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1. COVID-19 

1.1 What is COVID-19?
Coronaviruses are a large family of viruses which may cause illness in animals or humans.  In humans, several 
coronaviruses are known to cause respiratory infections ranging from the common cold to more severe 
diseases such as Middle East Respiratory Syndrome (MERS) and Severe Acute Respiratory Syndrome (SARS). 
The most recently discovered coronavirus causes coronavirus disease COVID-19. 

1.2  What is a COVID-19 vaccine?
A vaccine is intended to provide immunity against COVID-19.  In general, vaccines contain weakened or 
active parts of a particular organism that trigger an immune response within the body. This weakened 
version will not cause the disease in the person receiving the vaccine, but it will prompt their immune 
system to respond with antibodies that will recognise an infection and thereby fight it. Some vaccines 
require multiple doses, given weeks or months apart. This is sometimes needed to allow for the production 
of long-lived antibodies and development of memory cells. In this way, the body is trained to fight the 
specific disease-causing organism, building up memory against the pathogen so it can fight it in the future.  

On the 7th of January 2020, ‘Severe Acute Respiratory 
Syndrome Coronavirus 2’ (SARS-CoV-2) was 
confirmed as the causative agent of ‘Coronavirus 
Disease 2019’ or COVID-19. Since then, the virus has 
spread throughout the world.

On the 30th of January 2020, the World Health 
Organisation (WHO) declared that the outbreak 
was a public health emergency of international 
concern (PHEIC). By the 12th of March 2020, due to 
its rapid global spread, the outbreak was declared 
a pandemic and South Africa thereafter declared a 
national state of disaster in South Africa on the 15th 
of March 2020. As of 27 April 2022, there were of 6, 
277,291 deaths globally, reported to WHO (of which 
100,351 are from South Africa).

One essential strategy to control this pandemic 
was the rapid development of safe and effective 
vaccines. Unprecedented efforts were made to 
develop a large number of different vaccines 
simultaneously. Global equitable access to vaccines 
is one of the key strategies to mitigate the public 
health and economic impact of the pandemic.



3VigiGuardian Newsletter, JULY 2022 

2. ROLE OF SAHPRA IN RESPONSE TO COVID-19 
PANDEMIC

2.1 What is SAHPRA doing in response to 
COVID-19?
SAHPRA, through the Vigilance unit, has a 
paramount task of collecting and analysing 
data, both from clinical trials and from the post-
marketing settings, in order to monitor the safety 
of vaccines and medicines used against COVID-19. 
The Vigilance unit ensures that risks associated with 
vaccines and medicines used against COVID-19 are 
identified, properly managed, and communicated 
to all involved stakeholders.

2.2 COVID-19 vaccines authorised by SAHPRA
SAHPRA has reduced the time taken to authorise 
COVID-19 vaccines to less than 90 working days 
(where the required standard of supporting data 
is available), while continuing to adhere to strict 
guidelines and without compromising the quality, 
safety, and efficacy of vaccines to ensure the prompt 
availability of these vaccines, in order to curb the 
spread of the virus in South Africa. It should be noted 
that approving a new medicine/vaccine usually 
takes 20 months on average. SAHPRA is currently 
evaluating several applications for emergency use 
(Section 21) and/or registration of COVID-19 vaccines. 
The Authority informs the public about regulatory 
decisions taken (based on consideration of the 
available evidence of safety, quality, and efficacy), 
upon completion of evaluations. The time taken to 
reach finality on each application varies and includes 
any period taken by the applicant to address queries 
raised by SAHPRA about the application. 

COVID-19 vaccines were first introduced in South 
Africa through the Sisonke study aimed to monitor 
the effectiveness and safety of the COVID-19 
Janssen amongst healthcare professionals. The 
Sisonke study commenced on 17 February 2021 and 
was completed by 17 May 2021, after vaccinating 
495 829 vaccine recipients. A national vaccine roll-
out commenced in South Africa in May of 2021 with 
both the Comirnaty® (Pfizer-BioNTech) vaccine 
and Janssen COVID-19 vaccine. To date, SAHPRA 
has registered the Comirnaty® (Pfizer-BioNTech) 
vaccine, the Janssen COVID-19 vaccine, the COVID-19 
vaccine MC Pharma, COVID-19 vaccine LHC and 
CoronaVac® vaccine. 

2.3 COVID-19 treatment authorised by SAHPRA
2.3.1 Molnupiravir 
SAHPRA has authorised, with conditions, the 
importation of molnupiravir 200mg capsules, 
Lagevrio®, in terms of Section 21 of the Medicines 
and Related Substances Act, 1965, as amended. 
This authorisation is for a defined quantity of 
Lagevrio® and is initially limited to a period of six 
months. Imported Lagevrio® require a prescription 
by an authorised prescriber. As studies in animals 
have shown reproductive toxicity, Lagevrio® is 
not recommended during pregnancy. Women 
of childbearing potential should use effective 
contraception for the duration of treatment and 
for four days after the last dose of Lagevrio®. 
SAHPRA has also authorised the importation of 
generic molnupiravir 200mg capsules, Molflu® and 
Molcovir®. 

2.3.2 Remdesivir 
The HCR for remdesivir (Cipla), obtained authorisation 
from the Authority to import this medicine under 
Section 21 of the Medicines and Related Substances 
Act. Cipla is working closely with SAHPRA and 
healthcare facilities to ensure access to remdesivir.
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2.4 Importance of safety surveillance for COVID-19 
vaccines 
The COVID-19 pandemic and it’s COVID-19 vaccines 
rollout, by their unprecedented nature and record 
timelines respectively, heightened the importance 
of vaccine safety surveillance. To support National 
Regulatory Authorities (NRAs) and Expanded 
Programmes for Immunisation (EPIs) in conducting 
vaccine safety surveillance, the WHO published 
the “COVID-19 Vaccines: Safety Surveillance 
Manual” - https://www.who.int/publications/i/
item/9789240032781.

Generally, health products need to be monitored 
to ensure their safety, efficacy, and good quality. 
The detection, assessment, understanding, and 
prevention of adverse effects or any other medicine-
related effects is known as pharmacovigilance (PV), 
and it is done to ensure that health products remain 
safe throughout their life cycle in the market. These 
are essential public health activities designed to 
ensure that medical interventions consistently 
retain a favourable benefit-risk profile. Clinical trials 
do not always fully capture the benefit-risk profile 
of health products because they are undertaken 
in well-controlled environments, for short periods, 
and do not typically include special populations 
(e.g., pregnant women) or participants with 
multiple conditions. That is an important reason 
why post-marketing surveillance, which falls under 
the umbrella of PV, is conducted. It occurs after 
regulatory approval and is designed to monitor 
health products when they are in use by patients.

The COVID-19 pandemic and COVID-19 vaccines 
rollout, by their novel nature and record timelines 
respectively, further pointed to the need for a more 
understanding of the safety of these products, 
because:
• Vaccines have been developed at an 

unprecedent record speed. Some COVID-19 
vaccines were ready for rollout less than a year 
after the COVID-19 outbreak started. 

• In addition to established pharmaceutical 
industry organisations with proven track records, 
many new developers and manufacturers have 
emerged, with little or limited experience in 
vaccine production at scale.

2.5 Modalities employed by SAHPRA in monitoring 
COVID-19 treatments and vaccines
The COVID-19 pandemic and COVID-19 vaccines 
rollout, by their

i) COVI-Vig programme
Despite the absence of robust clinical data, several 
modalities were being tried by clinicians for the 
treatment of COVID-19 disease. However, SAHPRA, 
could not endorse the off-label use of licensed 
medicines for this condition in the absence of 
vigorous confirmatory data. In the interest of 
public health, SAHPRA has, therefore, launched 
the COVI-Vig reporting programme which aims 
to systematically collect data on the benefits and 
risks encountered by individuals exposed to these 
various treatment modalities for the treatment of 
COVID-19 infection. The programme applies to both 
unregistered medicines supplied under Section 
21 of the Medicines and Related Substances Act 
No. 101 of 1965, as amended, as well as medicines 
already registered for other indications, but which 
are now being used “off-label” or repurposed for 
the treatment of COVID-19 infection. Healthcare 
professionals are encouraged to report adverse 
events associated with the use of unregistered 
COVID-19 treatments, by completing an online 
COVI-Vig form. This form can be accessed by clicking 
on E-services on the SAHPRA website homepage, 
www.sahpra.org.za, and then navigating to COVI-
Vig reporting. Identities of both the healthcare 
professionals and the patients are kept confidential. 
All COVI-Vig programme related enquiries and 
correspondence should be forwarded to covidvig@
sahpra.org.za.
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ii) Stakeholder partnership/collaboration
In response to the COVID-19 pandemic, SAHPRA has formed collaborations with the following stakeholders: 
the Government Communication and Information System (GCIS), Council for Scientific and Industrial 
Research (CSIR), New Partnership for Africa’s Development (NEPAD) and AU-3S. Furthermore, SAHPRA has 
strengthened its partnership with the NDoH’s EPI and National Immunisation Safety Expert Committee 
(NISEC). The objectives for these collaborative efforts, include the following: 
• To promote safety surveillance of COVID-19 vaccines available in the South African pharmaceutical 

market, 
• To dispel vaccine hesitancy associated with side effects,
• To improve reporting of adverse events associated with COVID-19 vaccines, 
• To monitor COVID-19 vaccines’ safety, and
• To strengthen pharmacovigilance data analytics and capabilities.

Table 1: SAHPRA COVID-19 stakeholders

Stakeholder Objectives

AU-3S Programme

With COVID-19 reinforcing the need for a strong and collaborative African 
pharmacovigilance system, the AU-3S programme is currently supporting the safety 
surveillance of COVID-19 vaccines in five pilot countries (i.e., Ethiopia, Ghana, Nigeria, 
Kenya and South Africa). The AU-3S team works closely with their NRAs and EPIs to:
• Stimulate adverse event reporting by healthcare professionals and the public, 

through the development and support in the roll-out of an AEFI electronic data 
collection system called Med Safety App,

• Detect signals in combined cross-country data from the five pilot countries 
through the establishment of an interim common African safety database 
known as the Data Integration and Signal Detection (DISD) system, and

• Provide capacity strengthening that enables appropriate regulatory actions. The 
AU-3S programme facilitated a series of capacity strengthening sessions that 
were provided by AU-3S’s technical partner, the United Kingdom’s Medicines 
and Healthcare products Regulatory Agency (MHRA). The training package is 
grouped into the following five key modules, covering a broad range of topics 
as stipulated below and are available on the SAHPRA website (https://medsafety.
sahpra.org.za/):

        o  Module 1 – Data collection
        o Module 2 – Signal detection and management
        o Module 3 – Benefit/risk assessment
        o Module 4 – Safety communication
        o Module 5 – Pharmacovigilance expert advisory committee

CSIR
Provides country-based support to SAHPRA, with data analytics capabilities, 
regarding reported AEFIs associated with COVID-19 vaccines to support signal 
detection.

EPI
Suspected AEFIs to COVID-19 vaccines are reported by healthcare professionals and 
the public to the SAHPRA and the NDoH’s EPI. SAHPRA and the EPI collaborate in 
safety monitoring and reporting of AEFI cases throughout the country.

GCIS

Collaborates with SAHPRA and NDoH to disseminate medicine safety information 
in order to, among others, promote reporting of AEFIs associated with COVID-19 
and dispel anti-vaccination misinformation (i.e., myths, rumours, and conspiracy 
theories). 

NEPAD Assist SAHPRA with funding towards promotion of pharmacovigilance activities 
related with COVID-19 vaccines.

NISEC

The committee convenes meetings on a weekly basis to conduct causality 
assessments of serious AEFI. The outcomes of the causality assessments are shared 
with SAHPRA and the NDoH to provide scientific advice and recommendations 
regarding surveillance of COVID-19 (and all other) vaccines available in South Africa.
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iii) Pharmacovigilance Capability Strengthening
The Pharmacovigilance unit in collaboration with EPI unit, conduct regular Vigilance Hub training (as of 
June 2021) to healthcare professionals with the aim of promoting safety surveillance of COVID-19 vaccines 
available in South Africa. 

iv) Encourage reporting of AEFIs through Med Safety Application
The Med Safety Application is a mobile application designed for patients and healthcare professionals 
to report suspected ADRs/AEFIs. It is the preferred reporting tool by SAHPRA and allows for a seamless 
electronic submission of ADR/AEFI reports directly from the source into SAHPRA’s reporting systems (i.e., 
Vigilance Hub and VigiFlow®). Furthermore, the Med Safety App reduces the workload of manual data entry 
from paper-based forms into SAHPRA’s reporting system. The app can be downloaded onto a smart mobile 
phone directly from the SAHPRA website, https://medsafety.sahpra.org.za.

Figure 1: Benefits of the Med Safety App

v) Dissemination of AEFI information 
associated with COVID-19 vaccines 
SAHPRA, in collaboration with NDoH, 
launched an auxiliary website called AEFI 
Reporting Dashboard (or AEFI microsite) 
designed to provide information on AEFIs 
reported following the vaccination with 
the COVID-19 vaccines. It is important 
to note that AEFIs reported on this site 
have not been causality assessed (unless 
specified), therefore the events may not 
necessarily have a causal relationship with 
administration of the COVID-19 vaccines. 

Furthermore, AEFIs reported during the Sisonke study are not included in this website as they were reported 
to SAHPRA under a clinical trial framework as summary reports. This website is accessible to the public via 
this link: https://aefi-reporting.sahpra.org.za. Among others, the website includes the following information 
regarding AEFI reports, received from 17 May 2021 to 31 May 2022. 

Figure 2: Total number of AEFI reports received

Figure 3: Number of AEFI reports distributed 

by age and vaccine dose

Figure 4: Top 10 most frequently 

reported AEFIs by vaccine
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Serious AEFIs
Serious AEFIs, including Adverse Event of Special Interest (AESIs), are extremely rare for COVID-19 vaccines. 
Serious AEFIs and AESIs are investigated by the NISEC Committee for causal relationships between the 
adverse event and the vaccine.
An AEFI is considered to be serious if:
• It is a medically important event.
• It requires hospitalisation or prolongs an existing hospitalisation.
• It is life threatening.
• It causes a congenital anomaly/birth defect.
• It results in death.

Serious AEFI statistics
• During 17 May 2021 to 31 May 2022, 35 364 383 doses of COVID-19 vaccines have been administered in 

South Africa.
• For this period, SAHPRA and NISEC received 215 reports of death (0.00061%) among people who received 

COVID-19 vaccines. Reports of deaths following immunisation are taken very seriously by both SAHPRA 
and the NDoH. They are, however, not automatically assumed to be caused by vaccination. A thorough 
investigation of causal association is conducted by NISEC (through causality assessment process) to 
determine whether these deaths are as a result of vaccination or not. If these deaths are found to be 
related to the vaccines, then the benefit-risk profile of the vaccines will need to be re-evaluated.

• 41 death cases are under investigation, and
• 174 have been investigated and causality assessed.

unfavourable
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3. SIGNALS IDENTIFIED

Myocarditis and Pericarditis – Comirnaty®
Myocarditis and pericarditis are inflammatory diseases of the heart that can typically occur following an 
infection or due to autoimmune disease. Symptoms can vary but often include breathlessness, palpitations, 
and chest pain. The public is advised to seek medical attention if they experience any of these symptoms 
following vaccination with COVID-19 vaccines.

Pfizer South Africa, in collaboration with SAHPRA distributed a Dear Healthcare Professional (DHCPL) (dated 
17 August 2021) to inform healthcare professionals about the warning regarding rare cases of myocarditis 

and pericarditis reports that were noted following 
the use of Comirnaty®. This DHCPL emanated from 
the cases of myocarditis and pericarditis identified 
in the European Economic Area (EEA). Up to 31 May 
2021 (in the EEA), 145 cases of myocarditis and 138 
cases occurred among an estimation of around 
177 million doses of Comirnaty® that have been 
administered in the EEA.

Furthermore, SAHPRA published a media release 
(dated 26 August 2021) to inform the public about 
signals of myocarditis and pericarditis associated 
with Cominarty®. Cases of myocarditis and 
pericarditis have been reported in the United States 
and other countries after Comirnaty® administration. 

These case reports were more common in adolescents and young adults, and after administration of the 
second vaccine dose. As of 31 May 2022, SAHPRA has received 31 cases of myocarditis/pericarditis in the 
SAHPRA safety database; however, has not identified any causal relationship between any COVID-19 vaccine 
and this adverse event. About 77.42% of vaccinees who reported myocarditis/pericarditis were in the age 
group 18-44 years with 25% of cases reported by healthcare professionals. Investigations are ongoing to 
determine whether these cases are coincidental or related to the vaccine. Further updates and information 
will be shared with the public as they become available. The product information (Summary of Product 
Characteristics (SmPC) and Package Leaflet (PL)) for Comirnaty®, has been updated to include warnings 
and precautions for myocarditis and pericarditis.

Guillain-Barré Syndrome (GBS) - COVID-19 Vaccine Janssen®
GBS is a very rare condition in which the immune system attacks the nerves. Symptoms suggestive of 
GBS include weakness in the extremities that can progress to the chest and face. As of 30 June 2021, there 
were 108 cases of GBS reported worldwide, when over 20 million people had received the vaccine. SAHPRA 
has received six cases of Guillain-Barré Syndrome (GBS) reported through the SAHPRA safety database as 
of 31 May 2022. Most vaccinees who experienced GBS post-vaccination were within the ages of 37 to 46 
years except for one case of a 64-year-old patient. SAHPRA and the NDoH are currently monitoring and 
investigating these events to determine the causal link. Further updates and information will be shared 
with the public as they become available. The product information includes a warning to raise awareness 
amongst healthcare professionals and people taking the vaccine, and to allow for early diagnosis, supportive 
care and treatment.
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Thrombosis with Thrombocytopenia Syndrome (TTS) - COVID-19 Vaccine Janssen®
The signs and symptoms of thromboembolism and/or thrombocytopenia are shortness of breath, chest 
pain, leg pain, leg swelling, or persistent headaches and abdominal pain, following vaccination
Janssen Pharmaceutica (Pty) Ltd, as directed by SAHPRA distributed a DHCPL (dated 20 July 2021) to inform 
healthcare professionals about the safety information that has resulted in contraindication of the COVID-19 
Vaccine Janssen in individuals with a history of TTS. Healthcare professionals were advised to, among others:
• Remain vigilant and alert, to the signs and symptoms of thromboembolism and/or thrombocytopenia 
• Advise those vaccinated to consult a healthcare professional if they develop any of the above-mentioned 

signs and symptoms.
• Actively investigate individuals diagnosed with thrombocytopenia within three weeks after vaccination 

with COVID-19 Vaccine Janssen for signs of thrombosis. 
• Individuals who present with thrombosis within three weeks of vaccination should be evaluated for 

thrombocytopenia.

Furthermore, SAHPRA issued a media statement (dated 12 May 2022) in response to the restrictions imposed 
by the United States Food and Drug Administration (U.S. FDA) on COVID-19 Vaccine Janssen. On 05 May 
2022, the U.S FDA revised the approval of the COVID-19 Vaccine Janssen for use in that country with specific 
restrictions, as follows: 
• The vaccine may only be administered to individuals 18 years of age and older for whom other U.S. FDA-

authorised COVID-19 vaccines are not accessible or clinically appropriate, and 
• To individuals 18 years of age and older who elect to receive this vaccine because they would otherwise 

not receive any other COVID-19 vaccine. 

The risk of TTS is addressed in the approved professional information (PI) and patient information leaflet (PIL) 
for the COVID-19 Vaccine Janssen as a special warning and is listed as an undesirable effect. Additionally, 
the PI and PIL, contraindicates the use of this vaccine in individuals with a history of TTS. SAHPRA has been 
informed of four cases of TTS in South Africa following 8 589 109 vaccinations with the COVID-19 Vaccine 
Janssen (including Sisonke study doses). Two cases reported from the Sisonke cohort were confirmed to 
be TTS and have fully recovered. The remaining two cases are still under investigation. SAHPRA will share 
further information with the public as soon as the investigations are completed, and causality is assessed. 
SAHPRA, in line with the WHO, as well as the European Medicines Agency (EMA), has determined that the 
known benefits of COVID-19 Vaccine Janssen for the prevention of COVID-19 greatly outweigh the known 
and potential risks of receiving the vaccine. SAHPRA continues to monitor closely the efficacy against 
variants of concern and the safety profile of the COVID-19 Vaccine Janssen as determined in the approved 
risk management plan. 
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Capillary Leak Syndrome (CLS) – COVID-19 Vaccine Janssen®
CLS is a rare disorder characterised by a dysfunctional inflammatory response, endothelial dysfunction, and 
extravasation of fluid from the vascular space to the interstitial space leading to shock, haemoconcentration, 
hypoalbuminaemia and potentially consequent organ failure. Patients may present with a rapid swelling of 
the arms and legs, sudden weight gain and feel faint due to low blood pressure. There have been three 
cases of CLS reported in the EU in people who had received COVID-19 Vaccine Janssen® which informed 
inclusion of CLS in professional information (PI) as a side effect COVID-19 Vaccine Janssen® is contraindicated 
in any individual who has previously experienced episodes of CLS, and this is reflected in the professional 
information (PI). It is important to note that SAHPRA has received no cases of CLS since  the COVID-19 
vaccination national roll-out to date.

Menstrual disorder
SAHPRA is aware of the menstrual disorder reports received in the vaccine safety database and as such, has 
published a safety communication (dated 02 February 2022) to update the public about this AEFI. A total of 
90 menstrual disorder events have been received since the national roll out on 17 May 2021. Considering 9.85 
million vaccinations carried out in the adult female population as of 07 January 2022, the event reporting rate 
is 0.91 per 100 000 vaccinations (nine events following one million vaccinations). Studies have reported that 
most women may have experienced changes to their menstrual cycle owing to the COVID-19 pandemic-
related factors such as behavioural changes, anxiety, and COVID-19 infections. SAHPRA and the NDoH are 
currently monitoring and investigating these events in order to determine the causal link. Based on the 
current knowledge and evidence, SAHPRA strongly believes that the benefits of COVID-19 vaccination still 
outweigh a relatively insignificant risk (nine events per one million vaccinations) of possible temporary 
menstrual cycle disorder following vaccination. SAHPRA will share updates or information regarding the 
outcome of the investigations on the AEFI Reporting Dashboard as soon as it becomes available. SAHPRA 
discourages any delay in COVID-19 vaccination while investigations of these events are ongoing. 

4. CONCLUSION

COVID-19 vaccines may cause side effects; however, 
the benefits of COVID-19 vaccines outweigh the 
risks in preventing COVID-19 illness and related 
complications, including death and hospitalisation. 
Reporting AEFIs to SAHPRA supports continuous 
monitoring of safe and effective use of COVID-19 
vaccines. All AEFIs should be reported to SAHPRA’s 
Vigilance unit through electronic (i.e., Med Safety App 
and eReporting) or paper- based (i.e., ADR & Quality 
Problem Reporting Form and AEFI Reporting Form) 
reporting tools. The Med Safety App is the preferred 
tool for reporting suspected AEFI because it can be 
downloaded onto a smart mobile phone directly 

from the SAHPRA website, https://medsafety.sahpra.org.za. It allows for seamless electronic submissions 
of reports directly from the source into the adverse event management systems used by SAHPRA. It also 
provides feedback to reporters on a platform that is readily available to them. Upon successful submission of 
the report, a message is displayed on the app to confirm submission and an email acknowledgement is sent 
to the reporter. Reporters are encouraged to make every effort to ensure that all facts are included in the 
report to provide a meaningful assessment of the report. SAHPRA would like to thank you for your efforts in 
promoting COVID-19 vaccines safety.
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5. GLOSSARY
 
Adverse drug reaction (ADR): is a noxious and 
unintended response to a medicine, including 
lack of efficacy, and which occurs at doses 
normally used in humans and which can also 
result from overdose, misuse, or abuse of a 
medicine. The reaction may be a known side 
effect of the medicine, or it may be new and 
previously unrecognised.

Adverse effect: is a negative or harmful patient 
outcome that seems to be associated with 
treatment, including there being no effect at all.

Adverse event: is any untoward medical 
occurrence, in a patient or clinical trial 
participant, that may present during treatment 
with that medicine, but which does not 
necessarily have a causal relationship with 
this treatment. An adverse event can be any 
unfavourable and unintended sign, symptom or 
disease temporarily associated with the use of a 
medicine, whether considered related 
to the medicine, or not.

Adverse event following immunisation (AEFI): 
is defined as any untoward medical occurrence 
which 
follows immunisation; does not necessarily 
have a causal relationship with the usage of the 
vaccine; may be any unfavourable symptom 
which a vaccine recipient complains about; and 
may be an abnormal laboratory finding, sign or 
disease found by medical staff.

AEFI cluster: Two or more cases of the 
same event or similar events related in time, 
geography, and/or the vaccine administered.

Adverse event of special interest (AESI): 
is a pre-identified and predefined medically 
significant event that has the potential to be 
causally associated with a vaccine product that 
needs to be carefully monitored and confirmed 
by further specific studies.

Applicant: (also referred to as holder of a 
certificate of registration) means a person/
company in whose name a registration certificate 
has been granted and who is responsible for 
all aspects of the medicine, including quality, 
safety, effectiveness, and compliance with the 
conditions of registration.

African Union Smart Safety Surveillance (AU-
3S): the AU-3S programme is a smart fit-for 
purpose continental safety surveillance system 
for priority health products. AU-3S support 
African Union Member States, at the continental 
level, to safeguard the health of their citizens. 
The system covers the entire health product’s 
life cycle from clinical trials through product 
approval to post-approval monitoring for safety 
and effectiveness. Priority diseases such as 
COVID-19 informed the criteria and selection 
of health products and emergency response 
needs. The AU-3S programme is guided by the 
principles of an African continental approach, 
prioritisation, reliance and sustainability. 

Breakthrough infection: is a COVID-19 case 
that occurs in someone who is fully vaccinated, 
meaning 14 or more days after completing the 
recommended doses of an authorised vaccine. 

Causality assessment: is a procedure used 
to determine the causal relationship between 
a medicine/vaccine and the occurrence of an 
adverse event.

Clinical trials: are research studies performed in 
people that are aimed at evaluating a medical, 
surgical, or behavioural intervention. They are 
the primary way that researchers find out if a 
new treatment, like a new drug, diet, or medical 
device (for example, a pacemaker) is safe and 
effective in people. Often a clinical trial is used to 
learn if a new treatment is more effective and/or 
has less harmful side effects than the standard 
treatment.

Coincidental event:  is an event that happens 
after vaccination but is not caused by the 
vaccine or vaccination process, because there 
are underlying or emerging condition(s), or a 
condition(s) caused by exposure to something 
other than a vaccine.
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Health products: mean medicines, scheduled 
substances, complementary medicines, medical 
devices, and in vitro diagnostics (IVDs) regulated 
by the Medicines and Related Substances Act 
No. 101 of 1965, as amended.

In vitro diagnostic (IVD): means a medical 
device, whether used alone or in combination, 
intended by the manufacturer for the in vitro (in 
a test tube, culture dish, or elsewhere outside 
a living organism) examination of specimens 
derived from the human body solely or 
principally to provide information for diagnostic, 
monitoring or compatibility purposes.

Holder of a certificate of registration: means a 
person/company in whose name a registration 
certificate has been granted and who is 
responsible for all aspects of the medicine, 
including quality, safety, effectiveness, and 
compliance with the conditions of registration. 

Middle East Respiratory Syndrome (MERS): is 
an illness caused by a virus (more specifically, 
a coronavirus) called Middle East Respiratory 
Syndrome Coronavirus (MERS-CoV). Most MERS 
patients developed severe respiratory illness 
with symptoms of fever, cough, and shortness 
of breath. 

Medicines and Healthcare Products 
Regulatory Agency (MHRA): is an executive 
agency of the Department of Health and Social 
Care in the United Kingdom which is responsible 
for ensuring that medicines and medical devices 
work and are acceptably safe.

National Immunisation Safety Expert 
Committee (NISEC): is a non-statutory, standing, 
ministerial-appointed, advisory committee of 
independent experts. The Committee meets 
regularly to review and assess serious and non-
serious severe AEFI/adverse events of special 
interest (AESI) cases and AEFI clusters (serious 
and non-serious) submitted to the EPI and 
the SAHPRA. The main purpose of NISEC is to 
provide independent, authoritative, scientific 
advice and recommendations to the National 
Department of Health (NDoH) on immunisation 
safety.

Comorbidities: more than one disease or 
condition is present in the same person at 
the same time.  Conditions described as 
comorbidities are often chronic or long-term 
conditions.

Council for Scientific and Industrial Research 
(CSIR): is a leading scientific and technology 
research organisation that researches, develops, 
localises, and diffuses technologies to accelerate 
socioeconomic prosperity in South Africa.

Dear Healthcare Professional Letters 
(DHCPLs): is a communiqué in a form of a letter 
intended to convey important medicine safety 
information, distributed by holders of certificate 
of registration (HCR) directly to individual 
healthcare professionals. This communiqué is 
published on both the SAHPRA and the HCR’s 
websites. The letter further advises healthcare 
professionals on the need to take certain action 
or adapt their practices in relation to the use of 
the implicated medicine. Such letters can be 
requested by the Authority or initiated by the 
HCR. Regardless of the initiator of the DHCPL, 
letters on safety medicine should always be 
approved by the Authority before distribution to 
healthcare professionals.

Expanded Programme on Immunisation (EPI): 
is an immunisation programme established by 
the World Health Organisation (WHO) in 1974 to 
develop and expand immunisation programmes 
throughout the world. The current goals of EPI 
include to:
• Ensure full immunisation of children under 

one year of age in every district,
• Eradicate poliomyelitis,
• Reduce maternal and neonatal tetanus, 
• Reduce measles-related deaths, and
• Extend all new vaccine and preventative 

health interventions to the public in all 
districts.

Government Communication and Information 
System (GCIS): is a South African government 
department primarily tasked with managing 
government’s public communication. GCIS was 
launched in May 1998 and established in terms 
of Section 7 of the Public Service Act, 1994, as 
amended.
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National Regulatory Authorities (NRAs): are national regulatory agencies responsible for ensuring that 
health products released for public distribution (normally pharmaceuticals and biological products, such as 
vaccines, medical devices, and test kits) are thoroughly evaluated and meet acceptable standards of quality, 
safety, and efficacy. 

New Partnership for Africa’s Development (NEPAD): is a socio-economic flagship programme of the 
African Union (AU). NEPAD’s four primary objectives are to eradicate poverty, promote sustainable growth 
and development, integrate Africa in the world economy and accelerate the empowerment of women. 
NEPAD facilitates and coordinates the development of continent-wide programmes and projects, mobilises 
resources and engages the global community in the implementation of these programmes and projects.

Off label: means an unauthorised use of an authorised medicine. This term can mean that the medicine is:
• Given in a different way, such as when a medicine is authorised as a capsule, but it is given instead in 

an oral solution.
• Used for a disease or medical condition that it is not authorised to treat, such as when a chemotherapy 

is authorised to treat one type of cancer, but healthcare professionals use it to treat a different type of 
cancer.

• Given in a different dose, such as when a medicine is authorised at a dose of one tablet every day, but a 
patient is told by their healthcare professional to take two tablets every day.

Pandemic: is a disease outbreak that has spread across multiple countries and continents and usually 
impacts many people. The classification of “pandemic” comes when a disease affects the global population. 
Pandemics are usually caused by new infectious agents (bacteria or viruses) that spread quickly.

Post-marketing surveillance: also referred to as safety surveillance is the practice of monitoring the safety 
of a health product after it has been released for use, on the pharmaceutical market. It is an important part 
of the science of pharmacovigilance. Medicines are approved/authorised to be used by the public based 
on clinical trials, which involve relatively small numbers of participants who have been selected for such 
purpose. Post-marketing surveillance is used to confirm or disprove the safety of a medicine after it is used 
in the general population by large numbers of people who have a wide variety of medical conditions by 
using approaches such as spontaneous ADR reporting procedures, pregnancy registries, etc.

Section 21 unit: is a unit within SAHPRA that is responsible for the processing and evaluation of applications 
from treating practitioners for access to unregistered medicines within South Africa. The treating practitioner 
submits a Section 21 application, after establishing that the required medicine is unregistered within South 
Africa.

Severe Acute Respiratory Syndrome (SARS): is a viral respiratory illness caused by a coronavirus called 
SARS-associated coronavirus (SARS-CoV). SARS was first reported in Asia in February 2003. The illness 
spread to more than two dozen countries in North America, South America, Europe, and Asia before the 
SARS global outbreak of 2003 was contained.

Side Effect: is any unintended outcome (negative or positive effects) that seems to be associated with 
treatment and can be predicted from the pharmacological profile of the medicine. This term is often used 
in professional information (PI) and patient information leaflets (PIL) of a medicine.

Signal: refers to ‘reported information on a possible causal relationship between an adverse event and a 
medicine, the relationship being unknown or incompletely documented previously. Usually more than a 
single report is required to generate a signal, depending upon the seriousness of the event and the quality 
of the information.
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Uppsala Monitoring Centre (UMC): is the WHO Collaborating Centre for International Drug Monitoring. 
UMC works by collecting, assessing, and communicating information from member countries’ national 
pharmacovigilance centres, concerning the benefits, harm, effectiveness, and risks of medicines. UMC is 
responsible for:
• Co-ordination of the WHO Programme for International Drug Monitoring (PIDM) and its member 

countries. 
• Collection, assessment, and communication of information from member countries about the benefits, 

harms and risks of medicines and other substances used in medicines to improve patient therapy and 
public health worldwide.

• Collaborating with member countries in the development and practice of the science of 
pharmacovigilance.

VigiFlow®
VigiFlow® is a web-based case report management system used by the SAHPRA Vigilance unit to capture 
ADR/AEFI reports. VigiFlow® requires internet access as no offline functionality is available. Internet access 
is encrypted, and all data stored in VigiFlow® is accessible to authorised users only. All reports submitted 
manually are entered into the VigiFlow® system.

Vigilance Hub: is a reporting system that has been created to manage the back-end system (part of the 
website/app that is not accessible to the user e.g., member of public) of the Med Safety App. The Vigilance 
Hub is available to the Vigilance unit with access provided to the EPI, Provincial AEFI coordinators and 
Pharmacovigilance Provincial Coordinators. Access to the Vigilance Hub allows the following: 
• Capturing of paper-based reports. 
• Update of case reports following case investigation or follow-up of cases. The Vigilance Hub can be used 

to view submitted reports, edit case reports submitted (e.g., with follow-up information) and download 
report details. 

• Configuration of news items for users of the Med Safety App and create watch lists for medicines of 
interest.

World Health Organisation (WHO): is a specialised agency of the United Nations (founded in 1948), 
responsible for international public health. The WHO Constitution states its main objective as “the attainment 
by all people of the highest possible level of health”. WHO is headquartered in Geneva, Switzerland with six 
regional offices and 150 field offices worldwide.

WHO Programme for International Drug Monitoring (PIDM): The PIDM programme was established in 
1968, to ensure that evidence about harm to patients was collected from as many sources as possible. This 
would enable individual countries to be alerted to patterns of harm that were emerging across the world 
and which might not be evident from their local data alone. The PIDM consists of a group of more than 150 
member countries (South Africa became a member in 1992) that share the vision of safer and more effective 
use of medicines. These countries collaborate internationally to monitor and identify the harm caused by 
medicines, to reduce the risks to patients and to establish worldwide pharmacovigilance standards and 
systems. UMC has been responsible for the technical and operational aspects of the programme since 1978. 
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VIGILANCE CONTACT DETAILS

COVID-19 HOTLINE:        0800 029 999

SAHPRA should be contacted on the below contact details for vigilance related matters:

All Adverse Drug Reaction (ADR) or Adverse Event Following  
Immunisation (AEFI) reports:       adr@sahpra.org.za

Pharmacovigilance related queries:     pvqueries@sahpra.org.za

Support for Med Safety App and Vigilance Hub:     medsafetysupport@sahpra.org.za

Telephone contact:       0125010311

July 2022
BUILDING A, LOFTUS PARK

402 KIRKNESS STREET, ARCADIA
PRETORIA

www.sahpra.org.za


