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IX. Informed Consent and Enrollment of Subjects

A. Definition of informed consent

Informed consent is a process, not just a form. Informed consent is essential 
for studies involving human subjects. Subjects need to understand why the 
research is being pursued, what procedures and time commitments are 
involved, and the potential risks and benefits. The IRB must approve all 
consent forms and scripts. If these forms need to be changed for any reason, 
the changes must be reviewed and approved by the IRB prior to the use of the 
revised informed consent. 

Informed consent is a person’s voluntary agreement, based upon adequate 
knowledge and understanding of relevant information, to participate in 
research or to undergo a diagnostic, therapeutic, or experimental procedure. 
The informed consent form must contain all required elements of 
45CFR46.166, 21CFR50.20, and 21CFR50.25(a) and (b).

Legally authorized representative means an individual or judicial or other 
body authorized under applicable law to consent on behalf of a prospective 
subject to the subject’s participating in the procedure(s) involved in the 
research.

B. Investigator responsibilities

It is the responsibility of the investigator to ensure that consent is obtained by 
personnel who are knowledgeable about the study and who are able to respond
to questions about the study. Investigators must obtain legally effective 
informed consent from each subject or from the subject’s legally authorized 
representative prior to the subject’s participation in the research, unless 
specifically exempted from this requirement by the IRB. For the purposes of 
consenting subjects, “investigator” includes individuals who conduct human 
subjects research projects, including individuals directly involved in seeking the 
voluntary informed consent of potential subjects. Investigators can include 
physicians, scientists, nurses, administrative staff, teachers, and students, 
among others; however, IRB may restrict the consent process to principal 
investigators and co-investigators only. 

The investigator is also responsible for ensuring that the consent form is 
signed and dated by the subject or the subject’s legally authorized 
representative at the time consent is given. The investigator should include the
procedures for documentation of informed consent, including procedures for 
obtaining assent from minors, the use of translators, and how the document 
will be stored in their protocol. 

An investigator must seek consent only under circumstances that provide the 
prospective subject, or the subject’s legally authorized representative, 
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sufficient opportunity to consider whether or not to participate and to 
minimize the possibility of coercion or undue influence.  

Selection of subjects must be equitable within the confines of the study.  The 
investigator may not arbitrarily exclude subjects on the basis of gender, race, 
national origin, religion, creed, education, or socioeconomic status.

There is no requirement to consent subjects in order to record identifiable 
private information for the purposes of screening, recruiting, and determining 
the eligibility of prospective subjects for a research study. This exception also 
applies to legally authorized representatives providing such information for a 
prospective subject. The IRB should determine that there are adequate privacy
and confidentiality safeguards in place for these activities when reviewing the 
study protocol.

For clinical trials conducted by or supported by a Common Rule department 
or agency, a copy of the IRB-approved consent form used to enroll subjects 
must be posted by the awardee or the federal department or agency conducting
the trial on a publicly available Web site established as a consent form 
repository. The consent form should be posted any time after recruitment 
closes, but no later than sixty days after the last study visit by a subject. Only 
one version of the consent form should be posted.

Electronic signatures on consent forms are allowed. All subjects should be 
given a copy of the informed consent form.

C. Elements of the informed consent form

An informed consent form template can be found on the WH Intranet 
under IRB Policies and Procedures.

1). Stylistic requirements

Informed consent(s) should adhere to the following stylistic and procedural 
requirements:

a. A minimum of a 12-point font is required.  Larger than normal type size is
recommended for some populations (example, children, the elderly, 
visually impaired).

b. Typewritten documents are required.

c. The first page should include information about names, addresses, and 
phone numbers of the principal investigator, co-investigator(s), major 
professor (if applicable), and site medical monitor (if applicable).  The 
title of the study should match the title on the protocol.
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d. Consents should be formatted with paragraph subtitles (example, 
Description, Risks, Benefits, Alternative Treatments, Confidentiality, 
Costs and Payments, Rights to Withdraw, Compensation for Illness or 
Injury, and Voluntary Consent). 

e. A footer or a header should include consecutively numbered pages 
(example, Page 1 of 5, Page 2 of 5, etc.). 

f. A footer at the bottom right of each page should include a one and a half 
inch space to allow the IRB to affix an approval stamp.

g. The informed consent(s) must be written in the second person (‘you”) 
point of view which may help convey that there is a choice to be made by 
the subject.  The signature page, however, must be written in first person 
(“I”).

h. The informed consent should be written in non-technical, non-medical 
language at a level understandable to the subjects in the study (6th to 8th 
grade reading level for adult subjects). The reading level may be higher 
depending on the subject population to be enrolled.

i. The title or study number/initials of the study must appear at the top of the
signature page, along with the statement “Acknowledgement and Consent 
to Participate in a Research Study”.  The signature page must be signed 
and dated by the participant and the person providing informed consent. A
copy of the informed consent form must be given the participant.

j. The informed consent process should be presented to the subject in a 
manner that avoids coercion or undue influence, including providing an 
opportunity for discussion.

2). Main elements

The Common Rule requires that specific elements be contained in all 
informed consent documents.  Unless waived by the IRB, required 
elements of informed consent may not be omitted and there may not be 
discrepancies between the IRB application and the informed consent 
documents regarding the purpose, risks, and benefits of the research.  

Key information essential to decision-making on the part of the subject 
regarding participation should be presented first in the consent form. 
Additional information regarding the study may be included in an 
appendix.
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These basic required elements in the beginning key information section 
are as follows :

 A statement that the study involves research

 A statement of the purpose of the research

 The expected duration of the subjects’ participation

 A statement explaining which drug(s) are experimental (if 
applicable), which drug(s) are FDA-approved (if applicable), and 
which drug(s) are FDA-approved, but not for the specific use in the
study (if applicable)

 A statement that participation is voluntary and choosing not to take
part will not result in a penalty or loss of benefits to which the 
participant is otherwise entitled 

 A description of all basic study procedures

 A description of all foreseeable risks or discomforts, including 
those not from the experimental part of the study

 A description of all expected benefits to the subject or others (do 
not list financial compensation as a benefit)

 A disclosure of all alternative drug(s) or treatment(s)

Other information to include in the consent form:

 For researcher greater than minimal risk, a statement explaining 
what, if any, compensation exists if injury occurs and an 
explanation of medical treatments that are available, what they 
consist of, and where further information may be obtained
List whom to contact with questions about the study and whom to 
contact in the event of a study-related injury
Include Ericka Seidemann, Human Protections Administrator, 
(225) 231-5296, as the person to contact regarding questions about 
research subjects’ rights

 A statement explaining how the confidentiality of the subject and 
their records will be maintained

 If the study is a clinical trial, the following language MUST be 
included exactly: “A description of this clinical trial will be 
available on http://www.ClinicalTrials.gov, as required by U. S. 
law. This Web site will not include information that can identify 
you. At most, the Web site will include a summary of the results. 
You can search this Web site at any time.”

 One of the two following statements (choose the option applicable 
for the study):

i). a statement that identifiers might be removed from the 
data and the data that is not identifiable could be used for future 
research studies or distributed to another investigator for future 
research studies without additional informed consent from the 
subject or their representative, OR

http://www.ClinicalTrials.gov


58
Revised 1/7/2019

ii). a statement that the subjects’ data collected as part of 
the research, from which identifiers are removed, will not be used 
or distributed for future research studies

 A statement that the subject can withdraw from the study at 
any time without penalty or loss of benefits to which they are 
otherwise entitled. Include a name of a person to contact to 
safely withdraw from the study. Explain that data collected up 
to the point of withdrawal remains part of the study data and 
cannot be removed.

Signature section:

 Make the signature section on a separate page or delineated in 
some way

 The language should be in first person

 Do not include the words “I understand . . .”

 State that the subject will be given a copy of the consent form

 Include signature and date lines for the subject and person 
performing consent process, and investigator

Additional consent elements to be included, when applicable:

 Expected number of subjects to be enrolled

 A statement that a particular treatment or procedure may 
involve risks to the subject (or embryo/fetus is the subject is or 
may become pregnant) which are currently unforeseeable

 Anticipated circumstances under which the subject’s 
participation may be terminated by the investigator without regard 
to the subject’s consent

 Any additional costs to the subject from participating in the
research

 Consequences of the subject’s decision to withdraw and 
procedures for an orderly termination of participation

 A statement that subjects will be informed of new findings 
during the course of the research that may affect their 
willingness to participate

 A statement that biospecimens (even if identifiers are 
removed) may be used for commercial profit and if the subject will
or will not share in those profits

 A statement about whether or not clinically-relevant 
research results, including individual research results, will be 
disclosed to subjects

 A statement about if the research might include whole 
genome sequencing
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Optional elements that may be included in an appendix:

 An explanation of what the subject should do to avoid pregnancy 
(if applicable)

 An explanation of the randomization process, if applicable

 An explanation of any procedures that may be used to minimize 
risks

 If an approved drug or device is used in the study, a statement that 
it can be made available to the subject without enrolling in the 
research study.

 A statement about compensation for participation (if available), 
what the compensation is for (time, inconvenience, etc), and 
how/when it is dispersed

 List all organizations who will have access to the study records and
data

 State that infectious diseases must be reported to the state (if 
applicable)

 If the study is using a coding system for de-identification, explain 
the code and how it works, who keeps the key, and the possibility 
of re-identification

 State that results may be published or presented but no identifiers 
will be used

D. Miscellaneous requirements

1). Videotaping/photography

If the study involves photography, video or audiotaping, explain what 
will happen to the tapes/photographs after the study is completed or if 
a subject withdraws before completion.  Note where the 
tapes/photographs will be stored to ensure confidentiality of the data.

2). Men/women of childbearing age



60
Revised 1/7/2019

Any study in which women of childbearing potential are possible 
subjects may inadvertently include pregnant women.  Some research 
studies may need to ensure that non-pregnant subjects are advised to 
avoid pregnancy or nursing for a time during or following the research.
A statement should be included about what the subject is expected to 
do to avoid pregnancy.  If subjects can inadvertently become pregnant,
the informed consent should state that the investigator and/or sponsor 
may periodically request information from the obstetrician/pediatrician
to assess the development of the fetus/child.  Furthermore, if a subject 
that was advised to avoid pregnancy becomes pregnant after 
enrollment in a research study, the investigator is responsible for 
reporting, in writing, this situation to the IRB immediately.  If the 
subject is not removed from the research protocol, the Sponsor, and 
the Principal Investigator of the study may periodically request 
information from the obstetrician/gynecologist and the child’s 
pediatrician to assess the development of the unborn baby/child. 

When appropriate, male subjects should be provided a statement that a 
particular treatment or procedure may involve risks to the sperm and 
consequently to the embryo or fetus which are currently unforeseeable 
as part of the informed consent process.

Requiring contraception in a clinical research protocol should be 
determined by the FDA drug classification of the investigational 
drug(s) used in the study:

FDA category A (no risk to fetus): no contraception required

FDA category B (no evidence of risk in humans, but risk in animals): 
the investigator may require contraception, but is not required to do so.
If contraception is required by the investigator, one reliable form of 
contraception is sufficient while on study and for a specified number 
of months afterward. Reliable forms are defined as condoms (with 
spermacide), diaphragm or cervical cap, intrauterine device, or 
hormonal contraception. 

FDA categories C (risk cannot be ruled out) and D (known risk to 
fetus): contraception is required for subjects engaging in sexual 
activity that could lead to pregnancy. Category C may require one or 
two forms of contraception, at the discretion of the investigator. For 
category D, two forms of contraception should be used.

If the category of the drug is unknown, investigators should follow the 
guidelines for category C drugs. 
[7/2014]



61
Revised 1/7/2019

E.  Exculpatory language

Informed consents may not contain any exculpatory language through 
which the subject is made to waive or appear to waive any of the subject’s 
legal rights, or releases or appears to release the investigator, sponsor, 
WHF, or its agents from liability for negligence.  Some examples of 
exculpatory language include:

 By agreeing to this use, you should understand that you will give 
up all claims to personal benefit from commercial or other use of 
these substances.

 I voluntarily and freely donate any and all blood, urine, and tissue 
samples to the investigator and hereby relinquish all right, title, and
interest to said items.

 By consent to participate in this research, I give up any property 
rights I may have in bodily fluids or tissue samples obtained in the 
course of the research.

 I waive any possibility of compensation for injuries that I may 
receive as a result of participation in this research.

A statement such as “You are not giving up any of your legal rights by 
signing this form” is suggested to include in the informed consent. 

F. Special Consent Topics

1). HIV/AIDS testing

If HIV or AIDS testing is to be performed, the informed consent document
should include a statement that if results are positive a referral for 
counseling and medical evaluation will be provided.  A statement must 
also be included that, by law, positive HIV or AIDS tests must be reported
to a public health agency.  In addition, according to Louisiana law, special 
consent is required to release HIV or AIDS test results to a third party.  
This special consent should be present in the informed consent and in a 
special consent section of the authorization to release protected health 
information form. 

2). Alcohol and drug abuse reporting

According to Louisiana law, special consent is required to release 
diagnoses, test results and records for alcohol abuse, drug abuse and 
mental disorders to a third party.  This special consent should be present in
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the informed consent and in a special consent section of the authorization 
to release protected health information form. 

3). Ionizing radiation

For studies involving ionizing radiation procedures, any risks should be 
explained or stated that the risks are comparable to those associated with 
routine care or are within acceptable limits as dictated by the subject’s 
underlying disease.  Risks involving radiation must be described in lay 
terms.

4). Genetic testing

Proposals involving the release of genetic test results to participants and/or
the participant’s physician must offer the option of genetic counseling.  
Informed consent information should include information about the 
consequences of DNA typing (example, possible paternity determinations,
anxiety, other psychological distress, possibility of job and insurance 
discrimination).

In addition, according to Louisiana law, special consent is required to 
release genetic test results to a third party.  An individual is the owner of 
his/her genetic information. This special consent should be present in the 
informed consent and in a special consent section of the authorization to 
release protected health information form.  According to Louisiana law, 
special consent for the release of genetic test results is only valid if it 
includes the following: 

a. Identify the person permitted to make the disclosure;
b. Describe the specific genetic information to be disclosed;
c. Identify the person to whom the information is to be disclosed;
d. Describe with specificity the purpose for the disclosure;
e. State the date upon which the authorization will expire, which 

in no event shall be more than 60 days after the date of the 
authorization;

f. Include a statement that the authorization is subject to 
revocation at any time before the disclosure is actually made; 
AND

g. Include a statement that the authorization shall be invalid if 
used for any purpose other than the designated purpose.

5). Tissue banking and use of tissue in research

Whenever samples of tissues, cells, blood, or body fluids are banked for 
use in research, informed consents should provide descriptions of the 
following:
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a. the specific types of research to be conducted;
b. the conditions under which data and specimens will be released to 

investigators, including if specimens will be identified or de-identifed
c. whether or not the results will be reported to the subject;
d. if follow-up contact will occur;
e. if commercial products could be developed and whether or not the 

subject will benefit financially;
f. if the samples may returned to WH Pathology for storage
g. if the subject can have tissues and cell lines destroyed upon request or 

if limitations exist; AND
h. procedures for protecting the privacy of subjects and maintaining the 

confidentiality of the data.

In addition, research studies involving the banking of tissue, cells, blood 
or body fluids for future research as a secondary objective must be 
optional for the subject.

Donation of specimens for use in other research studies is allowed. A 
specimen donor may donate specimens even if not enrolled in the research
study that is using the specimen, as may be useful in pilot studies or 
studies requiring specimens for technique practice prior to study 
commencement. A separate donation consent should be performed for 
these donations and the consent form should include the following 
elements in addition to those listed above:
a. A statement explaining that the donor is not being enrolled in the 

research study (if applicable)
b. The purpose of the research study that is using the specimen and what 

tests will be performed on the specimen, including an explanation of 
development of cell lines (if applicable)

c. How the donor may withdraw consent for the use of their specimen(s)
d. The title of research study using the donated specimen(s) and the name

and contact information of the study investigator
e. A statement that the donation is voluntary
f. A statement explaining that the donation may not take place if the 

donor’s doctor requires the specimen to be sent to histology or is 
needed for other medical purposes

Investigators wishing to obtain specimen donations for use in research 
should submit a research application to the research office, including a 
copy of the research protocol, a donation protocol, and a donation consent 
form. If the donation is for technique practice preparatory to an approved 
research study, the investigator should submit a revision to the approved 
protocol. [10/2012]

6). Non-English speakers
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Subjects who do not speak English should be presented with an IRB-
approved informed consent written in a language understandable to them.  
The IRB must review and approve all foreign language versions of 
informed consents. Documentation must be provided that a certified 
translator performed the translation. 

An alternative to using an IRB-approved translated consent form is the 
short form consent. The study investigator should ensure that communication with the 
subject will be effective during the recruitment process, consenting, and duration of the 
study. The short form consent should attest that HHS and FDA required elements have 
been presented orally to the subject or LAR. The IRB should review the summary of the 
elements presented.

Before beginning the consent process, determine if the interpreter will serve as the
witness, or if another person is needed to fulfill that role. To consent a non-English-
speaking subject using the short form, the following should be done during the consent 
process:

o Present the study elements orally in the subject’s language
o Have a witness to the presentation who is fluent in both English and the 

subject’s language (someone other than the person doing the presentation)
o Have the subject and the witness sign the short form
o Have the witness and the person obtaining consent sign the summary
o Provide a copy of the summary and the short form to the subject

The witness can be the interpreter, a member of the study staff, a family member, 
or another person.

The interpreter should be a hospital interpreter. A member of the study staff may 
act as the interpreter and obtain consent but cannot also simultaneously be the 
witness.

7). Consenting individuals with diminished capacity

When capacity to consent may be impaired due to mental disorders, 
neurological disorders, medications, or trauma, the IRB will determine on a case-by-case 
basis what safeguards should be in place and what processes should be implemented to 
assist the participant in deciding whether or not to participate. Study design, risks, and 
benefits will all be considered, as well as the disorder under study, the study population, 
and concern for autonomy. The IRB may decide that additional safeguards are needed to 
aid the prospective subjects’ ability to provide consent. In some cases, the involvement of
a legally-authorized representative (LAR) may be required. 

The IRB should review the recruitment and consent process in studies 
enrolling subjects with limited capacity to consent. The consent plan could involve 
informal screening at the start of the consenting process, a question/answer session after 
the study has been explained, and documenting that the subject understood key issues. If 
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the subject is incapable of providing consent, the consent of the LAR may be an 
appropriate alternative. 

The IRB may require continued evaluation of consent capacity throughout the 
subjects’ participation. It may be appropriate to transition consent to the LAR should 
capacity to consent diminish during the subjects’ participation. Involving someone 
independent of the study (e.g., an independent clinician) to serve as monitor of the 
consent process may be appropriate for some studies.

For IRB review, one or more reviewers/consultants should be knowledgeable 
about working with such subjects and should be involved in the review process.

8). Use of facsimile or mail to document informed consent and 
authorization

The IRB may approve a process for non-FDA-regulated studies that 
allows the informed consent and authorization to release protected health 
information documents to be sent to the potential subject or legally 
authorized representative by facsimile or mail and to conduct the consent 
interview by telephone when the subject or legally authorized 
representative can read the consent document as it is discussed.  All other 
applicable conditions for documentation of informed consent must also be 
met when using this procedure.

G. Assent by children

Assent is an agreement by a child not competent to give legally valid 
informed consent to participate in research.  When potential human 
subjects are not competent to give legally valid informed consent, respect 
for personal autonomy mandates that, when possible, the investigator 
obtain their voluntary assent to participate in addition to obtaining the 
informed consent from a parent or other legal representative.  Mere failure
to object should not, absent affirmative agreement, be construed as assent.

Assent is generally required whenever subjects will be children between 
the ages of 7 through 17, unless emancipated. If possible, subjects should 
attest to their willingness to participate by signing an assent form. The 
format, style, and content of the assent form are essentially the same as for
a consent form, except that the language should be appropriate for the age 
and capacity of the subjects. For example, “Assent Form” should be at the 
top of the page, an explanation about why the subject has been asked to 
participate, the purpose of the research, a description of the procedures to 
be performed, the anticipated time to complete the procedures, the 
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potential risks and benefits, and that there is voluntary participation and 
withdrawal without penalty. The assent form for a child may be somewhat
simplified and written with language appropriate for the intended age 
range of the subject.  

The IRB must approve and affix a stamp of approval on all assent forms.  
Once the assent form has been approved by the IRB, the investigator must 
use that version of the form. The IRB must approve any proposed changes 
to the assent form prior to implementation.  

If the IRB determines either of the following to be true, then the assent of 
the children is not a necessary condition for proceeding with the research:

a. The capability of some or all of the children is so limited that they cannot 
reasonably be consulted; OR

b. The intervention or procedure involved in the research holds out a 
prospect of direct benefit that is important to the health or well being of 
the children and is available only in the context of the research.

Additionally, in such circumstances as a child’s dissent, which should 
normally be respected, may be overruled by the child’s parents, at the 
IRB’s discretion after consulting legal counsel. When research involves 
the provision of experimental therapies for life-threatening diseases such 
as cancer, however, the IRB should be sensitive to the fact that parents 
may wish to try anything, even when the likelihood of success is marginal 
and the probability of extreme discomfort is high. Should the child not 
wish to undertake such experimental therapy, difficult decisions may have 
to be made. In general, if the child is a mature adolescent and death is 
imminent, the child’s wishes should be respected.

Even if the IRB determines that the children are capable of assenting, the 
IRB may still waive the assent requirement under circumstances in which 
consent may be waived for adults.

When subjects reach the age of 18, re-consenting with an adult informed 
consent (and authorization to release protected health information) must 
occur before research interventions and/or data collection can continue.
45CFR46 subpart D outlines regulations for protection of children in 
research.

H. Expiration dates

An IRB stamp of approval containing an expiration date will be affixed on
all final approved informed consent and authorization to release protected 
health information documents.  Copies of the current, dated documents are
the only versions that may be used by investigators in obtaining consent.  
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This procedure helps ensure that only the current, IRB-approved 
documents are presented to subjects and serves as a reminder to the 
investigators of the need for continuing review.

I. Waiver of documentation of informed consent

Documentation of informed consent may be waived by the IRB in certain 
situations if the consent document is the only record linking the subject to 
the research and the primary risk of such research is the harm resulting 
from breach of confidentiality. In these instances, the subjects will be 
consented but will not sign the consent form. 

The IRB Chair or IRB may waive the requirement for the investigator to 
obtain a signed consent form for some or all subjects if it finds either:
1. That the only record linking the subject and the research would be the 

consent document and the principal risk would be potential harm 
resulting from a breach of confidentiality. Each subject will be asked 
whether the subject wants documentation linking the subject with the 
research, and the subject’s wishes will govern; OR

2. That the research presents no more than minimal risk of harm to 
subjects and involves no procedures for which written consent is 
normally required outside of the research context.

In cases in which the documentation requirement is waived, the IRB may 
require the investigator to provide subjects with a written statement 
regarding the research.

At 45CFR46.117(c)(1)(iii), waiver of documentation of informed consent 
is allowed for subjects who are members of a cultural group or community
for whom signing documents is not the norm, provided that the research 
presents no more than minimal risk and there is an alternative method for 
documenting that informed consent was obtained.

a. Waiver or alteration of informed consent elements

The IRB may allow a waiver of informed consent in certain situations 
where a). the research does not involve greater than minimal risk, b). it is 
not practicable to carry out the research without the waiver, c). waiver of 
informed consent will not adversely affect the subjects’ rights, d), if the 
research involves using identifiable private information or identifiable 
biospecimens, the research could not practicably be carried out without 
using such information or biospecimens in an identifiable format, and d). 
necessary information will be provided to subjects at a later date if 
required. 
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Generally, the IRB and investigator must ensure that provisions are made 
to obtain legally effective informed consent prospectively from each 
subject or the subject’s legally authorized representative. There are only 
two circumstances under which the IRB will waive required informed 
consent.

The IRB Chair or IRB may approve an informed consent that does not 
include or alters some or all of the required elements or waive the 
requirement to obtain informed consent entirely, including parental 
permission in the case of child enrollment. To do this, the IRB (or IRB 
Chair in the case of expedited review) must find and document that:

i. the research involves no more than minimal risk to the subjects;

ii. the waiver or alteration will not adversely affect the rights and 
welfare of the subjects;

iii. the research could not be practicably carried out without the waiver
or alteration; AND 

iv. whenever appropriate, the subjects will be provided with additional
pertinent information after participation. OR

The research or demonstration project is to be conducted by or subject 
to the approval of state or local government officials and is designed to
study, evaluate, or otherwise examine public benefit or service 
programs, procedures for obtaining benefits or services under those 
programs, possible changes in or alternatives to those programs or 
procedures, or possible changes in methods or levels of payment for 
benefits or services under those programs; AND

The research could not practicably be carried out without the waiver or
alteration.

v. If an individual was asked to provide broad consent and refused, 
the IRB may not waive consent for use of identifiable private 
information or biospecimens.

In cases in which the informed consent documentation is waived, the 
IRB may require the investigator to provide subjects with a written 
statement regarding the research.

J. Elements of Broad Consent for Storage, Maintenance, and Secondary Research 
Use of Identifiable Private Information or Identifiable Biospecimens 
(45CFR46.1169d))
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Broad consent (consent for unspecified future research) is permissible 
only for storage, maintenance, and secondary research use of 
identifiable private information and/or identifiable biospecimens. 

Broad consent is an optional alternative that an investigator may choose instead 
of, for example, conducting the research on nonidentified information and nonidentified 
biospecimens, having an IRB waive the requirement for informed consent, or obtaining 
consent for a specific study. Broad consent is required for exemption categories 7 and 8. 
Broad consent should be appropriately documented or waived, in accordance with 
45CF46.117. 

Research requiring study-specific consent (such as research involving the collection of 
data or biospecimens through interaction or intervention with the subject) may sometimes
involve obtaining subjects’ broad consent for secondary research use. 

Although written broad consent generally will be required, the final rule also permits the 
exemption to apply when broad consent is obtained and an IRB has waived the 
documentation requirement for written informed consent under Sec.  
45CFR46.117(c)(1).

All elements listed at 45CFR46.11(a)(1)-(4), (a)(6), and (d) should be 
included in the broad consent form. This list includes the requirement that 
there be IRB review of the process through which broad consent will be 
obtained.

The following elements are required to be included in broad consent 
forms:

 A statement that the subject’s biospecimens (even if identifiers are 
removed) may be used for commercial profit and whether or not 
the subject will share in this commercial profit (46.116(c)(7)).

 A statement regarding whether or not clinically relevant research 
results, including individual research results, general results, and 
aggregate results, will be disclosed to the participants, and, if so, 
under what conditions (46.116(c)(8).

 When appropriate for research involving biospecimens, subjects 
must be informed of whether or not the research will include or 
might include whole genome sequencing (46.116(c)(9).
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 A description of the types of research that may be conducted with 
the identifiable information or specimens that includes sufficient 
information to allow a reasonable person to expect that the broad 
consent would permit the types of research described. For certain 
types of research, such as those that some participants may find 
controversial, a more comprehensive description may be required 
to meet the “reasonable person” standard.

If the subjects Legally Authorized Representative is asked to provide 
broad consent, the broad consent must satisfy the general informed 
consent requirements at 45CFR46.116(a)(1-4)(6) and must include all of 
the 12 elements that are applicable (six required elements of informed 
consents and six required elements unique to broad consents).




