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1. Purpose 
 

1.1. To outline the procedures for obtaining and documenting informed consent.  
  

2. Scope 
 

2.1. This policy applies to all clinical research protocols being conducted by the DLDCCC 
CTSU.  

 
3. Abbreviations 

 
3.1. DLDCCC Dan L. Duncan Comprehensive Cancer Center 
3.2. CTSU Clinical Trials Support Unit of the DLDCCC 
3.3. BCM Baylor College of Medicine 
3.4. BRAIN Biological Research and Assurance Information Network (online protocol 

submission system for IRB) 
3.5. IRB Institutional Review Board for BCM and Affiliates 
3.6. FDA Food and Drug Administration 
3.7. RC Research Coordinator (Research Coordinator or Research Nurse) 
3.8. RO Regulatory Officer 
3.9. PI Principal Investigator 
3.10. Sponsor Study sponsor (e.g., industry, NIH, NCI cooperative group, or investigator 

or institution) 
3.11. MEDVAMC Michael E. DeBakey VA Medical Center 
3.12. HHS Harris Health System 
3.13. LAR Legally Authorized Representative 

 
4. Materials and Equipment 
 

4.1. None. 
 

5. Description 
 

5.1. Responsibilities 
5.1.1. Informed consent must be obtained for each research subject prior to conducting 

any research activity. The consent must be obtained according to BCM IRB 
procedures and federal regulations. 

5.1.2. The PI is responsible for assuring that the content of the consent form is in 
compliance with the requirements of all appropriate regulatory agencies (i.e., 
IRB, FDA, etc.) and the sponsor. 

5.1.3. The study PI is ultimately responsible for assuring appropriate informed consent 
for all study subjects. 

5.1.4. Any person that the PI designates as obtaining consent for a study should be on 
the protocol’s Delegation of Authority Log. 

5.1.5. The PI is responsible for assuring that the written consent form and any other 
written information to be provided to subjects is revised whenever important new 
information becomes available that may affect the subject’s willingness to 
participate in the research. 
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5.1.5.1. Any such revisions must receive approval from the IRB, the sponsor 
and appropriate regulatory agencies prior to use (as applicable). 

5.1.5.2. The PI is also responsible for re-consenting subjects when information 
becomes available that would impact the subject’s safety or willingness 
to continue in the study. 

5.1.5.3. Re-consent of subjects should be documented in writing by having the 
patient sign the amended consent form, as per the instructions in 
sections 5.2.5-5.2.10 of this SOP.  

5.1.5.4. If a study subject is to be notified of a study update (without requiring 
written re-consent), that notification should be done according to the 
sponsor instructions (e.g., immediately, next visit, etc.), and 
documented in the subject’s research chart. The IRB should be 
informed of any notification requirements, and the plan for notifications. 

5.1.6. If a subject has enrolled on a clinical trial at another site and will continue their 
participation (including treatment or follow-up) at any BCM site, the protocol will 
need to be approved by the IRB.  The subject will need to sign the consent form 
that is approved by the IRB. 

5.2. Procedures 
5.2.1. The Investigator or designee will fully inform the potential subject or the subject’s 

Legally Authorized Representative (LAR) of all pertinent aspects of the trial, 
including the written information as approved by the IRB. The process includes:  
5.2.1.1. Giving adequate information in language that is as non-technical as 

possible, as required by the IRB.  
5.2.1.2. Providing ample time and opportunity for the subject or the subject’s 

LAR to inquire about the details of the clinical trial, and to decide 
whether or not to participate in the trial as well as to consider other 
available options, if any. 

5.2.1.3. Responding to subject’s questions; all questions about the trial should 
be answered to the satisfaction of the subject or the subject’s LAR. 

5.2.1.4. Obtaining the subject’s voluntary consent. 
5.2.2. Informed consent will be documented by using the current IRB-approved written 

consent form. 
5.2.2.1. At affiliate institutions, the IRB-approved consent form used must also 

be the currently-approved version by that institution.  This includes full 
length consent forms and short-form consent forms, as applicable. 

5.2.3. Signatures must be obtained as required by the sponsor and/or IRB, if specified 
on the IRB-approved consent form. 
5.2.3.1. Required:  Subject (or guardian/representative) signature 
5.2.3.2. Required:  Person obtaining consent (Investigator or designee) 
5.2.3.3. Witness signatures are not routinely required by federal or state law; a 

witness signature is desirable if the subject is unable to read the 
informed consent document.  
5.2.3.3.1. If a witness is involved, the witness cannot be a member of 

the study team. 
5.2.4. If the protocol will enroll subjects under 18 years of age, the current IRB 

requirements will be followed for obtaining the parental permission and child 
assent, as applicable. 
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5.2.5. If the subject or the subject’s LAR is unable to speak or understand English, then 
the SOP for Use of Non-English Consent Forms should be followed (SOP C 
02.02.xx).   

5.2.6. Each person who signs the consent form must enter a date next to his/her 
signature.  This date should correspond to the date the consent form was signed. 

5.2.7. All parties should sign the form on the same day.  If the dates on the consent 
form are not the same, an explanation of the events surrounding the consent 
process should be included in the medical record and/or research chart. 

5.2.8. The subject’s name (or initials) must be documented on each page of the 
consent form.  This can be done by filling in the space included on the consent 
forms or by attaching a label to each page of the consent form. If a label is used, 
it can be placed anywhere on the page but should not obscure the IRB approval 
information at the foot of the page. 

5.2.9. Documentation of the consent process should be recorded in the subject’s 
research chart, and medical record if applicable. At a minimum, for treatment 
studies (or, as required by the affiliate institution) such documentation should 
include a statement such as: 
”I met with Mr./Mrs. _____________ on _(date)__  to discuss protocol 
____________.  The consent form was presented to the subject and discussed 
in detail.  The subject was given ample time to read the consent form, and all 
his/her questions were answered.  The study’s risks, possible benefits, and 
alternatives were discussed.  The subject signed and dated the consent form, 
and a copy of the signed consent form was given to the subject.  Contact 
information was provided to him/her for any additional questions or concerns.” 

5.2.10. Filing of the original signed informed consent form and distribution of copies 
should happen as per SOP C 01.07.xx.  
5.2.10.1. The original signed consent form is filed in the subject’s research chart. 
5.2.10.2. A copy of the consent form will be provided to the subject at the time of 

consent. Any IRB-approved patient materials (e.g., treatment schema or 
drug information sheets) should also be given to the study patient. 

5.2.10.3. A copy should be filed in the subject’s general medical record, if 
required by the subject’s treating institution.   

5.2.10.4. If required by institutional policy, the signed consent form should be 
entered into the subject’s electronic medical record.  

5.2.10.5. At MEDVAMC, the separate HIPAA form will be filed with the consent 
form. 

5.2.10.6. A copy will be attached to the subject’s record in OnCore; this serves as 
the “central file” for signed consent forms. This should be done within 
one week of consent. 

5.2.11. If a subject signs a consent form but will not be registered or entered into the 
study, the RC or Investigator should document that the subject’s participation in 
the study has ended.  A brief reason should be included, such as screening 
failure or withdrawal of consent, and the end of participation date must be noted. 

5.2.12. At any point during the conduct of the study, the subject may withdraw their 
consent to participate.  The RC should document the withdrawal and the 
circumstances, and if possible, document the subject’s decision such as: 
5.2.12.1. Discontinue the study treatment but continue study follow-up visits and 

tests; 
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5.2.12.2. Discontinue the study-specific treatment, visits and tests, but allow for 
survival follow-up; 

5.2.12.3. Withdraw from all study participation, including all follow-up activities. 
This complete withdrawal from all participation should be captured in 
OnCore so that it can be reported to the IRB at the time of continuing 
review.  

5.2.13. Following closure of the study, the consent forms will be archived as per the 
Document Archiving for Clinical Research Protocols SOP (C 01.04.xx). 

 
6. References:  

 
6.1. None 

 
7. Attachments:  

 
7.1. None 
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8. Reviews and Ratifications: 
 

8.1. Authorship, Review, and Ratification of Current Version: This section does not change if 
the SOP is “reviewed without revisions”.  
 

SOP Version: C 02.01.10 

SOP Author: Sarah McNees, PhD 

SOP Reviewer(s): Martha Mims, MD, PhD 
Director, CTSU 

Date of Ratification  
(Version Date): 10/03/2017 

 
 

8.2. Annual or Interim Reviews of this Version:  
 

 
 
Date of 
Review: 

 
 
Reviewed By: 

Initial the Correct Choice: 

Reviewed without 
revisions 

Revised, and this 
version archived 

    

    

    

    

    

    

    

 


