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Consent questions can also be directed to: 

The iRIS Support Team

Office of Human Research Affairs

Albert Einstein College of Medicine

Email: iris-support@einsteinmed.org

Phone: 718-430-2237



Topics

• Planning your research consent process

• Research consent roles

• Essential research consent documentation

• Reconsent

• Self-audit of your consent process



Steps to Take as you Plan Recruitment and Consent Workflow

1. Review your approved IRB application to confirm the risk level assigned to your protocol by the 
IRB 

– Consent documentation requirements are slightly different for “Minimal Risk” vs “Greater 
than Minimal Risk Research”

2. Review the recruitment and consent process as described in the IRB application and protocol.  
Particularly review the answers to the following questions in the IRB application:

– Have you requested a “Waiver of Informed Consent/HIPAA Authorization to Review Records 
for Recruitment Purposes”?

– “When and where will the informed consent take place?”

– “How and when will subjects be approached for this study?”

– “List the names of key personnel who will conduct the consent process.”  

3. Develop a written study specific consent process that all research personnel will follow.  The 
procedure must be consistent with the consent procedure described in your IRB application and 
protocol.  Procedures and study personnel can be updated and changed by submitting an 
amendment to the IRB.











Pitfalls to Avoid:

• Misremembering how the consent process was described in the IRB 
application/protocol and carrying out a consent process that may be reasonable but is 
not what was approved. 

• Alteration of the consent process without amending your IRB application/protocol to 
reflect the changes

• Failure to create a written workflow process that is distributed to all research staff



Research Consent Roles



• Principal Investigator

– Responsible for ensuring staff is properly trained and knowledgeable about the 
research and related consent policies

– With IRB approval, the PI may formally delegate consent tasks to other study 
team members, but the PI remains responsible for ensuring that adequate 
informed consent is obtained from each subject enrolled in the protocol

• Subinvestigators who are (1) Licensed Independent Providers (example MD/NP), (2)  
have been trained and added to the study with the IRB and (3) are listed on the 
study Delegation of Authority Log 

• Research Coordinators who have (1) have been trained and (2) added to the study 
with the IRB and (3) are listed on the study Delegation of Authority Log

Research Consent Roles



Pitfall to Avoid:

– Inadequate PI oversight of consent process and related documentation.  
May lead to patterns of error in procedure and documentation that are 
not addressed in a timely fashion.  It’s important to ensure that signed 
consent forms and other consent process documents are reviewed on a 
regular basis so that problems can be identified and addressed.



All Research:

1. All IRB correspondence, including original IRB application, all IRB submissions, and all IRB approvals. 

2. All versions of the protocol and all amendments (protocol signatures where required) 

3. Subject Identification and Enrollment Log

4. Screening Log

5. All original signed consent and assent forms

6. Completed Data Collection forms or Case Report forms 

7. Completed Adverse Event Logs 

8. Completed Protocol Deviation Logs 

9. All monitoring reports (if 3rd party monitoring is performed) 

10. All substantive communication with the study sponsor - all emails should be printed (if applicable) 

11. Documentation of IATA training (if biological samples are shipped) 

Additional Requirements for Greater than Minimal Risk Research:

12. Delegation of Authority Log

13. Documentation that shows the PI or qualified sub-I reviewed all entry criteria and approved subject entry into the 
study 

14. Informed Consent Note for each subject enrolled

15. Data Safety Plan and Reports 

Required Documentation
Reference:  Einstein IRB Policy “Required Documentation for the Conduct of Research 

Involving Human Subjects”



Minimum Documentation Requirements:

• All Research:

– Subject Identification and Enrollment Log 

– Screening Log

– All original signed consent and assent forms

• Greater than Minimal Risk Research:

– Delegation of Authority Log 

– Informed Consent Note for each subject enrolled



Minimum Documentation Requirements:

• All Research:

– Subject Identification and Enrollment Log

– Screening Log 

– All original signed consent and assent forms

• Greater than Minimal Risk Research:

– Delegation of Authority Log 

– Informed Consent Note for each subject enrolled  



A single document that identifies all subjects who have signed a consent to participate and have been entered into the 
study

• The log must identify the individuals and establish a link to their study number

Subject Identification and Enrollment Log



Missing Log – Example and Outcome:

40 women consented to complete a survey related to autoimmune symptoms.  

Each survey contained the subject’s study number, but no other identifier.  

Each consent contained the subject’s signature, but no study number.

Upon review, 40 completed surveys and 38 signed consent forms were found.  

There was no Subject Identification and Enrollment Log created so it was not possible to 
determine which two consent forms were missing.  

The investigator was not permitted to use any of the data collected.



Minimum Documentation Requirements:

• All Research:

– Subject Identification and Enrollment Log 

– Screening Log

– All original signed consent and assent forms

• Greater than Minimal Risk Research:

– Delegation of Authority Log 

– Informed Consent Note for each subject enrolled



Subject Consent – Yes.  PHI may be included on Screening Log

Subject Consent – No.  PHI may not be included on Screening Log

Screening Log



Q: I need to keep a record of patients who have declined to be screened or participate.  I 
don’t want to approach the same patient again if they have already said they are not 
interested. How can I do this?

A: You may keep a list of patients who have declined (including their name/MRN). 
However, this information should not be included in your study records. PHI about these 
individuals should not be shared with monitors or others and should not be included in 
data analysis.



Minimum Documentation Requirements:

• All Research:

– Subject Identification and Enrollment Log 

– Screening Log 

– All original signed consent and assent forms

• Greater than Minimal Risk Research:

– Delegation of Authority Log 

– Informed Consent Note for each subject enrolled  



For most interventional research, Investigators are now required to scan signed consent 
forms into EPIC.

Please remember that you are required to keep the original signed forms in your study 
files. 

These are original source documents and should never be shredded or discarded after 
scanning.

If your approved consent plan involves a consent discussion over the phone with the 
signed consent form emailed or faxed to you- the fax, pdf or photo of the signature is your 
original source document.  It should not be shredded.

Original Signed Consent and Assent Forms



Minimum Documentation Requirements:

• All Research:

– Subject Identification and Enrollment Log 

– Screening Log 

– All original signed consent and assent forms

• Greater than Minimal Risk Research:

– Delegation of Authority Log

– Informed Consent Note for each subject enrolled 



Delegation of Authority Log



Minimum Documentation Requirements:

• All Research:

– Subject Identification and Enrollment Log 

– Screening Log 

– All original signed consent and assent forms

• Greater than Minimal Risk Research:

– Delegation of Authority Log 

– Informed Consent Note for each subject





• Q:  Where is the Informed Consent Note you just showed us filed?

• A:  You can develop a consent note template in EPIC and chart in EPIC 

directly.  Alternately, you can complete a paper note and scan into EPIC with 

the consent form.  Or the paper Informed Consent Note can be filed in your 

study binder.



Q: Do I need to reconsent continuing subjects each time a I receive a new 

stamped consent version with the progress report?  The text of the form has not 

changed.

A: No



Q: A subject has signed a consent form and I realize it expired two days ago.  

There was a new version in iris but I didn’t see it until after the subject left.  The 

text of both forms is the same. What do I do?

A:  This is a deviation that meets the Einstein IRB reporting criteria for a 

Reportable Event. Report the event in iris and plan to ask the subject to sign the 

current form at the next visit.



Q: A subject has signed a consent form and I realize it expired two days ago.  

There was a new version in iris but I didn’t see it until after the subject left.  The 

new version contains information not found in the version signed by the subject. 

What do I do?

A:  This is a deviation that meets the reporting criteria for a Reportable Event. Call 

the subject and discuss the new information, document the call, confirm continued 

agreement to participate, mail the subject a copy of the current consent form, 

report the event and plan to ask the subject to sign the current form at the next 

visit.  



Q:  The IRB approved my amendment with changes to the consent form.  How do I 

know if I must reconsent continuing subjects?

A:  If the changes to the consent form are relevant to the participant, they should 

be asked to sign the new form.  For example, if changes are made to visit 3 

procedures, subjects who have not yet had visit 3 should be asked to sign the new 

consent form.



Q:  Does the IRB provide direction as to when reconsent is required pursuant to an 
amended consent?

A:  Yes, the amendment approval letter should indicate if reconsent is required.





Q:  The study PI has changed and this is reflected in the new approved consent.  

Do I need to reconsent participants?

A:  It is important that participants have the current PIs contact information.  

Typically, subjects are asked to sign the updated consent form.  Subjects who are 

no longer making study visits can be notified by letter.  Your amendment should 

indicate how you intend to notify subjects.



Self Audit Tool (Example)



Subject 1 Subject 2 Subject 3 Subject 4 Subject 5 

Were the recruitment and consent procedures consistent with the procedures 
described in the approved research plan (application and protocol)?

Were all individuals involved in the consent process added to the study with the IRB 
and assigned this role on the Delegation of Authority Log?

Did the subject give written consent and/or reconsent by personally signing and 
dating the ICF?

Was the consent form cosigned and dated by research staff?    

Were any differences in the dates of subject/staff signatures explained?

Was the correct (current) IRB-approved consent version utilized?

Did the subject sign consent the consent form prior to the first study intervention?

Is there a Consent Note that explicitly states that a copy of the consent form was 
provided to the subject?

If the subject is not proficient in English, were appropriate consent procedures 
followed?

Was the consent scanned into EPIC?



Q:  I have reviewed my consent forms and have identified a significant problem.  

What should I do?

A:  Contact Kathy O’Connor for instructions.




