
IRB Approved 

Research

Signed 

consent/ assent 

to Research 

Required

Yes No

No 

Documentation 

Required in 

Epic

Examples: 

Chart Review, 

Non-Human 

Subj. 

Research, 

anonymous 

survey

Any Physical 

Contact/

sample 

collection?

Yes. In Epic, 

enroll patient in 

the study

No
Non-

Interventional

Scan Consent 

Into Epic

Examples: 

Observational, 

Surveys, Data 

Registries

Therapeutic Interventional

Route Consent to 

Med Records 

(HIM scan Into 

Epic)

Route Consent to 

Med Records (HIM 

scan Into Epic)

Standard ICF Research 

Note to document consent 

discussion

Entry Criteria 

Research Note

Examples: 

Sample 

Collection, 

other study 

procedures 

without 

therapeutic 

intent

Use of Research Note:

-System requires PI sign off on research notes

-Entry criteria build may take some time – PI partnership 

recommended

- Research note documents PI involvement in study

- Entry criteria note documents eligibility in medical record

- Not all research study documentation resides in the 

medical record

Minimum Required Clinical Research Coordinator Consent 

Documentation in Epic for Children’s Patients
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