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PURPOSE:  
The ethical conduct of clinical investigations is based upon the voluntary consent of the subject who 

has been appropriately informed about a study’s risks and benefits. It is the responsibility of the 

investigator to ensure that all federal and state regulations have been met through the language of the 

informed consent document, and that informed consent itself has been properly obtained from the 

subject or the subject’s legal representative. Documentation of the informed consent process is 

required to establish that the subject was accurately and adequately informed and that no study-

related procedures were initiated prior to obtaining informed consent. 

 

This standard operating procedure (SOP) describes the steps for fulfilling the regulatory and ethical 

requirements for appropriately obtaining the subject’s informed consent. It applies to obtaining 

consent under general requirements or routine circumstances, as well as identifies the specialized 

procedures for obtaining informed consent from subjects who do not speak English and from 

children. This SOP also specifies the conditions for exceptions from the general requirements for 

obtaining informed consent and for emergency research, as well as reconsenting already enrolled 

subjects. 

 

 

DEFINITIONS/ABBREVIATIONS:    

 Central Institutional Review Board (CIRB): The CIRB Initiative is a partnership 

between the NCI CIRB and local institutions based on the signed Authorization 

Agreement and Division of Responsibilities document. The CIRB conducts all IRB 

reviews of selected NCI-sponsored trials.  

 Clinical Research Nurse/Coordinator (CRC): Clinical Trials staff responsible for 

oversight and coordination of assigned protocols  

 Clinical Research Organization (CRO): An organization that provides support to the 

pharmaceutical, biotechnology, and medical device industries in the form of research 

services outsourced on a contract basis.  

 Clinical Trials Office (CTO): Centralized clinical trials staff, responsible for the 

conduct and support of SLUHN clinical trial functions  

 Electronic Medical Record (EMR): A digital/electronic version of a paper chart and 

documents that contain all of the patient’s medical history.  

 Epic: An integrated electronic health record system utilized by St Luke’s University Health 
Network (SLUHN) to support functions related to patient care. 

 Good Clinical Practice (GCP): A standard for the design, conduct, performance, 

monitoring, auditing, recording, analyses, and reporting of research that provides 

assurance that the data and reported results are credible and accurate, and that the rights, 

integrity, and confidentiality of subjects are protected  

 Health Insurance Portability and Accountability Act (HIPAA): A rule that provides 

subjects with federal protection and rights with respect to their individually identifiable 

health information while permitting entities the disclosure of health information needed 

for patient care.  
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 Informed Consent Form (ICF): IRB approved form outlining all aspects of a clinical 

trial in lay language, signed by the subject consenting to participate.  

 Institutional Review Board (IRB): Independent ethics committee formally designated 

to approve, monitor, and review biomedical and behavioral research involving human 

subjects.  

 Legally Authorized Representative (LAR): 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)). 

 National Clinical Trials Network (NCTN): A group sponsored by the National Cancer 

Institute to allow members to participate in large national studies. 

 Principal Investigator (PI): Lead investigator, responsible for the sound conduct of the 

project in accordance with the protocol and regulations. 

 Research Finance Compliance Analyst (RFCA): Clinical Trials Office staff member 
responsible for the overall day to day pre and post-award financial operations of SLUHN 
industry or grant funded clinical trials.  

 Standard Operating Procedures (SOPs): Detailed, written instructions to achieve 

uniformity of the performance of a specific function. 

 St. Luke’s University Health Network (SLUHN)  

 

 

SCOPE:  
This SOP applies to those members of the clinical research team involved in obtaining informed 

consent from research subjects, and those responsible for the oversight of the policy. This 

includes the CRC, Sub-Investigators, Clinical Trial Managers, Director of Clinical Trials and 

Research, and Principal Investigator. 

    

This policy describes the process: 

 Starting from the time that a patient may be eligible for a clinical trial  

 Ending after a patient signs informed consent and all proper documentation has been 

completed 

 

This policy is applicable to: 

 Industry Funded clinical trials 

 NCTN clinical trials  

 Government funded clinical trials 

 

 

PERSONNEL RESPONSIBLE:   
This SOP applies to the CTO personnel involved in the informed consent process of clinical trial 

subjects, as well as clinicians and the PI. 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102
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ROLES: 

The following information describes which areas and associated roles that shall adhere to this 

policy: 

 PI: The PI shall be responsible for the overall oversight of the trial. 

 Clinical Research Nurse/Coordinator (CRC): The CRC shall be responsible for 

providing thorough study information both verbally and written to the patient and/or 

LAR, and consenting study subjects utilizing the current IRB approved ICF. 

 Clinical Trials Manager: The Clinical Trial Manager shall be responsible for oversight 

of the informed consent process as it pertains to this SOP. 

 Director of Clinical Trials and Research or designee: The Director of Clinical Trials 

and Research shall be responsible for the oversight of the CTO staff as it pertains to this 

SOP. 

 Sub-Investigator(s): The Sub-investigators shall be responsible for the consenting of 

subjects as delegated. 

 

 

PROCEDURES:  

 All research personnel shall maintain integrity and compliance with all regulations and 

GCP guidelines. 

 The CRC or designee shall provide subjects with the informed consent document(s), and 

any other pertinent study material approved by the IRB. 

 The CRC or designee shall have a detailed conversation and review the ICF thoroughly 

with subject and/or LAR in the appropriate language and comprehension level, and 

answer an questions. 

 The CRC or designee shall ensure all proper information is collected and documented in 

the study record and medical record (See Attachment C), and provide the subject with a 

signed copy of the ICF.  

 The CRC or designee shall make a copy of the ICF for the medical record for upload to 

EPIC, and maintain the original signed copy in the research shadow chart. 

 

INFORMED CONSENT PROCESS 

Role Step Activity 

CRC or designee 1.0 Review the current IRB approved informed 

consent form with the subject, in the subject’s 

primary native language, by discussing all of 

the elements: provide an overview of the study, 

explain its purpose, procedures, risks and 

benefits, drug and comparative agent (if 

applicable), alternatives, research-related 

procedures, etc. so the subject is able to make 

an informed decision about participation.  
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NOTE: ICF shall contain all required elements 

per FDA regulations, and shall utilize the 

SLUHN ICF template (See Attachment A).  

Exception: CIRB studies will utilize the NCI 

consent and HIPAA. 

 

NOTE: If the subject does not speak English, 

please either have the entire ICF translated into 

the subject’s native language using the current 

SLUHN translation service, or utilize the 

SLUHN Short Form Consent as referenced in 

Steps 2.0 through 2.9. 

 

NOTE: If the subject is unable to give written 

informed consent, provide the above 

information to the subject’s LAR per local law, 

and utilize the Surrogate Consent (See 

Attachment B) in addition to the main study 

consent. 

 

NOTE: Subjects shall be reconsented once 

able to provide informed consent on their own 

behalf. If they decline, they shall be withdrawn 

from the study.  

CRC or designee 1.1 Allow the subject or LAR sufficient time to 

read the document and ask questions. 

Encourage input from family members and 

other care providers, if appropriate. 

 

NOTE: This process shall be documented in 

the patient’s research shadow chart 

(Attachment C) 

CRC or designee 1.2 Ensure that the subject or LAR signs and dates 

all pertinent ICF(s), as well as the person 

obtaining consent. 

CRC or designee 1.3 Review Teach-Back questions with subject or 

LAR and document responses. 

CRC or designee 1.4 Provide the subject or LAR with a copy of the 

signed informed consents. 

CRC 1.5 Maintain the original signed/dated ICFs in the 

research shadow chart. 
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CRC  1.6 Make a copy of the ICF with the patient’s 

printed name and birthdate in the medical 

records bin for scanning into EpicMaintain the 

original signed copy in the research shadow 

chart. 

CRC or designee 1.7 Obtain a signed and dated W-9 from the 

subject if payment during study duration is 

provided to the patient from SLUHN. 

 

NOTE: A signed copy of the W-9 is given to 

the RFCA, the Director of Clinical Trials and 

the manager along with the Requisition for 

Check. 

 

INFORMED CONSENT USING THE SHORT FORM 

Role Step Activity 

CRC 2.0 Develop a summary of the study outlining all 

of the elements of informed consent: provide 

an overview of the study, explain its purpose, 

procedures, risks and benefits, drug and 

comparative agent (if applicable), alternatives, 

research-related procedures, etc. 

CRC  2.1 Send the Short Form Consent template (See 

Attachment D) to the current SLUHN 

translation service provider for translation into 

the subject’s native language if not already 

available. 

CRC or designee 2.2 Obtain the translated Short Form Consent Step 

2.1, along with a Letter of Authentication, and 

add study specific information (e.g. IRB # and 

PI info) to the translated Short Form Consent. 

Regulatory Coordinator 2.3 Submit the study summary from Step 2.0, the 

translated Short Form Consent, and the Letter 

of Authentication to the IRB for approval. 

CRC 2.4 Provide the current SLUHN translation service 

provider with the IRB approved study 

summary from Step 2.3  

CRC 2.5 Utilize the language line phone to have the 

current SLUHN translation service provider 

verbally review the study summary provided to 

them in Step 2.4 in the subject’s native 

language, allowing ample time for questions. 
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NOTE: This process shall be documented in 

the patient’s chart (See Attachment C) 

CRC 2.6 Ensure that the subject or LAR, as well as the 

person obtaining consent, signs and dates the 

short form, ensure that an impartial witness 

sign both the study summary sheet and the 

short form to document that the informed 

consent process was properly implemented, 

and ensure that the person obtaining informed 

consent signs the summary.  

CRC 2.7 Provide the subject or LAR with a copy of the 

signed informed consent documents. 

CRC 2.8 Maintain the original signed/dated ICFs in the 

research shadow chart. 

CRC 2.9 Make a copy of the ICF for the medical record 

with the patient’s printed name and birthdate, 

and place in the medical records bin for pick-

up and scanning into Epic. 

 

NOTE: Maintain the original signed copy in 

the research shadow chart. 

CRC 2.10 Obtain a signed and dated W-9 from the 

subject if payment during study duration is 

provided to the patient from SLUHN 

 

NOTE: A signed copy of the W-9 is given to 

the RFCA, the Director of Clinical Trials and 

the manager along with the Requisition for 

Check. 

 

EXCEPTION FROM INFORMED CONSENT FOR EMERGENCY RESEARCH  

Role Step Activity 

Not Applicable --- Exception from informed consent shall only be 

applicable to life-threatening conditions or 

emergency research and be approved by both 

the FDA and IRB. 

PI or designee 3.0 Establish that a licensed physician not 

participating in this study, who is an IRB 

member or a consultant to it, determines that 

the clinical investigation cannot be conducted 

with prior informed consent from subjects for 
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all the following reasons: 

 The subjects are in a life-threatening 

situation, where available treatments 

are unproven or unsatisfactory, and 

scientific knowledge gained from the 

study will be used to determine the 

efficacy and safety of the test article,  

 Informed consent cannot be obtained 

from the study subjects or LAR prior to 

initiating the experimental treatment,  

 The clinical investigation could not be 

carried out without waiver of consent. 

PI or designee 3.1 Assure that risks to the study subjects are 

reasonable and subjects may directly benefit 

from the research study 

PI or designee 3.2 Obtain community input prior to initiating the 

study. 

 

PI or designee 3.3 Ensure there is an independent data monitoring 

committee to oversee the study. 

PI or designee 3.4 Make every attempt to obtain informed consent 

from the subject or LAR, when feasible, and 

document all attempts to do so. 

PI or designee 3.5 Ensure that family members have been 

afforded the opportunity to object to the 

subject’s participation 

PI or designee 3.6 Provide public disclosure of summarized 

results of study at the conclusion of the study. 

 

WAIVER OF INFORMED CONSENT IN EMERGENCY SITUATIONS 

Role Step Activity 

PI or designee 4.0 Establish that informed consent cannot be 

obtained from the subject for all the following 

reasons: 

 The subject is in a life-threatening 

situation requiring the use of the test 

article, 

 Informed consent cannot be obtained 

from the study subject,  

 There is insufficient time to seek 

consent from the subject’s legal 
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representative, 

 No appropriate alternative therapy is 

available or recognized as being 

effective. 

PI or designee 4.1 Obtain documentation from an independent 

second physician that the life of the subject is 

at stake and above requirements for Waiver of 

Informed Consent from Step 4.0 are applicable. 

 

NOTE: If time does not permit the 

independent judgment of a second physician 

and the life of the subject is at stake, administer 

the test article. 

CRC 4.2 Provide the IRB with documentation from the 

investigator and the second physician from 

Steps 4.0 and 4.1 within 5 working days of the 

emergency use of the test article. 

CRC 4.3 Notify the sponsor as soon as possible of the 

above actions. 

CRC 4.4 Document all information in the subject’s 

medical record and research shadow chart. 

 

AMENDED INFORMED CONSENT PROCESS 

Role Step Activity 

CRC 5.0 Make a determination as to whether 

reconsenting of enrolled patients is necessary 

based on the revisions to the protocol/consent 

per institutional and IRB policies. 

 

NOTE: The SLUHN IRB requires 

reconsenting of patients only when the updates 

affect the risk versus benefit in the study and/or 

the changes affect the currently enrolled 

patients or their decision to continue with their 

participation (See SLUHN IRB Policies and 

Procedures: Policy IC 602).  

 

NOTE: If the updates are no longer relevant to 

patients then reconsenting is not required (e.g. 

if the patient is in survival follow-up).  

 

NOTE: If reconsenting is not necessary, any 
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new information should be relayed to the 

patient and documented in the research chart at  

next patient contact. 

CRC 5.1 Contact all subjects enrolled in the study to 

request that they sign the revised informed 

consent form, if applicable. 

CRC 5.2 Review all changes to the study with the 

subject or LAR and allow sufficient time for 

them to carefully read the updated ICF and ask 

questions. 

 

CRC 5.3 Review Teach-Back questions with subject or 

LAR and document responses 

 

NOTE: This process shall be documented in 

the patient’s research shadow chart (See 

Attachment C). 

CRC 5.4 Ensure that the subject or LAR, as well as the 

person obtaining informed consent, has signed 

and dated the revised informed consent. 

 

NOTE: Repeat Steps 1.3 through 1.6 

 

INFORMED CONSENT OF MINORS 

Role Step Activity 

Not Applicable --- In patients less than 18 years old, informed 

consent of the one or both of the subject’s 

parents, or the subject's legally authorized 

representative, shall be obtained before 

enrollment.  

CRC 6.0 Determine whether the study has the potential 

to enroll minors.  

Regulatory Coordinator 6.1 Ensure the Informed Consent is written 

accordingly (e.g. in the format of Parental 

Permission) and that it contains the Children’s 

Assent signature line for IRB approval. 

CRC 6.1 Utilize the Surrogate Consent Form (See 

Attachment B) and follow all Steps outlined 

for obtaining Informed Consent (See Steps 1.0 

through 1.6) 

CRC 6.2 Obtain the assent of the child if they possess 

the intellectual and emotional ability to 
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comprehend the concepts involved in the study 

utilizing the assent signature line of the Main 

ICF. 

 

 

RESOURCES:    

45 CFR 46.102(c) 

21 CRF 50.24 

21 CFR 50.25 

21 CFR 312.54 

45 CFR 46.116 

21 CFR 312.60 

FDA Internal Compliance Program Guidance Manual, 1994; 7348.811: Clinical Investigators  

FDA Information Sheets, October, 1998 Frequently Asked Questions, A Guide to Informed 

Consent Documents, Informed Consent and the Clinical Investigator, The Belmont Report and 

Declaration of Helsinki 

May 9 1997 International Conference on Harmonisation; Good Clinical Practice: Consolidated 

Guideline 

 

 

Endorsed by: SOP Committee (5/15/15; 4/8/16) 

Approved by: Tracy Butryn, Director of Clinical Trials and Research (5/28/15; 6/29/16)

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102
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ATTACHMENT A 
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