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POLICY 
Related CCR SOPs: 

• PM-2a: Obtaining and Documenting the Informed Consent Process – Adult English-Speaking 
participants (Including Decisionally Impaired and Enrollment of NIH Staff) 

• PM-2b: Obtaining and Documenting the Informed Consent Process – Adult Non- English-Speaking 
Participants, Including Decisionally Impaired and Reconsenting 

• PM-2c: Obtaining and Documenting the Informed Consent Process – English-Speaking Children and 
Parents/Guardians  

• PM-2d: Obtaining and Documenting the Informed Consent Process – Non-English-Speaking Children 
and Parents (including when only the child speaks English) and Reconsenting 

 

The informed consent (IC) process will be conducted in compliance with all regulations, guidelines and 
policies applicable to the protection of human subjects.  IRB approved written informed consent document 
(ICD) containing all the required elements must be used to document the participant’s agreement to 
participate in the research study, unless the IRB had approved an alteration or waiver of such document. 
This includes field cohort participants who consent with the NIH off site ICD. The IRB approved ICD must not 
be altered in ANY way with handwritten notes or markings.  
 

The information given to the participant, which includes both information provided orally during the 
consent discussion and written information in the ICD, must be in language understandable to the 
participant.  “Understandable” means the information presented to the potential participant is in a 
language and at a level the individual can comprehend (including an explanation of scientific and medical 
terms).  Please see SOP PM-2b:  Obtaining and Documenting the Informed Consent Process – Adult Non-
English-Speaking Participants, Including Decisionally Impaired, and Reconsenting and SOP PM-2d:  
Obtaining and Documenting the Informed Consent Process – Non-English-Speaking Children and Parents 
(including when only the child speaks English) and Reconsenting for more information about enrolling non-
English speaking participants.  
 

The Principal Investigator must ensure that investigators delegated to obtain IC are qualified to obtain IC 
and have completed appropriate training.  These investigators must be delegated the task of obtaining IC 
and listed on the delegation log.  In addition, the investigator must be designated on the currently IRB 
approved protocol or PROTECT Protocol Contact List to obtain consent.  The investigator obtaining consent 
is responsible for assessing that: 

• the study participant is capable of making an informed decision (i.e., having the capacity to consent 
for oneself at the time of the IC discussion);  

• the study participant understands the information provided; and  
• the study participant’s consent is voluntary and free of any undue influence or coercion. 
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The use of iMedConsent™ (a web-based application) is the preferred method for the IC process, including 
electronic capture of signatures, unless the protocol sponsor does not allow it. The iMed process can be 
used when the consent is obtained in person or if the consent process is conducted remotely.   The 
research protocol or NIH addendum must specifically allow the use of iMed. 
 

The IC process must be documented in the medical record by the Principal Investigator or designee that 
was present for the process to establish that the participant was accurately and adequately informed, that 
no study-related procedures were initiated prior to obtaining IC, and that a copy of the ICD was given to the 
participant. The original signed ICD must be sent to the Health Information Management Department, 
where it will be scanned into the participant’s medical record. When using the iMedConsent process, the 
signed IC is automatically saved in the medical record. Documentation of the IC process must be completed 
in the medical record within 1 business day of the ICD being signed, if in person.  If the IC process takes 
place remotely, documentation of this process must be initiated within 1 business day of participant 
agreeing verbally to participate. 
 

The research protocol must specify the use of the following special consent circumstances, if applicable: 
• Enrollment of minor participants, including assent from the minor participant  

o Consent for minors when they reach the age of majority 
See SOP PM-2c:  Obtaining and Documenting the Informed Consent Process – English-Speaking 
Children and Parents/Guardians and SOP PM-2d:  Obtaining and Documenting the Informed 
Consent Process – Non-English-Speaking Children and Parents (including when only the child speaks 
English) and Reconsenting 

• Enrollment of adults who are or become decisionally impaired 
• Enrollment of NIH employees or family members of study team members 

 

Reconsenting 
If a modification requires reconsenting per the IRB, please follow the timing for reconsent on the IRB 
outcome letter.  If the letter does not specify a timeframe for reconsent, the timing of the reconsent should 
be commensurate with the new information contained in the revised IC.  For example, if the revised 
consent contains new risk information, participants must be reconsented as soon as possible and within 30 
days of IRB approval of the revised IC.  Otherwise, reconsent of all required participants must be completed 
within 90 days of IRB approval of the revised IC. 
 

For reconsenting of non-English speaking participants, please see PM-2b and PM-2d. 

 
BACKGROUND 
The conduct of clinical research studies, including clinical trials, is based upon the voluntary consent of the 
participant who has been appropriately informed about a study’s risks and benefits. The ethical principle of 
respect for persons requires that participants be given the opportunity to choose whether or not to 
participate in research.  This includes field cohort participants who consent using the NIH off site ICD. 
 

Three elements are required for valid IC: 
• Disclosure of relevant information to prospective participants about the research 
• Prospective participants’ comprehension of the information 
• Prospective participants’ voluntary agreement, free of coercion and undue influence, to research 

participation.  
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Research consent is an ongoing process. It starts well before any ICDs are signed and continues until the 
participant has completed participation. The IC process involves meeting with the potential participant, 
outlining the nature of the study, the risks and benefits of participating, alternatives to participation, and all 
other information necessary for the participant to make an informed decision whether or not to 
participate. The ICD formalizes the participant’s agreement to participate in the research study.  

 
PURPOSE 
To describe general requirements when obtaining informed consent and documenting the informed 
consent process for all types of research participants.  Specific requirements for different types of research 
participants (adult English-speaking, adult non-English speaking, English speaking children participates and 
non-English speaking children) are located in subsequent SOPs.  

 
RESOURCES 
DHHS Regulations   

• 45 CFR 46 Protection of Human Participants  
o 46.102 Definitions 
o 46.116 General Requirements for Informed Consent 
o 46.117 Documentation of Informed Consent 

 

FDA Regulations 
• 21 CFR 50 Protection of Human Participants 

o 50.3   Definitions 
o 50.20 General Requirements for Informed Consent 
o 50.25 Elements of Informed Consent 
o 50.27 Documentation of Informed Consent 

• 21 CFR 312 Investigational New Drug Application 
o 312.62 Investigator Record Keeping and Record Retention 

 

International Council on Harmonisation-Good Clinical Practice (ICH-GCP)  
• E6 (R2) Good Clinical Practice Consolidated Guidance  

o GCP 1.   Glossary 
o GCP 4.8 Informed Consent of Trial Participants 

 

NIH Clinical Research Studies Active Consent/Assent Documents website 
 

iMedConsentTM Process Resources: 
• Via CRIS Education Resources > Communication with Other Staff and Patients >  iMed Consent 

o iMedConsentTM User Guide 
o iMedConsentTM FAQs  
o iMedConsentTM Training Video 
o iMedConsentTM Patient Instructions Video (2 minutes) – Send this link to participant to 

review prior to obtaining consent 
• Training classes are also available via iMedConsent™ HIMD Training 

 

https://www.hhs.gov/ohrp/
https://www.fda.gov/
http://www.ich.org/home.html
https://clinicalstudies.info.nih.gov/Search.aspx
https://nih.sharepoint.com/sites/CC-CRISEducationalResources/CRISLearningResources/Pages/CRIS%20Home.aspx
https://login.microsoftonline.com/common/oauth2/authorize?client_id=00000002-0000-0ff1-ce00-000000000000&redirect_uri=https%3a%2f%2foutlook.office365.com%2fowa%2fcalendar%2f&resource=00000002-0000-0ff1-ce00-000000000000&response_mode=form_post&response_type=code+id_token&scope=openid&msafed=1&msaredir=1&client-request-id=95cb498f-d9dc-299a-0fcb-19575ca9d5d0&protectedtoken=true&claims=%7b%22id_token%22%3a%7b%22xms_cc%22%3a%7b%22values%22%3a%5b%22CP1%22%5d%7d%7d%7d&nonce=637952880054863917.ee90c5cc-179e-491c-a8bd-ba20fb4a028c&state=DcsxEsIgEEBR0PMAC4GwdJbaeAfYEGVM2JnEGa8vxfvdl0KI63AZJIyIOE8xBYcIEDzOU7JR15qAApGyMVXlkyWVsSyqZAdr8RkckhwvGP5lQ3mrfcmHeT7ueOvtrbnvjQ4-ef1q4t0U5k_rr9P8AQ&sso_reload=true
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The NIH Intramural Institutional Review Board Office (IRBO) website 
• Contact the IRBO: IRB@od.nih.gov or 301-402-3713  

 

The NIH Intramural Human Research Protections Program (HRPP) Policies   
• Policy 301 - Informed Consent 
• Series 500 as applicable: FDA Requirements for Human Participants Research and Data and Safety 

Monitoring 
• NIH IRP HRPP Policy Glossary 
• Informed Consent Information (including FAQs) 

 

CCR Policies/Standard Operating Procedures (SOPs) website 

 
PROCEDURES 
 

iMedConsent™ Process: 
iMed consent is accessed via CRIS, which allows the completed consent with signatures to be viewable in 
CRIS within a few minutes of completing the consent and signature process.  
 

The research protocol or NIH addendum must specifically allow for the use of iMed consent.  If the protocol 
allows for iMed consent, this is the preferred method (versus using a paper consent).  Please note that 
some sponsors do not allow the use of iMed. 
 

The signature of the investigator obtaining consent must be done after the participant, parent and/or LAR 
signature/initials are captured in the iMed system.  Please ensure that signatures and initials (participant, 
parent, LAR) are appropriately captured on the iMed consent prior to the investigator signing consent.  To 
check if signatures have been captured on the iMed consent, click on the Signature tab.  A date and time 
will be noted next to the signatures that have been captured, with the Signature of PI/AI marked as 
Incomplete. If a witness signature is required, that must also be done after the participant, parent and/or 
LAR signature/initials are captured. 
 

When conducting remote IC using synchronous audio/video, only NIH-approved platforms may be used – 
see Policy 301 Informed Consent 
 

When conducting remote consent using the iMedConsent process, discuss with the participant how this 
process will happen and send them the Patient Mobile Signature Education video to review. During the 
consenting process, the iMed system will send the participant a link to capture their signature remotely via 
a phone/tablet. 

 
Remote IC Process Using a Paper Document 
 

When conducting remote IC using synchronous audio/video, only NIH-approved platforms may be used – 
see Policy 301 Informed Consent 
 

STEP 1: Send/give current version of ICD to participant to allow time for review prior to the consent 
process 

• Send a postage paid return envelope with the ICD for the participant to use to mail the signed ICD 
back, unless the participant will fax the signed document or send via secure email.   

Note: Please include the participant’s name and medical record number on the lower left corner of 
each page of the ICD prior to participant signing the document.  

https://irbo.nih.gov/confluence/
mailto:IRB@od.nih.gov
https://irbo.nih.gov/confluence/pages/viewpage.action?pageId=36241835
https://policymanual.nih.gov/3014-001#3c10217c
https://irbo.nih.gov/confluence/display/ohsrp/Informed+Consent+Information
https://ccrod.cancer.gov/confluence/pages/viewpage.action?pageId=73203825
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STEP 2: Set up a time to review the consent with the participant.  
 

STEP 3: Determine who will be involved in the consent process 
• The Principal Investigator, an Associate Investigator or other designated individual must be 

identified in PROTECT to obtain consent.   
 

STEP 4: Initiate IC process 
• Review consent information via telephone or other NIH- approved remote method with 

participant. 
Note: Discussions about protocol treatment and alternatives to participation must be carried out by 
an appropriately licensed provider (i.e., MD, DO, NP, PA).  
• If participant agrees to participate, ask the participant to sign the ICD and date the signature that 

day.  
o If the participant “needs to think about it,” you must set up a time to speak with them again, 

so you hear them verbally agree to participate.  
• Once the ICD has been signed, the participant returns the entire signed document to the person 

obtaining consent, via fax, secure email or mail.   
 

STEP 5: Obtain other signatures required on ICD  
• When the original consent (or faxed version) arrives at the Clinical Center, the investigator 

obtaining consent signs the document and dates the signature with the date the IC is received. 
Note:  If the study participant faxes the signed document to the person obtaining consent, the fax 
becomes the “original” once the person obtaining consent signs the document.  There is no need 
for the participant to mail the original.  

 

Note:  Email communication that may contain personally identifiable information (e.g., participant’s name, 
medical record number and signatures on the signature page) MUST be sent via secure email.  
 

Important: “Verbal” consent is not allowed unless the protocol specifies that verbal consent will be used 
and the IRB approves the process.  Obtaining written consent via telephone is NOT “verbal” consent.  
Consent is not considered legally effective until the signed document is received by the person obtaining 
consent.  No research procedures may be performed until the signed document is received. 
 

STEP 6: Give participant a copy and file the original, signed ICD in the study participant’s medical record 
• Make 2 copies of all pages of the signed and dated ICD and assent document if used.   

o Send the original signed, dated consent/assent document(s) to Health Information 
Management Department (HIMD) for scanning into the study participant’s medical record. 

o Give the study participant a copy of the signed consent/assent document.  If the 
participant declines a copy, please document in the medical record. If the consent process 
took place remotely, mail or send via secure email the fully signed consent. 

o Maintain a copy of the signed ICD in the participant’s research record until the scanned 
version is available in the participant’s medical record.  Once the scanned version is available 
and verified, the copy may be destroyed.  

Note:  Original paper ICDs will be destroyed after 90 days per HIMD policy. 
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After the ICD is Signed:  
STEP 1: Document the consent process in the study participant’s medical record 

• Good clinical practice supports documenting the consent process in the study participant’s 
medical record. The CRIS “Documentation of Research Consent” progress note should be used. 
The note must be completed within 1 day of the ICD being signed and this note must be 
completed by someone who was present during the IC process.   

• In CRIS selected the Structured Note Titled:  Documentation of Research Consent 
o Complete all applicable information specific to the IC process  

• Please select all the Consent Types used during the IC process 
o Use of iMed Consent Platform 
o Telephone consent (for paper consent only) 

 

 
 

Documentation of remote consent using paper consent 
• Within 1 day of the telephone conversation during which the participant agrees to participate, 

document the conversation in the participant’s CRIS record using Documentation of Research 
Consent note.   
o The date of the telephone conversation during which the participant agrees to participate in 

the study is the date of consent. 
o If the signed ICD is received prior to writing the note, only one note will need to be written.   
o If the signed ICD is not received before the note is written, include only the relevant 

information in the Documentation of Research Consent process note. Another note will be 
written with updated information once you receive the signed ICD. This second note should 
be completed within 1 day of receiving the signed ICD.  

o Make sure to document that the fully signed copy of the ICD was sent to the participant.  
o Include in Additional Comments the fact that IC was obtained via telephone, that the 

participant agreed to participate, was instructed on signing the ICD and returning it, etc. 
     

   STEP 2: Continue IC process throughout duration of study participation 
• The IC process should continue throughout the study, with the participant’s willingness to 

continue participation documented in the medical record.  
• The study participant or LAR must be informed of a change in protocol procedures that will affect 

the participant or a change in risk information, such as a newly documented adverse effect.  If 
there is new information to give the study participant or any other change to the protocol, the 
IRB must be notified, usually via protocol modification.  The modification request includes how 
subjects will be notified of these changes with a description of who will be notified and how they 
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will be notified. See the Guidelines for Reconsenting for guidance on how to determine the 
elements of the notification plan.  
o The IRB modification outcome letter will specify how to notify study participants of any 

change to the protocol/consent.       
• If reconsent is required by the IRB: 

o Follow the timing for reconsent in the IRB outcome letter (e.g., at time of next study visit). 
o If the IRB outcome letter does not specify when to obtain reconsent: 
  If new risk information is contained in the revised consent, participants must be 

reconsented as soon as possible and within 30 days of IRB approval of the revised IC.  
 In all other cases reconsent of all required participates must be completed within 90 

days of IRB approval of the revised IC 
Note:  In order to facilitate the discussion of changes with the study participant, you may 
send them a pdf version of the tracked changes IC. Do not send a word version as this will 
show who worked on the document.  

• For reconsenting of non-English speaking participants, please see PM-2b and PM-2d for specific 
information.  

• If a study participant declines to continue or declines to be reconsented, follow withdrawal of 
consent procedures. 

• In the case of an emergency (i.e., study participants must immediately stop study treatment), 
contact the IRBO for instructions. 

• Principal Investigator or designee must document the discussion with the study participant 
regarding the new findings and the study participant’s decision whether or not to continue the 
study in a progress note in the medical record.  

 
Special IC Situations (e.g., illiterate or blind research participants and/or participants unable to sign their 
name) 

Review the NIH HRPP Policy 301: Informed Consent, review the IRBO FAQs on IC, and consult the Office 
of Education and Compliance for assistance.  
 

IMPORTANT:  A witness is required to be present during the entire IC discussion in these special 
situations.  The witness must sign the ICD in the appropriate space.  
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