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ROLE%OF%THE%RESEARCH%COORDINATOR
 Informed Consent and Informed Consent Process Best Practices  

IAW  Protection of Human Subjects 21 CFR Part 50

Welcome to Online Training for 
Clinical Research Coordinators
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• To describe the terms, requirements, process 
and documentation standards for study 
subject’s informed consent(s).

• To explain the informed consent process

Objectives
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Key Ethical Standard for 
Subject Informed Consent

• “Extent and nature of information should be 
such that persons ... can decide whether 
they wish to participate…”
- 21 CFR Part 50.20, 50.25, 50.27

•  Belmont Report
-  Beneficence
-  Respect
-  Justice
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Required Elements of Informed 
Information that must be provided to the subject and 
included within the consent document.

•  Introduction
•  Study involves research
•  Purpose of research
•  Duration of subject involvement in the study
•  Description of study procedures
•  Identification of any experimental procedures
•  Potential risks/ discomforts
•  Potential benefits to subjects or others
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More Required Elements of Informed Consent
• Alternative procedures or treatments (that are already 

available to the potential subject)
• Confidentiality of subject records (e.g. access to sponsor, 

FDA)
• Compensation for injury and treatment in event of 

emergency 
• Who subject can contact
• Participation is voluntary

New-March 7, 2012: “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.”
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Additional Elements of Informed Consent

• Unforeseen risks statement
• Reasons for involuntary termination
• Additional costs to subject 
• Consequences of decision to withdraw (e.g. impact on 

their health, treatment, personal welfare etc.)
• New findings will be communicated
• Approximate number of subjects in the study
• Payments to the subject are to be included in the 

document and when they will be paid (e.g. incentive, 
travel costs etc.)*
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• Clinical investigation, study, or protocol
• Investigator and Key Personnel with ability to explain the 

study to the subject, document consent process
• Human subject
• Institutional Review Board
• Minimal risk means that the probability and magnitude of 

harm or discomfort anticipated in the research are not 
greater in and of themselves than those ordinarily 
encountered in daily life or during the performance of routine 
physical or psychological examinations or tests.” See the 
Common Rule at http://www.hhs.gov/ohrp/humansubjects/

Key Terms Associated with 
Consent of Subjects
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• Legally authorized representative (LAR) means an individual or judicial or other 
body authorized under applicable law to consent on behalf of a prospective 
subject to the subject’s participation in the procedure(s) involved in the research 
(45 CFR 46.102(c)) IRBs may wish to consult with legal counsel when deciding 
who can serve as an LAR for subjects of proposed research. Healthcare Power 
of Attorney 

• Family member may or may not be an LAR.  

• Assent  is consent document for subjects under 18 years old; all minors are asked 
for assent but parents’ legal consent can overrule minor’s refusal.

• Ward is someone placed under the protection of a legal guardian. A court may 
take responsibility for the legal protection of an individual, usually either a child or 
incapacitated person, in which case the ward is known as a ward of the court, or 
a ward of the state.

• A legal guardian is a person who has the legal authority to care for the personal 
and property interests of another person, called a ward.

Key Terms Associated with 
Consent of Subjects
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Health Information Portability and Accountability Act (HIPAA)  is not a 
consent but a separate document or authorization signed by the subject to 
allow researchers access to personal health information (PHI) per the HIPAA 
Privacy Rule of US Dept. of Heath and Human Services.

• IF you know who your subject is..HIPAA authorization is required.  
• IF you or others could find out who the subject is using date of birth or 

hospital numbers…HIPAA authorization is required.
• Violation of the HIPAA Privacy Rule is subject to state and federal law and 

includes fines.

What research does not require a signed HIPAA authorization?
Study granted a waiver of consent/authorization by CHR/IRB approval

Research using  completely de-identified data; often already collected and stored 
in an anonymously

Research using a limited data set excluding PHI

Key Terms Associated with 
Consent of Subjects
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Experimental Research Subject’s Bill of Rights
California law, under Health & Safety Code '24172, requires that any 
person asked to take part as a subject in research involving a medical 
experiment, or any person asked to consent to such participation on behalf 
of another, is entitled to receive a copy of these Bill of Rights written in a 
language in which the person is fluent.
Please visit http://www.research.ucsf.edu/chr/Guide/chrB_BoR.asp for 
more information and a list of over 20 translations, including access to a 
copy in Braille.

Documentation of this can be an original copy kept with the signed 
informed consent or you can create a note signed by the investigator 
as part of the consent process.  The law requests this list be given 
prior to discussing the study informed consent

Key Definitions Associated with
Consent of Subjects
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HIPAA Authorization Waivers
•PI and IRB must certify that research:

1. Could not practicably be conducted w/o waiver

2. Could not practicably be conducted w/o protected health information (PHI)

3. Poses minimal risk to privacy based on written assurance that the PHI will 
not be reused or disclosed and that there is an adequate plan to protect 
identifiers.

• To accomplish this, PI fills out Waiver of Consent/Authorization Form 
available on the CHR website and submits with application

• Research released by a waiver must be tracked for disclosure to the 
subject
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What is the Role of the 
‘Impartial Witness’ in the Informed 

Consent Process?
ICH E-6 GCP*  1.26 Impartial Witness: 

“A person, who is independent of the trial, who cannot 
be unfairly influenced by people involved with the trial, 

who attends the informed consent process if the subject 
or the subject’s legally acceptable representative cannot 
read, and who reads the informed consent form and any 

other written information supplied to the subject”

*ICH E-6 is the International Conference on Harmonization, document E-6, 
explaining Good Clinical (Research) Practice.
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Written Consent General Guidelines
What is submitted to the UCSF IRB as regulatory 
documents? 

• Obtained from subject or legally authorized representative 
(health care power of attorney, spouse)

• For a minor: parental consent (one or both) and assent of 
child, unless child emancipated

• No exculpatory language

• Obtained before any study procedures are performed on the 
subject

• Documentation in the subject’s medical/research record the 
process of discussion and risks and documents given to 
subject.
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FDA Inspection Findings 
of Consent Violations

• Enrolled without any documentation of informed consent 
through the use of an IRB approved consent form

• Study assessments and screening procedures 
conducted on screening visit, prior to consent being 
signed

• Subject signed an outdated version of consent
• Subject randomized prior to consent

• Failure to re-consent subjects using the correct revised 
consent form per IRB requirements

• Failure to obtain assent as deemed an IRB requirement
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•  Subject signed a sub-study consent but not the consent 
for the main study.

•  Subject representatives documented as being non-
English speaking; they signed an English informed 
consent.

•  Consent form indicated use of placebo; however, the 
study did not use a placebo.

•  Site staff fabricated LAR signatures.
•  No documentation that a copy of the consent was 

provided to the subject.
•  Subjects did not date the informed consent form.

More FDA Inspection Violations 
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FDA Inspections Compliance Program 
Guidance Manual (CPGM 7348.811)
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FDA Inspections CPGM 7348.811
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FDA Inspections CPGM 7348.811
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FDA Inspections CPGM 7348.811

• If any problems are found (e.g. investigator failed to 
obtain consent from one or more subjects, consent 
was not obtained prior to enrollment in the study, 
investigator failed to use the correct informed consent 
document, etc.), the sample should be expanded to 
determine the extent of the problem. 

• Collect documentation to support each observation. 

• Report the total number of informed consent 
documents that were reviewed and the number of 
documents exhibiting the problem.
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FDA Investigator 
WARNING LETTERS

What not to do….
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Warning Letter Corrective 
Action Plan

• Pick a two of the problems identified in the 
last slides from an FDA inspection.

• List solutions you would implement to 
correct them if this were your site.
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Notes 

•  _________________________________ 
•  _________________________________ 
•  _________________________________ 
•  _________________________________ 
•  _________________________________ 
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Takeaways......
Subject Protection as codified in the Belmont Report

- Informed consent process…
• Voluntary
• Subject understands and comprehends the impact of their 

participation in the clinical trial
• Information exchange with question sand answers
• Prior to collecting data or engaging the subject in research 

procedures.

- Ongoing communication of risks, benefits, willingness to 
participate

• Updates, revisions during study require re-consenting if it 
impacts the prior study subjects

• Keep a consent log for each study: Add Amended consent 
approval date and when each subject was re-consented

• Document that new added risks were explained
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