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Applicable Regulations 
& Guidelines:  45 CFR 46.116, 21, 21 CFR 312.53, 21 CFR 312.62(b), 21 CRF 

812.100, 21 CFR 812.110(a), 21 CFR part 50, 21 CFR part 56, 
21 CFR 50.24 

    ICH GCP Guidelines, Section 1.28, 1996  
 
Other References:  The Guide to Human Research Activities 
    SOP QA-713 Centralized NCI Annual Registration 
    SOP ET-204 Human Subjects Protection Training Requirements 

SOP SM-501 Qualifications for Who Can Consent Participants 
in Human Research Studies 
SOP SM- 507 Consent of non-English Speaking Participants 
CTEO Tip Sheet Documenting Informed Consent for Research  
OHRS Information Sheet: Instructions for Obtaining and 
Documenting Informed Consent of Non-English-Speaking 
Subjects 
OHRS Information Sheet: Legally Authorized Representatives 
OHRS Information Sheet: Additional Protections for Children 
OHRS Guidance Document: Consent for Continued 
Participation in a Research Study by a Young Adult Who has 
Reached Age 18 
Letter from OHRS for Sponsors Outlining DF/HCC IRB 
Procedures 
 
 

Responsible Personnel:  Study staff obtaining signed informed consent and study team 
members responsible for managing the files. 

 
Policy Statement:   
Informed consent is a process by which a participant voluntarily confirms his or her 
willingness to participate in research, after having been informed of all aspects of the 
research that are relevant to the participant's decision to participate.  This process is 
documented by means of a written, signed and dated informed consent document, where 
required by the IRB.  The investigator is responsible for ensuring that all federal and state 
regulations have been adhered to (including the language of the informed consent 
document) and that the consent itself has been appropriately obtained from either the 
participant or the participant's legally authorized representative prior to initiating any 
study-related procedures.  It is unethical to conduct research on participants without 
adequately informing them and obtaining their consent.  No informed consent, whether 
oral or written, may include any exculpatory language through which the participant or 
legally authorized representative is made to waive or appear to waive any of the 
participant’s legal rights, or releases or appears to release the investigator, the sponsor, the 
institution, or its agent from liability.   
 
 
 
 
 



 
 

TITLE:  Informed Consent Process 
SOP #:  SM-506 Page: 2 of  6 

 
The procedures detailed in this SOP are intended to ensure that all requirements of the 
informed consent are met, that the appropriate consent document is signed and dated, and 
that the process is accurately recorded in the source documentation. 

 
Definitions:  
  

Obtaining Informed Consent:  The act(s) of presenting information to persons enabling 
them to decide voluntarily whether or not to participate in research. If the participant 
decides to enter into the research, this will result in the participant signing an Informed 
Consent Document, where required by the IRB. 

 
Re-consenting Participants: The act(s) of presenting new information about research to 
participants that might affect a participant's willingness to continue to participate in 
research. If the participant decides to continue with the research, this usually results in 
the participant signing a new Informed Consent Document. 
 
Treatment Protocols:  Protocols that involve the use of a test article (drug, device, 

 biologic), surgery, or radiation. 
 

Non-treatment Protocols:  Social/behavioral research protocols or specimen collection.  
For example; quality of life studies, surveys, interviews, questionnaires, observation and 
psychological or social interventions.  
 
Assent: The act of obtaining a child’s affirmative agreement to participate in research. If 
the child assents to participate in the research, this will result in the child signing the 
Informed Consent Document, where required by the IRB. 

  
Procedure:  
 
METHODS OF OBTAINING INFORMED CONSENT  
1) Informed Consent Document 

 
The study teams must access and print the consent form document from the Oncology 
Protocol (OncPro) system and ensure that the most up to date IRB approved version of 
consent will be utilized. 

 
The most common method for obtaining informed consent is for the investigator to sit with 
the prospective participants and read through and discuss the IRB approved informed consent 
document.  The prospective participant should be given adequate time to consider 
participating in the research. If the prospective participant chooses to participate, he or she 
will sign the informed consent document and the person obtaining informed consent will also 
sign.   
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The process for obtaining informed consent must be consistent with the process outlined in the 
IRB approved protocol document or new project application forms. If the consent process will 
differ from the IRB approved process, then an amendment or deviation request must be submitted 
for IRB review.   
 
Please note that the situation will be different when a witness must be used for the 
documentation of consent (i.e., non-English speaking research participants). Please refer to the 
OHRS Information Sheet Instructions for Obtaining and Documenting Informed Consent of Non-
English Speaking Subjects and SOP SM 507. 

 
Ensure that participant identification is on all pages of the consent form document.  

 
2) Verbal Consent 
 
In limited circumstances (for example, minimal risk research), the IRB may waive the 
requirement for the participant’s signature or the IRB may permit obtaining verbal consent 
where, for example, the research involves a telephone survey.  When an investigator is seeking a 
waiver of documentation of informed consent, an information sheet or verbal script which 
includes the required elements of informed consent, must be submitted for IRB review.  Please 
note in accordance with 21 CFR 56.109, the FDA regulations permit a waiver of documentation 
of informed consent for research involving no more than minimal risk of harm to participants and 
that involves no procedures for which written consent is normally required outside of the 
research context. 
  
3) Other Methods 
 
Other methods of obtaining informed consent (for example, faxing or mailing of consent 
documents) require IRB approval.    

 
WHO MAY CONSENT PARTICIPANTS 
Refer to SOP SM-501, Qualifications for Who Can Consent Participants in Human Research 
Studies. 

CONSENT PRESENTATION 
 
The consent process must ensure confidentiality.  

"The reasonable person" standard should be used. This means that enough information is given 
to enable the person to decide whether or not to participate in the research. The person should 
clearly understand the range of risk, the potential benefits, and the voluntary nature of 
participating in the study.   
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The manner and context in which the information is conveyed is as important as the information 
itself. The individual's ability to understand is based upon that person's level of intelligence, 
rationality, maturity, and language. The presentation of the information must be adapted to each 
person's capabilities.    

Participation of a Third Party:  Whenever possible or required, the participation of a third 
party in the consent process is encouraged, as it is shown to lead to improved understanding. 

The investigator should emphasize the ways in which clinical research differs from 
standard clinical care:  

• Clearly identify one or more non-research alternatives to the clinical research 
(including palliative care, where appropriate).  

• Clearly identify the incremental risks and benefits of the clinical research, 
compared with the non-research alternative(s).  

Voluntariness: Participants must be told that they have the right to decline participation and to 
withdraw from the study at any time after it has begun. 

 
Timing and Location:  Investigators should strongly encourage potential participants to read the 
consent form carefully before deciding about participation. 

 
Evidence shows that potential participants who have time to consider their decisions and review 
the consent form are better informed than those who do not. Therefore, unless there is a strong 
reason to obtain consent at the first conference (i.e., medical urgency), investigators are 
encouraged to give potential participants at least 24 hours to consider their decision before 
obtaining signed consent.  

 
DOCUMENTATION REQUIREMENTS 
 
Signatures: Signatures must be dated by the participant or legally authorized 
representative. Remember that all participants and study representatives must SIGN and DATE 
the consent form for him/herself. 

Ensure that the participant has consented or declined participation in optional studies by 
initialing his/her choice, if applicable.  For Non-English Speaking Subjects please refer to OHRS 
Information Sheet: Instructions for Obtaining and Documenting Informed Consent Of Non-
English-Speaking Subjects.  

Provide a copy of the signed and dated consent form document to the participant or legally 
authorized representative. 
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For treatment protocols: The process of informed consent must be documented in the 
medical record. The note should reflect when the consent process took place and should state 
that a copy of the signed and dated consent was given to the participant or legally authorized 
representative. 

With the exception of few DFCI/CHB pediatric protocols, the original informed consent 
document must be retained in the research participant file.  A copy of the informed consent 
document must also be sent to Medical Records.  DFCI/CHB pediatric protocols retain the 
original informed consent document in the medical record and a copy is kept in the research 
participant file.   

 
For Non-treatment protocols: Documentation of consent will be as determined by the IRB. 

 
Refer to CTEO Tip Sheet on Documenting Informed Consent for Research. 

 
 
UPDATED INFORMATION BASED ON NEW SIGNIFICANT FINDINGS  
(RE-CONSENT) 
 
The IRB makes the final determination of whether re-consent is required.  The IRB will 
determine how participants are re-consented and the timeframe in which the re-consent should 
take place. Please see the “Letter from OHRS for Sponsors Outlining DF/HCC IRB Procedures” 
for more information regarding when the DFCI IRB determines that re-consent is required. 

 
There are three (3) different forms of “re-consent” 

1. Participant signs a revised IRB approved informed consent document 
2.  A letter or addendum can be sent or given to participants to update them on new 
information related to the research (written correspondence) 
3.  Participants can be verbally consented 
Or any combination of 1-3 

  
Documentation requirements of “re-consent” are the same as initial consent. Please refer 
above in policy to Documentation Requirements.  
 
Optional Study “Re-Consent”: Optional study “re-consent” is required unless detailed re-
consent procedures, such as leaving optional consent spaces blank because of non-
applicability, are approved by the IRB. 
 
NON ENGLISH-SPEAKING RESEARCH PARTICIPANTS 
Refer to OHRS Information Sheet: Instructions for Obtaining and Documenting Informed 
Consent Of Non-English-Speaking Subjects and SOP SM-507.  
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ILLITERATE ENGLISH-SPEAKING PARTICIPANTS AND THOSE WITH 
PHYSICAL OR COGNITIVE DISABILITIES  
A person who can understand and comprehend spoken English, but is physically unable to talk or 
write, can be entered into a study if; (1) they are competent and able to indicate approval or 
disapproval by other means and (2) the person retains the ability to understand the concepts of 
the study and evaluate the risk and benefit of being in the study when it is explained verbally.  
The medical record should document the method used for communication with the prospective 
participant and the specific means by which the prospective participant communicated agreement 
to participate in the study.  An impartial third party should witness the entire consent process and 
sign the consent document. An illiterate English-speaking participant should indicate their 
consent with a mark, such as an “x”, in place of a signature. 

For persons with cognitive disabilities, a legal representative is required. Refer to the OHRS 
Information Sheet: Legally Authorized Representatives. 

INCLUSION OF MINORS 

Assent must follow: 

1) Under the age of 10: Not required, but can be determined by investigator. 

2) The age of 10 and older: Should sign the assent box unless the investigator  notes that 
the participant is not capable of assenting  

3) Waiver of assent: determined by IRB 

If the child has reached the age of majority (18 years of age):  Participants must be consented 
with either 1) the current IRB approved version of the informed consent form, using the 
participant consent signature section or 2) the generic informed consent form entitled “Consent 
for Continued Participation In A Research Study By A Young Adult Who Has Reached Age 18” 
that is posted on the OHRS website. 

Parents or Legally Authorized Representatives must sign to consent for minors. 

If the IRB determined that the intervention or procedures involved in the research holds out a 
prospect of direct benefit that is important to the health or well-being of the child, the assent of 
the child is not a necessary condition for proceeding with the research. 
Refer to OHRS Information Sheet: Additional Protections for Children 

 
Refer to OHRS Guidance Document: Consent for Continued Participation in a Research Study 
By a Young Adult Who has Reached Age 18 
 
Original Approval Date: CLINPOC 2/21/08 
Revision Dates: 1/12/10, 3/10/10 
Effective Date:  4/10/10 
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