



PARENTAL OR LEGAL GUARDIAN INFORMATION & INFORMED CONSENT DOCUMENT  FOR A MEDICATION TRIAL 

Consent and assent:

If there are children younger than 7 years in your study, the parents/ legal guardians need to give consent on their behalf and you will need to adapt the information document by substituting “you” with “your child”. For children between 7 and 18 years, parents/ legal guardians give parental / legal guardian consent for their/the child to participate in the study and the child gives assent. The assent information consent form needs to be in very simplified language. Both the parental/legal guardian information consent document and the assent form have to be included with your application.

Please remove this instruction box from your final ICD.
TRIAL TITLE: ……………………………………………………………….. 

…………………………………………………………………………………

Sponsor: ……………………………………………………………..
Principal Investigators :……………………………………………….
Institution: …………………………………………………………………….
DAYTIME AND AFTER HOURS TELEPHONE NUMBER(S):

Daytime numbers: ……………………………………………………
Afterhours: ……………………………………………………………….
DATE AND TIME OF FIRST INFORMED CONSENT DISCUSSION:

	
	
	
	
	         :

	date
	month
	year
	
	Time


Dear Parent or Legal Guardian

Dear Mr. / Mrs. …………………………………………………………………
1) INTRODUCTION 

Your child has been invited to volunteer for a research study.  This information document is to help you to decide if your child would like to participate.  Before you agree that your child may take part in this study you should fully understand what is involved.  If you have any questions, which are not fully explained in this document, do not hesitate to ask the researcher.  You should not agree for your child to take part unless you are completely happy about all the procedures involved.  

2) THE PURPOSE OF THIS TRIAL

Your child has been diagnosed as suffering from ……………… and the investigator would like your child to consider taking part in the research of a new drug, called …………………. (Where possible include the trade name and/or examples of the drug in brackets after the word)

(Furnish details of the study population)

During the study your child will receive either the active agent or a placebo.  A placebo is an inactive substance, it does not contain any of the drug.

3) THE DURATION OF THIS TRIAL

If you decide to allow your child take part he/she will be one of approximately …….patients.  The study will last for up to ……….(days/weeks/months).  Your child will be asked to visit the investigator…………….times as per the following schedule:…………………….  

4) DESCRIPTIONS OF PROCEDURES AND WHAT WILL BE EXPECTED

            FROM PARTICIPANTS
This study involves answering some questions with regard to your child’s illness, examination of your child, ECG, weight and height, measurements, blood and urine tests. We will also measure the blood pressure. Your child will be asked to come to the hospital on another day as your clinic day. 

It is important that you let the investigator know of any medicines (both prescriptions  

or over-the-counter medicines), alcohol or other substances that your child is currently taking.

5) YOUR CHILD’S  RIGHTS AS A PARTICIPANT IN THIS TRIAL
Your child’s participation in this trial is entirely voluntary and you can refuse for him/her to participate or stop at any time without stating any reason.  Your withdrawal will not affect your child’s access to other medical care.  The investigator retains the right to withdraw your child from the study if it is considered to be in your best interest.  If it is detected that you did not give an accurate history or did nor follow the guidelines of the trial and the regulations of the trial facility, your child may be withdrawn from the trial at any time.

6)  ALTERNATIVE TREATMENT AVAILABLE
Alternative treatment in the form of ……………… is often used to treat (this condition)……………    If your child decides not to take part in this study it is possible that your doctor may treat him/her with this, or other suitable medication.

7) ARE THERE RISKS AND DISCOMFORTS OR INCONVENIENCE?
(Example): Venipunctures (i.e. drawing blood) are normally done as part of routine medical care and present a slight risk of discomfort.  Drawing blood may result in a bruise at the puncture site, or less commonly fainting or swelling of the vein, infection and bleeding from the site.  Your child’s protection is that the procedures are performed under sterile conditions by experienced personnel.  A total of ……..ml of blood (i.e. 1 tablespoon) will be collected over the course of the entire study.

All medicines carry some risk, however small.  In previous studies some patients have reported experiencing side effects, which included………, ……….. and …………. .

8) WHAT ARE THE POSSIBLE BENEFITS FOR YOU?

The trial may help to discover……………………………………………………………………….

……………………………………………………………………………………………………

9) DISCONTINUATION OF TRIAL TREATMENT

Uncontrolled discontinuation of trial medication is inadvisable.  Special care needs to be taken for the discontinuation of this trial medication.  The investigator will supervise any discontinuation with your child’s health as first priority.

10) INSURANCE AND FINANCIAL ARRANGEMENTS

(The Company) will provide payment for all trial procedures and reasonable medical expenses which your child  may incur as a direct result of this trial as determined by (the Company) and the investigator.  Neither you nor your medical scheme will be expected to pay for any study medication or trial procedures.

(The Company) has obtained insurance for your child  and the investigator in the event of such trial related injury.  A trial-related injury is……… .  
You must notify the investigator immediately of any research or other related complications, side effects and/or injuries during the trial and the nature of the expenses to be covered.

If a research related injury occurs, you have not waived any of the legal rights which your child otherwise would have as a participant in this trial by signing this form.

Your child will not be paid to participate in this trial.  The investigator will determine if your child is eligible to receive reimbursement for out-of-pocket and/or travel expenses.

11)  SOURCE OF ADDITIONAL INFORMATION

For the duration of the trial, your child will be under the care of dr ………… .  if at any time between your child’s visits, you feel that any of your symptoms are causing you any problems, or you have any questions during the trial, please do not hesitate to contact him/her.  The telephone number is ………., through which you can reach him/her or another authorized person.

12)  ETHICAL APPROVAL
This clinical trial Protocol was submitted to the Faculty of Health Sciences Research Ethics Committee, University of Pretoria, telephone numbers 012 356-3084 / 012 356-3085 and written approval has been granted by that committee.  The study has been structured in accordance with the Declaration of Helsinki (last update: October 2013), which deals with the recommendations guiding doctors in biomedical research involving human/subjects.  A copy of the Declaration may be obtained from the investigator should you wish to review it. 

13)  CONFIDENTIALITY

All information obtained during the course of this trial is strictly confidential.  Data that may be reported in scientific journals will not include any information which identifies your child as a patient in this trial.  

14) CONSENT TO PARTICIPATE IN THIS STUDY

· I confirm that the person requesting my consent for my child to take part in this study has told me about the nature and process, any risks or discomforts, and the benefits of the study. 

· I have also received, read and understood the above written information about the study. 

· I have had adequate time to ask questions and I have no objections for my child to participate in this study. 

· I am aware that the information obtained in the study, including personal details, will be anonymously processed and presented in the reporting of results. 

· I understand that my child will not be penalised in any way should my child wish to discontinue with the study and that withdrawal will not affect my child’s  

· My child is participating willingly. 

· I have received a signed copy of this informed consent agreement.
__________________________________

________________________

Parent/Legal Guardian’s name (Please print)            
Date

__________________________________

________________________

Parent/Legal Guardian’s signature



 Date

__________________________________

________________________

Researcher’s name (Please print)             


Date

__________________________________

________________________

Researcher’s signature





Date

Witness's name (Please print) 
​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​_______________________________________    
Witness's signature   

          ________________          Date 

_______

AFFIRMATION OF INFORMED CONSENT BY AN ILLITERATE PARTICIPANT

(if suitable) 

I, the undersigned, ………………………………………..…, have read and have explained fully to the participant, named ………………………… , the participant informed consent document, which describes the nature and purpose of the study in which I have asked the child’s parent/legal guardian to participate.  The explanation I have given has mentioned both the possible risks and benefits of the study and the alternative treatments available for the child’s illness.  The participant indicated that he/she understands that he/she will be free to withdraw from the study at any time for any reason and without jeopardizing the child’s standard care. 

I hereby certify that the patient has agreed to participate in this study.

__________________________________

________________________

Parent/Legal Guardian’s name (Please print)            
Date

__________________________________

________________________

Parent/Legal Guardian’s signature



 Date

__________________________________

________________________

Investigator's Name (Please print)


 
Date



__________________________________

________________________

Investigator's Signature                  



Date 

__________________________________

________________________

Name of the person who witnessed 

the informed consent (Please print)        
            
Date

__________________________________

________________________

Signature of the Witness
          
         

 Date 
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