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This information and consent form is for people we are inviting to take part in a research study called “Study title”.
Study leaders:

Principal Investigator:					
[Name]							
[Address]
[Phone number]
[Email]

Those who have paid for the study:
[Name]
[Address]
[Phone number]
[Email]

Clinic contact details: __________________________________________________________ 

You will be given a copy of this document which you are welcome to discuss with your family/friends.

Study Information 
Introduction
We are working with [e.g. Malaria Control Programme] to conduct a research study about malaria treatment. I will explain why we are doing this study and then, if you would like, invite you to take part. There may be things you do not understand. Please ask me to explain more clearly if anything is not clear. If you have questions later you can contact me, or any of the other staff involved. 
Why are we doing this research study?
As you may know, malaria is still a problem in this region. The medicine used to treat malaria, [name], works well but we need to keep looking for new medicines as the parasite that causes malaria can stop working. So, for this study we are looking at how well a new medicine, [name], works compared with the current medicine [name].
Who is being invited to take part in this study?
We are inviting people over 1 years old with fever who attend certain health facilities in [area] to take part in this study and hope to include [number] people in total. Only those with malaria, and for whom it should be safe, will be given the option of taking [new drug]. Whether or not you decide to take part in this study is entirely up to you; it is voluntary. The services you usually receive at this facility will not change if you take part or not. If you decide not to take part, you will still be given the usual treatment for malaria, [name]. If you decide to take part, you may change your mind later and decide to stop being a participant in the study; this will not change your rights or treatment at this or any other health facility.
How do we decide who gets given the study treatment?
We use something called ‘randomisation’ to decide which people taking part in this study get the new medicine, and which get the current medicine. Randomisation divides the participants into two groups so that both groups are similar in things like age. This means each person in the study has the same chance to get either medicine and allows us to assess the difference between them in a fair way.
What will happen in the study?
If you agree to take part, you will need to come back to the clinic five more times over 6 weeks, on days 3, 7, 14, 28, and 42. Each visit will last about one hour. It is important you come to all visits, so we can see if you feel well and if any malaria parasites are still in your blood. You may also come back to the clinic on any other days if you feel unwell.

First day/today (day 0)
If you agree to take part in this study, we will ask you questions about your general health, conduct a general examination, and measure your weight, blood pressure, heart rate and temperature (fever). We will then take a few drops of blood by finger-prick for some tests, including to see what type of malaria you have and how well it should be cured by the medicine. We will also check your blood to see what your haemoglobin level is (the amount of red blood cells in the blood) and for women to test if you could be pregnant (as pregnant women may need a different medicine and not be included in the study).

[The first dose of your medicine will be given as usual at this clinic, where you will be asked to stay for an hour, in case you vomit. The other five doses are taken at home; the next dose should be taken after 8 hours, and then twice a day for the next 2 days. You will be given a diary to help you to remember when to take each dose as it is important for you to take all six doses, even if you feel better before the treatment is finished. You will be asked to return to the clinic as quickly as possible if you vomit after taking the malaria treatment or start to feel sicker.] Adapt as per protocol
  
Day 3
On the first follow-up visit (3 days after your malaria diagnosis) you will again be asked questions about your general health and we will conduct a general examination, measure blood pressure, heart rate and body temperature (fever) and take a finger-prick blood sample and a sample of urine. These will be for the same tests as for the first visit including to see you still have any malaria parasites in your blood. If you do then we will need to re-treat your malaria [with a different medicine].

Days 7, 14, 28 and 42
You will be asked to return to the health facility four more times (on days 7, 14, 28 and 42 after your malaria diagnosis at this clinic), as shown on the diary card. This is for a repeat of the tests done on day 3. The only difference is that on day 7 we will take one more drop of blood to measure how much [name] medicine is in your blood.  Women will also be re-tested for pregnancy on day 42.
Benefits (possible advantages of you taking part in the study)
We expect that your malaria will be treated, and this study could also help us understand the best treatment for malaria in your community.  If [name] is confirmed as safe and effective, the Department of Health may make it part of routine malaria treatment in the future.
Risks (possible dangers of taking part in the study)
If you are in the group that receives [current drug] we would like to make you aware of its possible side effects. It can cause [add]. [Add other based on known data and potential risks for new drug]. It is possible that [new drug] may cause problems we are not aware of, so we will follow you closely to make sure we keep track of any possible problems and treat any effects as needed. Other than these, the finger-prick blood samples may be sore or uncomfortable. If you took part in the study as advised and do become ill because of the research, the costs of any reasonable and necessary medical treatment will be covered by what is called “no fault insurance" [institution]. 
Reimbursements
You will not be given any money or gifts to join this research study. However, on each follow-up visit here you will be given [amount] to cover any travel costs, inconvenience, loss of work time or other expenses.
Confidentiality
Your medical records and information collected during this study that show your name or address details will be kept confidential at the clinic, or in a similar secure place if the clinic does not have room for long-term storage. This identifying information will be seen by those organising the study and authorities who give us permission to conduct the study and make sure studies like this are run properly: [Research ethics committees], or the [Regulatory authority]. 

Some medical and other information about you from before and during the study will also be put into a computer so that we can work out the results, but this will not include your name or address details - you will be identified by a number (anonymised). Summaries of the study results may be shared with the malaria control programmes, at community meetings and will be published in scientific / medical journals so other interested people may learn from this study.

Sharing of results so that they can be combined with other studies
Medical journals now require us to share anonymised information from studies like these. In addition, we would like to ask if you agree to us sharing the anonymised information with those wanting to combine our results with those from other similar studies. This is useful for understanding more about the study medicine. These combined results may also be discussed at meetings or published but you will never be identified by name. Please note, if you withdraw your consent during or after the study we will not be able to take back the data that has already been shared with others in this way. 
What does signing the consent form mean?
You do not give up any of your legal rights by participating in this study. When you sign, you only indicate the healthcare worker has informed you about this study, and that you agree to take part in it.
Who to contact
If you have questions about this trial you should first discuss them with the clinic staff (contact details on the front page), study leaders or the ethics committee (details below): 
For any concerns regarding your rights and welfare as they relate to this study please contact:    [Research ethics committee name & contact details].
After you have consulted the above people, and they have not provided you with answers to your satisfaction, you should write to the [Regulatory authority name & contact details]
Do you have any questions? Please feel free to think about taking part or discuss with your family/friends, however we do not want to hold up any malaria treatment you may need.



Consent form

Research study: Study title

I have read this document/had its contents explained to me. I have been given the opportunity to ask questions about the research study procedures and the potential risks have been explained to me. I have been given time to discuss with others to decide whether to agree to take part in this study.

1. It has been explained to me that I am free to leave the study at any time, without any disadvantage to my future care. I do freely give my consent to join this study, as described to me in this document. I understand that I will receive a copy of this document as signed below.

2. By signing this consent form, I give permission for the use, access, and sharing of my personal medical information as described in the section “Confidentiality". [Optional: Please let us know what you would like us to do about sharing of anonymised information with those wanting to combine it with other similar studies (you can still be part of this study, even if you choose not to share your anonymised information for this purpose):

□	I give permission to share my anonymised information for combining with other similar studies  
□	Do not share my anonymised information for combining with other similar studies] 

3. At the end of the study unused blood samples will be stored and, if you agree, may be used in future investigations for understanding the effects of malaria treatment. You can still be part of this study, even if you choose for your unused samples to be destroyed after the study has ended. Approval from the relevant ethics committees will be sought before the stored blood samples are used for any such future investigations. Samples from those who do not give consent for use of their blood samples after the study has ended will be destroyed. Please let us know what you would like us to do with any samples left over at the end of the study:

□	Destroy all left over blood samples
□	Keep samples for use in future research to understand malaria and how best to treat or prevent it

______________________________	__________________________      	_______________
Participant name				Signature			Date (day/month/year)


______________________________       	__________________________	___________      
Study team member name		Signature			Date (day/month/year)

If participant/legal guardian cannot read: I have witnessed the accurate reading of the consent form to the potential participant, and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 

[bookmark: _GoBack]Print name of witness:	______________________________         AND        	 Thumb print of participant


Signature of witness:	______________________________

Date:			______________________________		_________________________
                		Day/month/year					Participant name
1

Adult ICD_Version/date		Screening number (if relevant): _____________
