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Hints for Writing an Informed Consent

· If you are using Protected Health Information (PHI) you must submit a separate stand-alone "Authorization to Release Protected Health Information for Research Purposes" form.  The stand-alone authorization is used in conjunction with the Informed Consent.  You will receive an approved, stamped authorization from the IRB. Only this original can be used to make copies for patient enrollment.

· You will receive an approved, stamped informed consent from the IRB. Only this original can be used to make copies for patient enrollment.

· Write the consent at an 8th grade reading level and use lay terms.

· Write the consent using ‘your child’.

· Informed consents must be submitted in Children's IRB format.  See Children's Healthcare of Atlanta Informed Consent template.

· Informed consents submitted by sponsors must be revised to follow the Children’s IRB format.

· Proof read the consent for typographical and grammatical errors.

· Utilize the word processor’s grammar checker to determine reading level.

· Use the format provided by the IRB.

· Use a larger type for easier reading.

· Limit the number of thoughts per paragraph.

· Use shorter sentences.

· Use words with fewer syllables.

· Page numbers must be included as 1of 5; 2 of 5; 3 of 5; 4 of 5; 5 of 5

· Signature lines must include the date.

Common Problems Encountered by the IRB

· Typographical/spelling errors.

· Costs not explicitly stated (who pays for what).

· Missing page numbers.

· Randomization and/or placebo is not described and not in lay terms.

· Standard procedures and research/experimental procedures not clearly defined.

· Over all too high of a reading level, medical terms not expressed in lay language.

Revised 10/24/03


