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POLICY TITLE:

DOCUMENTATION OF INFORMED CONSENT

POLICY:

lnformed consent shall be documented in writinq by the use of a written
consent form approved by the lRB. The IRB may approve a waiver from
the requirement tot written consent if the research meets the criteria for
waiver of written consent defined in the federal regulations. Informed
consent shall be signed and dated at the time of consent by the
researcher obtaining consent and by the research participant or the
participant's legally authorized representative. A copy of the signed and
dated written consent form shall be given to the research participant or
the participant's legally authorized representative. A copy of the signed
and dated consent form is retained in the researchers'f i le. A copy of the
signed and dated consent form is retained in the participant's medical
record, if the research procedure or intervention is offering medical care,
treatment, or diagnosis to the participant.

PROCEDURE:

19.1 The wri t ten consent form must contain the informat ion required under
federal  regulat ions for  obtaining ínformed consent,  including:

A. A statement that the proposed treatment/study involves research, an
explanatíon of the purposes of the research and the expected duration
of the subject's part¡c¡pation, a description of the procedures to be
followed, and identif ication of any procedures which are experimental
145 CFR 46.116(a) (1 )  and 21  CFR 50.25(a) (1 ) l ;

B. A description of any reasonably unforeseeable risks or discomforts to
the  sub jec t  t45  CFR 46.116(aX2)  and 21  CFR 50.25  (a ) (2 ) l ;

C. A description of any benefits to the subject or to others which may
reasonably be expected from the research [45 CFR 46.116(a)(3) and
21 CFR 50.25(a) (3 ) l ;
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D. A disclosure of appropriate alternative procedures or courses of
treatment, if any, that might be advantageous to the subject t45 CFR
46.116(aXa)  and 21  CFR 50.25(a) (4 ) l ;

E. A statement describing the extent, if any, to which confidentiality of
records identifying the subject wil l be maintained [45 CFR
46.116(a)(5)1 and, i f  appl icable,  not ing the possibi l i ty  that  the FDA
may inspect the records t21 CFR 5O.25(a)(5);

F.  For research involv ing more than minimal r isk,  an explanat ion as to
whether any compensat ion and an explanat ion as to whether any
medical treatments are available if injury occurs and, if so, what they
consist of or where further information may be obtained t45 CFR
46.116(a) (6 )  and 21  CFR 5O.25(a) (6 ) l ;

G. An explanation of whom to contact for answers to pertinent questions
about the research or subjects' rights, as well as whom to contact in
the event of a research-related injury to the subject t45 CFR
46.116(aX7)  and 21  CFR 5O.25(a) (7 ) l ;

H. A statement that participation is voluntary, that refusal to participate
will involve no penalty or loss of benefits to which the subject is
otherwise entit led, and that the subject may discontinue participation
at any time without penalty or loss of benefits to which the subject is
orherwise ent i t led t45 cFR 46.116(aX8) and 21 CFR 50.25(a)(8)1.

19.2 Addi t ional ly,  the wr i t ten consent form shal l  contain the fo l lowing informat ion
when such information is applicable to the research project:

A. A statement that the particular treatment or procedure may involve
risks to the subject (or to the embryo or fetus, if the subject is or may
become pregnant) which are currently unforeseeable t45 CFR
4 6 . 1 1 6 ( b X 1 )  a n d  2 1  C F R  5 O . 2 5 ( b X 1 ) l ;

B. Anticipated circumstances under which the subject's participation may
be terminated by the investigator without regard to the subject's
consent t45 CFR 46.116(bX2) and 21 CFR 50.25(bX2)l ;

C. Any additional costs to the subject that may result from participation
in the research t45 CFR 46.116(b)(3) and 21 CFR 50.25(b)(3) l ;

D. The consequences of a subject's decision to withdraw from the
research and procedures for orderly termination of participation by the
subject  I45 CFR 46.116(b)(4) and 21 CFR 5O.25(bX4)l ;

E.  A statement that  s igni f icant new f indings developed dur ing the course
of the research which may relate to the subject's wil l ingness to
continue participation wil l be provided to the subject t45 CFR
46.116(b) (5 )  and 21  CFR 50.25(b) (5 ) l ;

F. The approximate number of subjects involved in the study t45 CFR
46.116(bX6)  and 21  CFR 5O.25(bX6)1 .

19.3 Chi ldren's IRB requires the fo l lowing informat ion to be included in the wr i t ten 
r-

consent form:
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A.  Head ing :
i .  "Chi ldren's Hospi ta l  and Regional  Medical  Center" ,  "Consent

Form". For research studies with multiple consent and assent
forms, the heading shall indicate for which group the form is
intended;

i i .  T i t le of  the study;
i i i .  Names and contact  informat ion of :

1.  Pr incipal  lnvest igator;
2.  AI  research team members involved in the

consent/assent process; and
3. At least  one designated research team member who

possesses enough knowledge to answer subject
questions about the research (can be same individual that
is l is ted for other reasons).

iv. 24-Hour Emergency Telephone Number, when applicable. An
emergency telephone number is applicable to research that
involves a potential for research related injuries when the
participant is outside of a medical setting.

B. Payment or incentives to take part;

C. Disclosures of  any f inancial  ínterests of  research team members.

D. Participant statement to include:
i. The participant or their legally authorized representative has had

the study explained to them;
ii. The participant or their legally authorized representative has had

opportuni ty to ask quest ions and knows they can ask quest ions
at any t ime;

i i i .  The part ic ipant or their  legal ly author ized representat ive
voluntarily agrees to take part.

E. Signature and Date Lines for:
i .  Person obtaining consent (must be l is ted on the consent form);
i i .  Person giv ing consent (part ic ipant;  legal ly author ized

representative);
i i i .  When appropr iate,  wi tness or advocate.  Witness signatures are

required when informed consent ís being obtained with the use
of an interpreter. Witness signature may be required by the IRB
if the oral consent process is being conducted by telephone. An
advocate signature would be required when the IRB requires the
use of an advocate to act in the best interests of the research
part ic ipant.

F. Copies to: Research Participant and/or Parent; Researchers' f i le;
Medical Record (if appropriate). When research is providing patient
care or management, a copy of the consent form goes in the medical
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record.

19.4 In most all cases, the consent form shall be a written consent document that
embodies the elements of  informed consent.  This form may be read to the
participant and/or the participant's legally authorized representative. The
investigator must give the subject or representative adequate opportunity to
read the document and ask quest ions before s igning. t45 CFR 46.117(b)(1)
and 21  CFR 50.27(b) (1 ) l ;

19.5 ln rare cases, the invest igator may use a short  form wri t ten consent
document stating that the elements of informed consent have been
presented orally to the participant or legal representative in the presence of a
witness. The short form is to be signed by the participant or representative;
the witness shall sign the short form along with a copy of the written
summary of what is to be said to the participant or representative. This
wri t ten summary wi l l  be approved by the lRB. A copy of  the summary and
short form will be provided to the subject or representative t45 CFR 46.117
(bX2) and 21 CFR s0.27(bl?ll.

The use of a short form consent document ¡s used most frequently in
situations where the researcher wants to enroll participants with l imited or
no  Eng l ish  language sk i l l s .  See IRB Po l icy  21 .

19.6 The IRB may waive the requirement for  the invest igator to obtain s igned,
written consent from some or all research participants or their legally
authorized representative if i t f inds:

A. The only record l inking the part ic ipant and the research would be the
consent document and the pr incipal  r isk would be potent ia l  harm
resulting from a breach of confidentiality. In this case, each
part ic ipant wi l l  be asked i f  they want documentat ion l inking the
participant to the research, and the participants wishes wil l govern [45
CFR 46 .117(c l (1 ) l ;  o r

B. The research presents no more than minimal risk of harm to research
participants and involves no procedures for which written consent is
normally required outside of the research context t45 CFR
46.117tc1(21  and 21  CFR 56.109 (cX1)1 .  The IRB may requ i re  the
investigator in such cases to provide the research participant or their
legally authorized representative a written statement (information
sheet)  regarding the research [45 CFR 46.117(cl  and 21 CFR 56.109
(d) l

19.7 Consent forms are to be written in a language understandable to the
part ic ipant or their  legal ly author ized representat ive.  t45 CFR 46.11621 CFR
5O.2Ol Based on l i teracy stat ist ics for  the U.S. populat ion the IRB requires
that consent forms be written at an 8th grade or lower reading level.
Consent forms for persons with l imi ted or no Engl ish language ski l ls  must be
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t rans lated in to a language understandable to  the par t ic ipant  andior  the i r
legal ly  author ized representat ive.  See IRB pol icy 21 on Consent
Requi rements for  Language Minor i t ies.

19.8 Research par t ic ipants or  the i r  legal ly  author ized representat ive must  s ign and
date the wr i t ten consent  form af ter  the researchers have prov ided the
informat ion (ora l  and wr i t ten)  needed to make an in formed decis ion about
par t ic ipat ion in  the research and g iven suf f ic ient  oppor tuni ty  to  consider  the i r
dec is ion.  The s ignature and dates on the consent  form should document
that  the par t ic ipant  or  the i r  legal  representat ive s igned and dated the consent
form af ter  the e lements of  in formed consent  were presented to  them by the
researchers.

Submi t t i ng  Commi t tee ;  l ns t i t u t i ona l  Rev iew  Board
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