior to surgery. The inability to recruit 
these patients would result in a biased trial sample, which would make the findings of the trial not generalisable to 
the majority of African surgical patients. Secondly, for the reason of sample bias which is created when the 
highest risk patients are not recruited into a study, a waiver of consent is becoming increasingly common around 
the world in clinical trials involving time-sensitive procedures, such as surgery, when the intervention is 
considered low-risk. Thirdly, we do believe that this trial intervention is indeed low-risk. The patients in the 
control arm will receive the current standard postoperative care. The intervention group will receive a low-risk 
intervention which is only aimed at increasing surveillance (through the simple procedures discussed above) of 
those patients identified as being of increased risk following surgery by the simple risk calculator. Finally, if we 
conduct a biased trial by not recruiting all the eligible patients, the findings of the trial would not be generalisable 
across Africa. We would therefore have not addressed the trial research question adequately, and thus would 
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dishonour the contributions of the other included patients. This would be wasteful research, especially in the 
resource-limited African environment.  

 
Although we request a waiver of consent, we will inform the patients and their families at participating 

sites of the trial, through signage which gives information of the trial in the surgical wards, and the pre- and 
postoperative surgical care areas. In this way, all the surgical patients and their family members will be aware that 
the hospital is participating in the ASOS-2 Trial. 

 
Finally, we believe that individual patient consent in this trial is inappropriate for the following reasons. 

We believe that it will result in selection bias in the sample, where we will find it difficult to recruit the sicker 
patients into the trial undergoing emergency surgery, and it is likely that a number of these patients may benefit 
from increased surveillance after surgery. Furthermore, we believe that it will be impossible to individually recruit 
the 50 000 patients needed to answer this question. Finally, as the intervention changes the amount of 
postoperative care given to a patient, it is likely that this may also change the type and amount of postoperative 
care given to patients in the control arm of the trial, if patients from the control and intervention arms of the trial 
are in the same hospital. It would then be difficult to determine if the intervention saves lives or not after the 
study, as the difference in care offered to the two groups may be too similar to see the effect of increased 
surveillance. 

 
PREPARATORY WORK 

The ASOS-2 Trial is built on the successful collaboration of the African Surgical Outcomes Study 
(ASOS), which ran across 25 African countries in 2016, recruiting nearly 11 500 patients, and including over 
1000 African clinician investigators. These investigators across Africa therefore have the capacity to run this trial, 
and are looking forward to working on this trial to see if we can decrease deaths in Africa following surgery.  

 
IMPORTANCE OF THIS STUDY 

The intention of the ASOS-2 Trial is to provide the evidence for a simple solution to decrease deaths after 
surgery which can be applied across Africa.  

This trial potential has ‘social value’, in that it will provide evidence for a potentially simple solution to 
decrease death following surgery in Africa. This trial also has ‘clinical value’ in that it provides a number of 
simple clinical interventions for increased surveillance, such that it should result in all hospitals across Africa 
being able to use at least one of these interventions to improve surgical health. 

It is hoped that this trial will make a significant contribution to improving the safety of surgery in Africa. 
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