CPHS-GENERAL GUIDELINES FOR DEVELOPING ASSENT FORMS
INTRODUCTION:

The federal regulations that govern the protection of human subjects involved in research state that adequate provisions must be made for soliciting the assent of children when in the judgment of the IRB the children are capable of providing assent and for soliciting the permission of their parents or guardians (45 CFR 46.407 and 46.408).  Generally, CPHS requires that the assent of a minor child be sought when the child is seven through 11 years of age, unless the child’s decision-making capacity is impaired.  
CPHS-REQUIRED LANGUAGE FOR ASSENT DOCUMENTS:
For children 7 to 11 years of age, the assent form should be simple enough for the child to understand what he/she is agreeing to do.  In general, it should briefly explain in basic terms:

1. That they are being invited to take part in a research study.

2. The purpose of the study.

3. An estimate of how much time is involved in taking part.

4. What will happen to them if they agree to take part?

5. The foreseeable risks and or discomfort and any benefits they may experience.  (The P.I. should stress the immediate risks and/or discomforts and benefits, rather than future or theoretical possibilities.)

6. That they should ask their parents or the doctor or researcher any questions they have about taking part.

7. That their taking part is voluntary, and that they may discontinue taking part at any time.

8. That their father/mother/guardian has said that it is all right for them to take part.

ADDITIONAL RESOURCES:

1. http://www.oprs.ucla.edu/human/documents/pc/Gen-child-assent.doc
2. http://condor.depaul.edu/~gmichel/extra/D-Assent.html
3. http://www.sph.emory.edu/zapasthma/pdf/a4.pdf
NOTE: 

Adolescent informed Consent is required for children 12-17 years of age. Typically the Adolescent informed consent document should follow the same format as the adult informed consent and written to a 6-8th grade reading level. As a general rule, all medical terms should be defined or simplified and words containing three or more syllables should be reduced to one or two syllable words.
Parental Permission documents are required by parents (or legally appointed guardian) of children under age 18. Consent of one parent is sufficient if research involves minimal risk; consent of both parents is necessary if the research involves more than minimal risk. However, if one parent is deceased, unknown, incompetent or reasonably unavailable, or if one parent has legal responsibility or custody of the child, one parent consent is acceptable. The format of the Parental Permission Form should follow the general consent format with references to both the parent and child being enrolled into the study.
