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MEDICAL RESEARCH COUNCIL OF ZIMABWE

General Instructions for Researchers Writing

Informed Consent Forms

for Parental Consent

When writing your consent form for research with children, you may follow the format provided in the sample consent form.

The pagination of an actual consent form will not come out the same as 

that of the sample consent form.
Language:


Be sure that the language used in the consent form is non-coercive and is written so that it is understandable to a parent/guardian at a 6th grade reading level.  This means that medical jargon or technical terms should be avoided (or be followed by a description in lay terms), initials and/or abbreviations should be explained, sentences should be short and concise, etc.  Furthermore, the consent form should be in the parent/guardian’s local language or should be translated clearly to ensure understanding.

Additional Instructions:

1.
The project title on the consent form should match that on the application form submitted to the MRCZ.

2.
List only one principal investigator and all others are co-investigators.  List investigators’ phone numbers.

3.
State if there are multiple local performance sites (Chitungwiza, Epworth, Binga, or others).  

4.
Label each page [Page 1 of 4, Page 2 of 4, etc.].

5.
Once it has been assigned, the MRCZ number for your project must be inserted at the top of every page of the consent form.

6.
Provide at least a 3/4 inch bottom margin for the MRCZ approval stamp to be affixed.

7.
Double-side the consent form.  This will often eliminate the problem of the signature section “standing alone.”  For a odd number of pages in a consent form, single-side the first page and double-side the remaining pages.


IRB No. ____________

SAMPLE INFORMED CONSENT FORM
FOR PARENTAL CONSENT

[Use appropriate institutional Ohio letterhead]

PROJECT TITLE
Principal Investigator_________, [M.D.(OR Ph.D., etc.)]

Co-Investigator(s) __________________  [if applicable]

Phone number(s)__________________

ADD THE FOLLOWING PARAGRAPH TO ALL CONSENT FORMS 

MORE THAN TWO (2) PAGES LONG (BEFORE ADDITION OF THIS PARAGRAPH)
What you should know about this research study:
· We give you this consent so that you may read about the purpose, risks, and benefits of this research study.

· The main goal of research studies is to gain knowledge that may help future patients.

· We cannot promise that this research will benefit your child.  Just like regular care, this research can have side effects that can be serious or minor.

· You have the right to refuse to allow your child to take part, or agree for your child to take part now and change your mind later.

· Whatever you decide, it will not affect your child’s regular care.

· Please review this consent form carefully.  Ask any questions before you make a decision.

· Your choice to allow your child to participate is voluntary.

PURPOSE


You are being asked to allow your child to participate in a research study of [state what is being studied].  The purpose of the study is [state what the study is designed to discover or test (if the study is for an investigational drug, indicate that the study is to test effectiveness and safety of the drug)]. Your child was selected as a possible participant in this study because [state why the Participant was selected].  [Include the approximate number of Participants in the study in Zimbabwe and elsewhere.]


IRB No. ____________

PROCEDURES AND DURATION


If you decide to allow your child to participate, your child will undergo [describe the procedures to be followed, including the purposes of the procedures, how long they will take, and their frequency.  In describing the procedures involved in the study, you should list and describe standard treatment procedures as well as experimental procedures.  Please clearly distinguish which procedures are standard, which are experimental, and which procedures will be done solely for the purposes of the study.  Include the expected duration of the Participant's participation].
RISKS AND DISCOMFORTS


[Describe reasonably foreseeable risks, discomforts or inconveniences to the child -including health, legal, economic and psychological risks.  State the likelihood and seriousness of the risks.  State and explain risks, if any, to pregnant women.  If the risk is significant, add the following section:]
[RISKS TO PREGNANT WOMEN]


This research represents a significant risk to unborn children.  Therefore, if your daughter is of childbearing age, she will be given a pregnancy test prior to initiation of research. If she is pregnant and wishes to participate in this research study, you and she will be advised that there are three possibilities:  depending upon the stage of her (cancer or other illness) as well as the stage of her pregnancy, she may delay this research until she has delivered.  [If applicable, add:] She may be offered alternative therapy; or she may choose to terminate her pregnancy.  If she is not pregnant, she will be offered information on birth control procedures to be used during the course of this research to avoid pregnancy.  She will also be advised as to the danger to the fetus should she become pregnant.

BENEFITS AND/OR COMPENSATION


[Describe any benefits to the trial participant or to others which may reasonably be expected from the research. Clearly state if the benefit is expected to be primarily for others.  If benefits are mentioned, add:]  We cannot and do not guarantee or promise that your child will receive any benefits from this study.


[If theparticipant will receive any compensation for their participation, describe the amount or nature. Compensation may include money, free treatment, free medications, or free transportation.  Money may be offered to reimburse expenses, time, inconvenience and transportation.  However, money may not be used as an inducement to assume risks.  
ALTERNATIVE PROCEDURES OR TREATMENTS


[Indicate appropriate alternative procedures or courses of treatment which may be advantageous to the participant, if any treatment is required.  Any standard treatment that is being withheld must be disclosed.  Include a statement that one alternative is no further therapy.  IF APPLICABLE, state that a potential participant will receive standard care whether or not s/he participates in the research study].

IRB No. ____________

CONFIDENTIALITY


If you indicate your willingness for your child to participate in this study by signing this document, we plan to disclose [state the persons or agencies to whom the information will be furnished, the nature of the information to be furnished and the purpose of the disclosure]..[If applicable add:]  Any information that is obtained in connection with this study that can be identified with your child will remain confidential and will be disclosed only with your, and when appropriate, your child’s permission.  [Include a statement informing  the guardian of those who will have access to the study data.  If the data from this study are to be supplied to the MCAZ, then state that authorized representatives of the Medicines Control Authority  and/or sponsors will have access to the participant’s medical records for purposes of inspection.]  Under some circumstances, the MRCZ and the local Institutional Review Board may need to review patient records for compliance audits.

ADDITIONAL COSTS

[Specify what costs are borne by the guardians/participants and which are the responsibility of the investigators.  If there is a possibility of additional costs to the guardians/participants because of participation, this should be disclosed.]

IN THE EVENT OF INJURY


In the event of injury resulting from your child's participation in this study, treatment will be offered by the study.  You should understand that the costs of such treatment will be the study’s responsibility.    


In the event of injury, contact [If there is any risk of injury, you must provide the name and phone number of contact person(s) who are available 24 hours a day and their phone number(s).]
VOLUNTARY PARTICIPATION


Participation in this study is voluntary.  If you decide not to allow your child to participate in this study, your decision will not affect your or your child's future relations with this institution, its personnel, and associated hospitals [and the named cooperating institution, if any].  If you decide to allow your child to participate, you and your child are free to withdraw your consent and assent and discontinue participation at any time without penalty.

ADDITIONAL ELEMENTS


[When appropriate, include a statement of the consequences of a participant’s  decision to withdraw from the research and procedures for orderly termination of participation by the Participant.]

[When appropriate, include anticipated circumstances under which the child's participation may be terminated by the investigator without regard to the child/guardian's consent and procedures for orderly termination of participation by the Participant.]

[When appropriate, include a statement that significant new findings developed during the course of the research which may relate to the child/guardian's willingness to continue participation will be provided to the child/guardian.]

IRB No. ____________

[The following section must be an integral part of the consent form and cannot stand alone, i.e., it can be on the back of the consent form or on part of a page where aforementioned elements are present.]
OFFER TO ANSWER QUESTIONS


Before you sign this form, please ask any questions on any aspect of this study that is unclear to you.  You may take as much time as necessary to think it over.

AUTHORIZATION

YOU ARE MAKING A DECISION WHETHER OR NOT TO ALLOW YOUR CHILD TO PARTICIPATE IN THIS STUDY.  YOUR SIGNATURE INDICATES THAT YOU HAVE READ AND UNDERSTOOD THE INFORMATION PROVIDED ABOVE, HAVE HAD ALL YOUR QUESTIONS ANSWERED, AND HAVE DECIDED TO ALLOW YOUR CHILD TO PARTICIPATE.

___________________




____________________
Name of Child (please print)




    Date & time

 ____________________




____________________

 Name of Parent (please print)                                                   Date& time

______________________________________       
____________________                                            

Signature of Parent/Legally Authorized Representative            Date& time

______________________________________

Relationship to the Child

______________________________


   _________________

Signature of Witness (if required)      
                                         Date & time

______________________________                                   ___________________

Signature of Research Staff                                                        Date & time

YOU WILL BE GIVEN A COPY OF THIS CONSENT FORM TO KEEP.

If you have any questions concerning this study or consent form beyond those answered by the investigator, including questions about the research, your rights as a research participant or research-related injuries; or if you feel that you have been treated unfairly and would like to talk to someone other than a member of the research team, please feel free to contact the Medical Research Council of Zimbabwe on telephone +263 86 44073772 or the following address:

Medical Research Council of Zimbabwe

20 Cambridge Road
Avondale
Harare

SPECIFIC REQUIREMENTS

1. For children under the age of 7 years the signed and dated parental consent suffices

2. For children 7 years old to 12 years old

1. For children between the ages of 7-12 a distinction is made between therapeutic and non-therapeutic research.

Non-therapeutic Research:


In addition to the consent form which the parents sign, a separate assent form is needed.  This form should be brief.  Depending on the research study, it will probably be between one paragraph and one page.  It should be in simplified language, appropriate for the 7-12 age group; it should sketch what is involved for the child/Participant; and, it should emphasize the voluntary nature of the study. 

Therapeutic Research:


In addition to the consent form which the parents sign, the child's assent should be obtained in one of two ways.


1.
As above, the investigator may have the child sign a separate assent form.  This form should be brief.  Depending on the research study, it will probably be between one paragraph and one page.  It should be in simplified language, appropriate for the 7-12 age group, and it should sketch what is involved for the child/Participant.


2.
The alternate procedure will involve a single paragraph following the consent form and the signature of the parent.  It should read as follows:  "I have discussed this clinical research study with the child using language which is understandable and appropriate.  I believe I have fully informed this participant of the nature of the study and its possible risks and benefits.  I believe the participant understood this explanation and assented to participate in this study."


This statement should be signed by the physician/investigator and by a witness.


In circumstances when a specific child is not capable of providing assent and the prospect of therapeutic benefit is great, a request may be made to the IRB to waive consent.

PLEASE NOTE THE FOR CHILDREN 13-17 YEARS A SEPARATE ASSENT FROM SHOULD BE SIGNED AND DATED BY THE PARTICIPANT (Child).  See Assent form template on the MRCZ website.
SPECIMEN COLLECTION/ PHOTOGRAGHING/VIDEO AND AUDIO RECORDING

For studies involving specimen collection form the child or photographing/video and audio recording the following section should be added before the signature section, for both the Parental Informed Consent and Assent forms     
Audio, Video Recording and Photography

[If the study involves audio, video, or photography, the participant must make a specific statement of consent for this activity within the enrolment informed consent form.  If your project involves such activity, detailed information must be included in the consent form at the end of the Procedures section, along with the statement of consent below.  Describe what will be recorded and what type of recording will be used i.e. audio, video, photos. Include the disposition of the photos and/or tapes upon study completion. Indicate how the tapes will be used. If the recordings will be used for any other purposes in addition to the research, i.e. educational programs or presentation at professional meetings, clearly provide information on that use. You may incorporate information regarding providing participants the option of seeing or hearing tapes or photographs prior to their use. If your project does not involve audio, video, or photo recording, you may delete this section from the consent document.]

Statement of Consent to be photographed, Audiotaped or Videotaped.

I understand that photographs / audio recordings / video recordings of my child will be taken during the study. (For each statement, please choose YES or NO by inserting your initials in the relevant box)

· I agree to having my childs’ photograph taken 


Yes 











  

No


· I agree to my child being audio recorded



Yes 











 

No 

· I agree to having my childs’ video recorded




Yes 











 

No 

[delete the options that are not appropriate for this study]
Laboratory Specimen Storage and Shipment
[If the study involves temporary storage of laboratory specimens and/or shipment to laboratories outside of Zimbabwe for tests included in the protocol, the parent participant must make a specific statement of consent for this activity within the enrolment informed consent form.  If your project involves such activity, the following information and statement of consent must be included in the enrolment consent form at the end of the Procedures section to meet legal requirements.] 
During this study, my childs’ samples of [insert nature eg Blood, Urine, etc] will be taken to the laboratory for the tests mentioned in this consent form.  Some of the tests will be done right away.  For other tests, the samples are stored in the laboratory in Zimbabwe during the study and tested in batches at the end of the study.  But, not all of the tests will be done in Zimbabwe; some of the samples of your child [insert nature eg Blood, Urine, etc] will be shipped to the study laboratory outside Zimbabwe for testing.  Only the study tests mentioned in this consent form will be done on your samples in that external laboratory.  When the researchers are certain none of those tests must be repeated, any samples leftover in the external laboratory will be destroyed by [insert method of destruction - eg incineration].  Destruction usually happens at the very end of the study.  
Statement of Consent for temporary storage and shipment of laboratory specimens.

I understand that my child’s samples of my [insert nature eg Blood, Urine, etc] taken during the study will be stored in the Zimbabwean laboratory and shipped to a laboratory outside the country for some of the tests mentioned in this consent form.   Mark either “Yes” or “No” with your initials to indicate your choice)
· I agree to have my Childs ‘samples of my [insert nature eg Blood, Urine, etc] stored and shipped to a laboratory outside Zimbabwe for tests mentioned in this consent form for this study. 










Yes








 
 











No

[If the study involves long term storage of laboratory specimens for future use in unspecified protocols yet to be developed, add this paragraph.]
At the end of this study, there might be some of your child’s left over samples after all the testing has been completed.  These samples may be very useful in the future for other studies.  Later, we will ask if you are willing to have your child’s left-over samples saved even after the study is over for future testing on studies that are yet to be designed.  These stored samples might be used later on to look for [include a general comment about the possible uses].  The samples will be stored in Zimbabwe.  Your child can still participate in this study whether or not you agree to have your child’s samples stored after the study is completed.  We will review the details with you and you will be asked to sign a separate consent form like this one to say if you agree or not to have your child’s samples stored for the future.  
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