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STANDARD OPERATING PROCEDURE – OBSERVATION OF VACCINEE 
FOLLOWING COVID-19 VACCINATION AT VACCINATION SITE 
 

INSTITUTION National Department of Health 

SECTION COVID-19 Vaccine: Vaccination Site Procedure 

OBJECTIVE 

- To ensure that vaccination sites adhere to the minimum COVID-19 vaccine observation 

protocols after the administration of the vaccine to a vaccinee.  

- To outline duties and responsibilities of the personnel at vaccination sites. 

SCOPE - On site vaccine observation following immunisation 

COMPILED BY  ORIGINAL DATE:  

AUTHORISED BY  

DEFINITIONS 

- Adverse event means any untoward medical occurrence that may present after 

immunisation, but which does not necessarily have a causal relationship with the usage of 

the vaccine. 

- COVID-19 vaccination services mean the administration of COVID-19 vaccines to 

eligible populations.  

- Designated health care professional means a trained health care provider whose scope 

of practice includes treatment of adverse events following immunisation, e.g. medical 

practitioner, emergency medical personnel, professional nurse, or pharmacist. 

- Observation area means the area in a vaccination site where clients are observed 

following the administration of a COVID-19 vaccine. 

- Vaccination site means a place where COVID-19 vaccination services may be provided 

to eligible populations and may include a primary vaccination site or a place where 

outreach services (fixed, temporary or mobile) are provided. 

- Vaccinator means a designated health care provider trained, competent and acting within 

their scope of practice who administers a COVID-19 vaccine to a client. 

- Vaccinee means a person who is vaccinated with a Covid-19 vaccine. 

ABBREVIATIONS 

- AEFI: Adverse Events Following Immunisation 

- AESI: Adverse Events of Special Interest 

- CRF: Case Reporting Form 

- DHP: Designated health professional 

- EMS: Emergency Medical Services 

- IEC: Information Education and Communication 

- NDoH: National Department of Health 

- PPE: Personal Protective Equipment  

POLICIES, 

REFERENCES, 

SOURCE MATERIAL 

- Pharmacy Act 53 of 1974 

- Medicines and Related Substances Act 101 of 1965 

- Good Pharmacy Practice rules published in terms of the Pharmacy Act 53 of 1974 

- Nursing Act 33 of 2005 

- Health Professions Act 56 of 1974 

- National Health Act 61 of 2003  

RELATED SOPs 
- Vaccination process at vaccination site 

- Adverse events following immunisation 
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PRINCIPLES 

- A three-layered surgical mask must be worn at all times by all vaccination personnel. 

- Cleaning at the observation station should be performed frequently, at least twice daily with 

special attention to high touch surfaces. 

- Limit the number of individuals in the observation area to avoid crowding. 

- Ensure adequate ventilation in the observation area. For natural ventilation, open windows 

and doors in indoor spaces. If outdoors, pick a well-ventilated, well-shaded area. 

- Ensure adequate physical distancing - ensure at least 1 metre distance in all directions 

between each person. 

- IEC material on COVID appropriate behaviour should be displayed. 

- Make available hand-washing stations or alcohol-based hand rub dispensers. 

- Ensure one-way flow of vaccinees through the observation area. 

- An emergency trolley must be available at every observation area which complies with the 

minimum standards in the Standard Treatment Guidelines and should be checked daily by 

a vaccinator before commencing a session. 

- A basic anaphylaxis treatment kit must be available and should include all medicines 

outlined in the applicable NDoH Standard Treatment Guidelines (STGs). This kit must be 

checked daily by the designated health care professional before commencing a vaccination 

session.  

FUNCTIONAL 

ROLES AND 

RESPONSIBILITIES 

- Observer 

- Designated health care professional  

TOOLS/ 

MATERIALS/ 

EQUIPMENT 

- Basic anaphylactic kit 

- Medical equipment 

SAFETY 

WARNINGS 
- If AEFI are not rapidly and effectively dealt with, the confidence in a vaccine can be 

undermined and ultimately have dramatic consequences for immunisation coverage and 

disease incidence 

MONITORING AND 

EVALUATION 
- The vaccinee must be observed by the HCP or other trained health care worker for 15 

minutes after vaccination or 30 minutes after receiving the vaccine if the vaccinee has a 

history of severe allergic reactions. 

RECORD KEEPING - COVID-19 vaccination records must be kept for a period of five years  

 

1. PROCEDURE: 

 

No PROCEDURE RESPONSIBLE 

This Standard Operating Procedure (SOP) consists of the following sections: 

1. Observation of vaccinee post COVID-19 vaccination. 

2. Actions where no adverse events are observed. 

3. Actions where adverse events are observed. 

1 Observation of vaccinee post COVID-19 vaccination  

1.1 Direct vaccinee to designated observation area if still at vaccination station. Vaccinator/ 

Marshall 
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1.2 Observe vaccinee for any immediate allergic reactions and/or unexpected response for at 

least15 minutes after receiving the vaccine. 

Observe vaccinee for at least 30 minutes after receiving the vaccine if vaccinee has a 

history of severe allergic reactions. 

Observation area 

personnel  
 

1.3 Look for any symptoms requiring attention including but not limited to: 

- Generalised itch or rash 

- Swelling of the face, lips or tongue 

- Difficulty breathing, wheezing or stridor 

- Abdominal pain, nausea or vomiting 

- Feeling faint or other signs of anaphylaxis  

- Collapse, dizziness, feeling faint or BP < 90/60 mmHg 

Observation area 

personnel  

2. Actions where NO adverse events are observed  

2.1 Inform the vaccinee that he/she may exit the vaccination site with his/her vaccination 

card. 

Observation area 

personnel  
3. Actions where adverse events are observed  

3.1 Treat vaccinee according to symptoms presented and observed. 

(Refer to Annexure 1: Assess and manage immediate symptoms following vaccination) 

Designated health 

professional 

Observation area 

personnel  
3.2 Inform vaccination site manager  

3.3 Transfer vaccinee to a health establishment for further management if necessary. Designated health 

professional 

Observation area 

personnel  
3.4 Record adverse reaction on the NDoH CRF for AEFI form or if anaphylaxis, on the NDoH 

CRF for AEFI form once vaccinee is stable or referred and email to AEFI@health.gov.za 

within 24 hours. 

(Refer to Annexure 2: Case Reporting Form for Adverse Events Following Immunisation)  

Designated health 

professional 

Observation area 

personnel  
3.4.1 Report to the primary vaccination site, area-based team lead, district manager and 

provincial lead within 24 hours by copying them in email sent as per step 3.3. 

Vaccination site 

manager  
3.4.2 Report to the safety desk call centre: xxxx xxx xxxx Vaccination site 

manager 

3.5 Replace all medicines/equipment used and seal the emergency kit. Designated health 

professional   

mailto:AEFI@health.gov.za
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ANNEXURES 
1. Assess and manage immediate symptoms following vaccination 

2. Case Reporting Form for Adverse Events Following Immunisation 

 

2. REVISION DATA 

Revision No Pages Revision Details Date Approved 

     

     

     

 

TRAINING REQUIRED 

• Training to be conducted post SOP sign-off and prior to the effective date as per above 

• Training to be administered to relevant responsible parties after each SOP revision 

Trainees Type of training 

  

  

 

3. SOP AUTHORISED 

 Name Signature Date 

Compiled by    

Checked by    

Approved by    



 

  Effective Date:[STARTING DATE] 

 Patient Observation Following COVID 

19 Vaccination 
Next Revision [REVISION DATE] 

 

 

SOP Template - Examplev1.docx  

Page 5 of 7 
 

 

Annexure 1: Assess and manage immediate symptoms following vaccination 

 

*Attach 
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Annexure 2: Case Reporting Form for Adverse Events Following Immunisation 
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