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INFORMATION LEAFLET FOR INFLUENZA-LIKE ILLNESS (ILI) SURVEILLANCE 
PARTICIPANTS
At ILI sites, only participants who are eligible and agree to enroll in the surveillance 

study are eligible 

PARTICIPANT INFORMATION LEAFLET 

Each potential participant must receive, read or have it read to them and understand 

this document before any study-related procedure is performed.

STUDY TITLE: Surveillance for outpatient influenza-like illness and asymptomatic 

respiratory virus colonization in South Africa

SPONSOR: The National Institute for Communicable Diseases (NICD) with funding 

from the Centers for Disease Control, Atlanta.

Principal Investigators: 

Dr Cheryl Cohen: National Institute for Communicable Diseases (NICD)

INSTITUTION: National Institute for Communicable Diseases (NICD).

DAYTIME AND AFTER HOURS TELEPHONE NUMBER(S):

Daytime numbers +27 11 3866410 Afterhours +27 82 8832044

DATE AND TIME OF FIRST INFORMED CONSENT DISCUSSION: 

              :

dd mmm yyyy Time 

Dear Patient/ Parent / Legal Guardian

Hello. My name is ________________________________ (name of study 

nurse/doctor) and I would like to ask you for some of your time to explain the 

surveillance work that we doing. We would like to know if you (or your child) are 

interested in helping us to understand more about respiratory illnesses, like influenza 

and other viruses/bacteria (germs) that cause illness that have symptoms like fever, 

runny nose, coughing and sore throats. This study is being conducted by the 

National Institute for Communicable Diseases, and funded by Centers for Disease 

Control, Atlanta in the United States.I would like you to fully understand all of the 

information, so please ask me if you have any questions as I explain the study to 

you. 

1. Before you agree to participate, it is important that you read and understand the 

purpose of the study, the study procedures, benefits, risks, discomforts, and 
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precautions. It is also important that you understand the other health care options 

that are available to you or your child. You can decide for you or your child not to 

participate, and you have a right to withdraw yourself or your child from the study 

at any time. This information leaflet is to help you to decide if you would like you or 

your child to participate in this study. You should fully understand what is involved 

before you agree to join the study or allow your child to take part in this study. 

2. If you have any questions, do not hesitate to ask me.  

3. You should not agree to join the study or allow your child to take part unless you 

are satisfied about all the procedures involved. 

4. Please be sure you tell us fully about your medical history or child’s health history.

5. If you decide to join this study or allow your child to take part in this study, you will 

be asked to sign the consent form to confirm that you understand the study. You 

will be given a copy of this form to keep.

6. If you or your child has a personal doctor, you may choose to discuss with or 

inform him/her of your or your child’s possible participation in this study. 

PART 1: GENERAL STUDY PARTICIPATION

Purpose of the Influenza-like illness surveillance and sub studies

There are many different viruses and bacteria (germs) that cause the respiratory 

illness that we commonly call “flu”. Some of these germs only cause the common 

cold, which is an illness that is usually associated with symptoms in the head, in 

other words, sore throat, runny nose, headache and mild cough. Others like the 

influenza virus, TB or SARS-CoV-2 may cause a more serious illness associated 

with a fever and one or more of the following: sore throat, cough, headache, muscle 

pains and runny nose. Every year during the winter months many people are ill with 

influenza and some of these people will become seriously ill and need to go to 

hospital. In 2020, a new illness called COVID-19 was introduced in South Africa. We 

are conducting this study to understand how many people get each of these 

illnesses and what type of person is more likely to become seriously ill. For example 

people with chest problems like asthma may be more likely to become seriously ill. 

If we can understand who is more likely to become ill we will be able to help the 

Department of Health to make decisions on who should get vaccinated against 

influenza and work towards vaccines for other viruses. 

Description of study procedures
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If you decide to join the study we will ask you to sign the consent form so that we are 

sure you have understood exactly what is involved in the study. Then we will ask you 

some questions about where you live and questions about your past and present 

medical conditions. In order for us to understand how being infected with HIV may 

affect these illnesses we will also ask you about your HIV status. If you are on 

antiretroviral treatment, we would like to know this too. We will also offer HIV testing 

to you if you do not know your status or if it has been some time since you were last 

tested. Prior to HIV-testing a trained nurse will counsel you to help you understand 

the testing process and what it would mean to have either HIV-negative or HIV-

positive test results. If you are HIV-positive we would also ask for your permission to 

test your blood to see how strong your immune system is (CD4 count), we would 

only do the CD4 test if the test was not done by your doctor

In order to test for the germs that cause respiratory illness we would like to take one 

or two of the following tests.

 For all participants a nasopharyngeal or a nasal/mid-turbinate swab and 

maybe a throat swab will be done (this will depend if stock is available). This 

is done with a thin soft swab; the swab is gently put through the nose until it 

reaches the back of the nose for a nasopharyngeal swab or mid-turbinate for 

a nasal swab and then removed. This is uncomfortable but not painful. In 

some cases, the nose may bleed a little after collecting nasopharyngeal swab. 

For the throat swab the same kind of soft swab is placed through the mouth 

until it touches the throat and is then removed. Some people find this 

uncomfortable but again it is not painful.

 If we suspect that the cause of chest infection is whooping cough, we may ask 

for an additional swab/s from the back of the nose and throat.

 If you are ≥18 years, we will collect two sputum samples to test for TB

HIV testing and results

We would like to know the HIV status of the people who are in the study so that we 

can understand how being infected with HIV can affect people who are ill with 

respiratory illnesses. If you do not know your status or your last test was negative we 

will ask you to be tested for HIV. This will be done in the following ways.
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 For children: if you as the mother of the child are able to show us your HIV 

results or the results of your child’s test from clinic records we may not need 

to retest your child. If these results are not available we will take a blood 

sample from the child’s finger and send this for testing to NICD. The results 

will take about a week to come back. We would like you to come back to the 

clinic for these results so that if necessary we can refer your child for 

treatment. 

 For adults: If you are able to show us a positive HIV result from your clinic 

record or if you can show us that you are on treatment for HIV then you will 

not need to be retested. Otherwise we will offer you HIV-counselling and -

testing. The test results will be available immediately; if the result is positive 

we will discuss the best options for referral to a treatment centre with you. 

You may also do the test and opt not to receive the result. 

Your rights as a participant

It is your right to choose if you or your child will take part in this study. If you decide 

not to join this study, you or your child will still get the treatment you or they need. If 

you decide not to join this study, you or your child will not lose any health care 

services. You may choose to leave the study at any time. If you decide to leave the 

study, you or your child will be treated in the same way at the clinic. Also, if you 

decide to leave the study, any information that was already collected from you will be 

destroyed and not included in the study. 

Expected duration of participation

Completing the form with questions should take about 15-20 minutes. Taking the 

swab specimens will take about 5 to 10 minutes. If you are ≥ 18 years and we collect 

sputum, this will take about 20 minutes. If you are doing the HIV test it will take about 

45 minutes to an hour to do the counselling and testing. 

Reasonably foreseeable risks or discomforts to the participant

The questions you will be asked are general. We will ask you questions about your 

or your child’s health, vaccine history, previous hospitalizations, and about your 

family’s home and household. The same questions are asked of all study 
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participants. The study procedure of taking swabs from the nose and throat can be 

uncomfortable and may be associated with minor nose bleeds. The study staff who 

conduct these procedures are trained and will assist you with any discomfort. Finding 

out your HIV status can be difficult and every effort will be made by the study staff to 

ensure that you have received adequate counselling. There are many support 

services available to people with HIV and the study staff will refer you to one of these 

if you would like additional support. As treatment for HIV is available, the study staff 

will also refer you to a treatment centre. 

Benefits to the participant or others

You or your child may benefit from this study by contributing to the understanding of 

respiratory illness. This information will be used to help people who maybe become 

very sick from these illnesses being protected by vaccines in the future. You or your 

child maybe one of these people who benefits from a vaccine to prevent influenza 

and other respiratory viruses/ bacteria. You may ask the study nurse questions about 

your or your child’s health. Knowing your HIV status may help you to access 

treatment before you become ill.

Confidentiality of participant information

All information from this study will be kept confidential. Data that may be published 

will not include any information that shows that you or your child was in this study. 

The forms with your or your child’s personal information will always be kept in locked 

cabinets or offices that only study staff can access. The electronic data will be stored 

in password protected tablets and computers. Your or your child’s information from 

this study will be put under a special study number. Your name/ your child’s name 

will be included in the specimen collection form and laboratory reports to make it 

easy for the study staff to communicate your/ your child’s results with your doctor or 

the Department of Health in the event that the results are positive for important 

conditions that require follow up like whooping cough, TB and COVID-19. 

Department of Health (DoH) health officials, who are responsible for controlling 

diseases, may contact you to help prevent others within your household and 

community from becoming ill. The information might also be reviewed by the 
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University of KwaZulu-Natal Biomedical Ethics Committee (BREC), University of the 

Witwatersrand or University of Cape Town, Human Research Ethics Committee 

(HREC). By signing this consent form, you agree that it is alright for you or your 

child’s study information, with only a study identification number, to be reviewed by 

the ethics committee. This is done for the purpose of protecting all people who 

participate in the study. The ethics committee reviews the information to make sure 

that researchers have collected the information exactly as they promised to do.

Costs

You or your child will not have to pay any costs, to take part in the study. Although 

injuries are very unlikely in this study, you or your child will be referred to a 

healthcare facility or specific doctor for further management of any research-related 

injuries. 

Storage of samples for future testing

As part of this study, we want to ask your permission to store any left-over samples 

from you or your child for future testing, if applicable. Further testing would only be 

done to understand more about the respiratory viruses or bacteria that cause illness. 

These tests may also be used to study for new germs which may cause respiratory 

illness or if a new test becomes available for finding germs. The sample will not have 

a name on it. It will be labelled by a study number only. The samples will be stored 

for at most 5 years after this study is finished. All future testing of stored samples will 

be done only after we get approval from HREC. You may decide not to let us store 

any left-over samples and this is alright and will not affect your/ your child’s 

participation in the study. 

Sources of additional information

Please make sure you ask the study staff any questions that you have about the 

study. If you have any questions about the study that the study staff is not able to 

answer, questions about you or your child’s rights while taking part in the study or 

about any injury that may have happened because of the study, you may contact any 

of the people listed below:
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Study investigators names and contact details

Prof Cheryl Cohen: 011 3866593; Dr Sibongile Walaza: 011 3866410

Ethical Approval

A principal function of these committees 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/s of the committees or the committee near to you.

This study has been given ethical approval by:

University of KwaZulu-Natal Biomedical Ethics Committee (BREC)

Research Office, Westville Campus 

Govan Mbeki Building 

Private Bag X 54001, Durban, 4000 

KwaZulu-Natal, SOUTH AFRICA 

Tel: 27 31 2604769 - Fax: 27 31 2604609 

Email: BREC@ukzn.ac.za

Professor Clement Penny

Committee for Research on Human Subjects (HREC)

University of the Witwatersrand, Johannesburg, South Africa

Tel: 011 717 2301

Committee secretariat are 011 717 2700/1234 and the e-mail addresses are 

Zanele.Ndlovu@wits.ac.za and Rhulani.Mukansi@wits.ac.za

University of Cape Town, Western Cape Province

Research Grants Administrator, Room E52- 24 Old Main Building, Groote Schuur 

Hospital, Observatory, 7925. Tel: 27 21 4066492

If you wish to contact any of the ethics committees with any question about your 

rights as a participant please make note of the relevant contact details.

Thank you for reading this Study Information Sheet.

November 2021

mailto:BREC@ukzn.ac.za
mailto:Zanele.Ndlovu@wits.ac.za
mailto:Rhulani.Mukansi@wits.ac.za
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Assent form

This form is intended for children older than 7 and younger than 18. Each child in this 

age group should receive this form and read it before any study-related procedure is 

performed.

STUDY TITLE: Surveillance for outpatient influenza-like illness and asymptomatic 

respiratory virus colonization in South Africa

SPONSOR: The National Institute for Communicable Diseases (NICD) with funding 

from the Centers for Disease Control, Atlanta.

Principal Investigators: 

Dr Cheryl Cohen: National Institute for Communicable Diseases (NICD)

INSTITUTION: National Institute for Communicable Diseases (NICD)

DAYTIME AND AFTER HOURS TELEPHONE NUMBER(S):

Daytime numbers +27 11 3866410; Afterhours +27 82 8832044

DATE AND TIME OF FIRST INFORMED CONSENT DISCUSSION: 

              :

dd mmm yyyy Time 

Dear Patient

Hello. My name is ________________________________ (name of study 

nurse/doctor) and I would like to explain the study we are doing so that you can 

decide if you would like to take part. We will ask your parent/guardian for consent for 

you to participate but we would like you to understand the study too.

Our study is about germs that cause illnesses like colds and flu. A cold is when you 

have a runny nose, sore throat, headache and cough. We are also interested in flu 

(influenza). Flu is similar to a cold but more serious. When you have flu you have 

similar symptoms to a cold, like a sore throat, headache, runny nose and cough but 

you also have a fever (when your body is hot but you may feel cold), and pains in 

your muscles. We are also interested in whooping cough, people with whooping 

cough may present with fits/ bouts of coughing, which come and go and can last for 

a few weeks.
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We would like to do a test in the laboratory for the germs that cause colds, flu and 

whooping cough. In order to do these tests we need to take a sample from your nose 

and throat. We do this by using a soft swab (piece of cotton wool on a bendy stick). 

The swab is put into your nose and a separate one into the back of your mouth. This 

is uncomfortable but not painful. 

In this study we will ask you some questions about your health and any other 

illnesses you have. Completing the form with questions should take about 15-20 

minutes. Taking the specimens will take about 5 to 10 minutes.  

What are the risks and benefits to participating in this study?

The benefit of this study is that you will help us to understand the causes of colds, 

and flu and better understand whooping cough. Although this may not help you for 

your present illness the information will be useful to help other people in the future.

The way in which we take the samples (the swabs) is thought to be safe. To make 

sure that the samples are taken correctly the samples are taken by a nurse who has 

had special training in taking samples.

What rights do you have?

You have the right to refuse to take part in the study, you may say no at the 

beginning or at any time during the study. If you say no, it will not affect the way you 

are treated at the clinic.

Confidentiality, keeping your information private

When we collect the information about you we do not put your name on any of the 

samples. We will add your name on the form that goes with the samples and 

laboratory reports to make it easy for the study staff to communicate your results 

with your doctor or the Department of Health in the event that the results are positive 

for important conditions that require follow up like whooping cough, or COVID-19. 

The only people who know that you have taken part in the study will be the study 

staff. 

1. Before you agree to participate, it is important that you read and understand 

what the study is about and what is expected of you.

2. If you have any questions, please ask these questions.  

3. Please be sure you tell us all about your illness and any illness you have had 

before.



Protocol: Influenza-like illness
Version 4 November 2021

4. When you sign this form it means that you have agreed to take part in the 

study.

Sources of additional information

Please make sure you ask the study staff any questions that you have about the 

study. If you have any questions about the study that the study staff is not able to 

answer, or questions about your rights while taking part in the study, or about any 

injury that may have happened because of the study, you may contact any of the 

people listed below:

Study investigators names and contact details

Prof Cheryl Cohen: 011 3866593; Dr Sibongile Walaza: 011 3866410

Ethical Approval

This study has been given ethical approval by:

University of KwaZulu-Natal Biomedical Ethics Committee (BREC)

Research Office, Westville Campus 

Govan Mbeki Building 

Private Bag X 54001, Durban, 4000 

KwaZulu-Natal, SOUTH AFRICA 

Tel: 27 31 2604769; Fax: 27 31 2604609 

Email: BREC@ukzn.ac.za

Professor Clement Penny

Committee for Research on Human Subjects (HREC)

University of the Witwatersrand, Johannesburg, South Africa

Tel: 011 717 2301

University of Cape Town, Western Cape Province

Research Grants Administrator, Room E52- 24 Old Main Building, Groote Schuur 

Hospital, Observatory, 7925. Tel: 27 21 4066492

If you have any questions about your rights as a participant in this project please do 

contact the relevant ethics office. 
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1.1.1 Informed consent for study participation

I agree that I have been informed by the study staff about the nature, conduct, 

benefits and risks of this study. I have also received, read and understood the assent 

form for children regarding the study.

 I understand what I need to do to be part of this study

 I can say no to joining the study or say no at any time while I am in the study.

 I have had sufficient opportunity to ask questions and (of my own free will) 

declare that I will participate in the study.

I hereby agree to allow myself _________________________________ to 

participate in the study as described above. I agree to be interviewed. I am happy for 

the information from my clinic and laboratory records to be collected to answer the 

questions from the study questionnaire. I agree to the test for germs from my sample 

taken from the nose or throat.

Child participant

Printed Name                Signature / Mark or Thumbprint Date and 

time

Parent/Guardian of child

Printed Name                Signature / Mark or Thumbprint Date and 

time

Study Staff obtaining consent

Printed Name       Signature Date and time

Witness (If applicable):

Printed Name Signature Date and time
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A copy of the consent form will be given to the parent/guardian.
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INFORMED CONSENT FOR STUDY PARTICIPATION
STUDY TITLE: Surveillance for outpatient influenza-like illness and asymptomatic 

respiratory virus colonization in South Africa

 I hereby confirm that I have been informed by the study staff team member, 

_______________________________, about the nature, conduct, benefits 

and risks of this study. 

 I have also received, read and understood the above written information 

(Participant Information Leaflet and Informed Consent) regarding the study.

 I am aware that the results of the study, including personal details regarding 

my/ my child’s sex, age, date of birth, and diagnosis will be anonymously 

processed into a study report.

 In view of the requirements of research, I agree that the data collected during 

this study can be processed in a computerised system by the NICD or on its 

behalf. 

 I may withdraw my consent and/or the participation of my child from this study 

at any time I wish, without prejudice.

 I have had sufficient opportunity to ask questions and (of my own free will) 

declare that I/my child is prepared to participate in the study.

 By signing this form, I agree to allow myself/ my 
child_________________________________ to participate in the following 
study procedures

Yes No
To be interviewed and allow data from my or my child’s clinic and 
laboratory records to be collected to answer the questions from the 
study questionnaire
To undergo pre- and post-test HIV counselling and a rapid HIV test 
(if necessary) 
to receive my/ my child’s HIV results
A throat swab taken( where applicable)
A swab collected through my/ my child’s nose to the back of my/my 
child’s throat or to the mid- turbinate area
Sputum samples collected when applicable
My/my child’s blood being taken if indicated 
Additional swab to be collected from nose for testing for whooping 
cough if indicated
My/my child’s sample being stored for future testing 
For my/my child data to be shared with the Agincourt datalink 
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system if indicated
For my/ my child to participate in the costing study component of the 

protocol

Participant

Printed Name                Signature / Mark or Thumbprint Date and 

time

Parent/Guardian of child

Printed Name                Signature / Mark or Thumbprint Date and 

time

Study Staff obtaining consent

Printed Name       Signature Date and time

Witness (If applicable):

Printed Name Signature Date and time

A copy of the consent form will be given to the parent/guardian.
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