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Dear ,

21 CFR 50.27 states:

(a) Except as provided in §56.109(c), informed consent shall be documented by the
use of a written consent form approved by the IRB and signed and dated by the
subject or the subject's legally authorized representative at the time of consent. A
copy shall be given to the person signing the form.

(b) Except as provided in §56.109(c), the consent form may be either of the
following:

(1) A written consent document that embodies the elements of informed consent
required by §50.25. This form may be read to the subject or the subject's legally
authorized representative, but, in any event, the investigator shall give either the
subject or the representative adequate opportunity to read it before it is signed.

(2) A short form written consent document stating that the elements of informed
consent required by §50.25 have been presented orally to the subject or the
subject's legally authorized representative. When this method is used, there shall
be a witness to the oral presentation. Also, the IRB shall approve a written
summary of what is to be said to the subject or the representative. Only the short
form itself is to be signed by the subject or the representative. However, the witness
shall sign both the short form and a copy of the summary, and the person actually
obtaining the consent shall sign a copy of the summary. A copy of the summary
shall be given to the subject or the representative in addition to a copy of the short
form.

Physically challenged subjects (for example, unable to talk or write, or who have hearing
or visual loss) may enter a study if competent and able to signal consent, when consistent
with applicable State law. In this situation, the study record must include documentation of
the informed consent process and a description of the specific means by which the
prospective subject communicated agreement to take part in the research and how
questions were answered. Additionally, FDA recommends that investigators accommodate
the specific needs of the study population, if possible (e.g., audiotaped informed consent
form or enlarged font informed consent form depending on the level of impairment of
subjects with visual impairment).

For further information, you may wish to review FDA’s guidance, A Guide to Informed
Consent - Information Sheet, which can be found at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm. Additionally, there



is a draft guidance, Informed Consent Information Sheet, which can be found at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm404975.htm. This guidance,
when finalized, will supersede "A Guide to Informed Consent”, mentioned above, which
was issued in 1998.

You may also wish to review FDA’s Compliance Program Guidance Manual (CPGM)
7348.811, Bioresearch Monitoring: Clinical Investigators, which has information regarding
the inspection process, including the review of informed consent documents, in Part III. It
can be found at
https://www.fda.gov/ICECI/EnforcementActions/BioresearchMonitoring/ucm133569.htm

As previously noted, FDA’s regulations only require a witness signature for short forms.
However, local laws or institutional policies may require a witness signature for all consent
forms, or if a legally authorized representative signs the consent form on behalf of a
subject. In general, blank lines in consent forms may lead to confusion as to whether or not
something was reviewed during the consent process, and therefore we recommend that
no blank lines that are required to be filled in remain in a signed consent form. For
example, if a study allows for a subject or a legally authorized representative to provide
consent on behalf of a subject, whomever provides consent must sign the form (i.e., the
subject or the legally authorized representative).  If, in this example, the subject signs for
themselves, there is no expectation that the signature line for the legally authorized
representative be completed because the subject provided consent.  Whether or not the
site is obligated to line through, initial and date the signature line for the legally authorized
representative in this example is dependent on the site’s practices and SOPs.  You may
also wish to discuss your question with your reviewing IRB; they may have specific
policies or procedures regarding how to handle blank signature lines in consent forms,
e.g., initial (by whom – subject/LAR, or person leading the consent process?), initial and
date, “N/A”, etc. If the IRB does not have specific a policy, the study sponsor may have a
preference as to how to manage any blank lines.
 
I hope this information is helpful to you. If you need further assistance, please feel free to
contact the GCP mailbox at gcp.questions@fda.hhs.gov .
 
Best regards,
 
Sheila
 
Sheila Brown, RN, MS
Policy Analyst
 
Office of the Commissioner (OC)
Office of Good Clinical Practice (OGCP)
U.S. Food and Drug Administration
Tel: 301-796-6563
sheila.brown@fda.hhs.gov
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This communication does not constitute a written advisory opinion under Title 21 CFR 10.85, but rather is an
informal communication under Title 21 CFR 10.85(k), which represents the best judgment of the employee
providing it. This information does not necessarily represent the formal position of FDA, and does not bind or
otherwise obligate or commit the agency to the views expressed.
 
 
From:  
Sent: Tuesday, June 27, 2017 12:15 PM
To: OC GCP Questions
Subject: Guideline on Informed consent
 
Dear Sir or Madam,
I am writing in regards to the good clinical practices in executing informed consent forms.  If
patients were capable to sign consent for themselves, would all blank signature and date spaces that
were not necessary to be completed, be lined through, initialed and dated (e.g. additional witness
signature for patients who are not capable to sign for themselves or for consent with a short form)?
 Could you please advise if there are any guidelines on blank spaces in informed consent forms and if
all spaces should be completed or if we can leave them blank?
Thank you,

 

 

 




