
Informed Consent Abstraction Tool 

Abstractor Name 

Date of Abstraction 

Unique Measure ID 

Procedure Name 

Description of Procedure 

1) Is language describing "WHAT is the 
procedure" (beyond the medical name) 
provided for the patient? 

Yes No 

1t) If provided, is it typed? 

Yes No N/A 

Instructions 

Examples 

2) Is a description of HOW the procedure 
will be performed provided for the 
patient? 

Yes No 

2t) If provided, is it typed? 

Yes No N/A 

Instructions 

Examples 

Rationale for Procedure 

3) Is the clinical rationale (condition-
specific justification) for WHY the 
procedure will be performed provided? 

Yes, context and condition given and fully meet criteria 

Context and condition given but do not fully meet criteria 

No, rationale not given 

Instructions 

Examples 

Patient-Oriented Benefit(s) 

4) Is any patient-oriented benefit provided 
(intended impact on patient's health, longevity, 
and/or quality of life)? 

Yes No 

Instructions 

Examples 

Probability of Procedure-Specific Risk(s) 

5) Is a QUANTITATIVE probability provided for 
any procedure-specific risk? 

Yes No 

Instructions 

Examples 

6) Is a QUALITATIVE probability provided for any 
procedure-specific risk? 

Yes No 

Instructions 

Examples 

Alternative(s) to the Procedure 

7) Is any alternative provided for the patient? 

Yes No 

Instructions 

Examples 

Timing 
Instructions 

8a) Date shared or patient's/proxy's signature 
If missing, type "1/1/1111." 

8b) Date of procedure
­

If missing from MR, type "9/9/9999."
­

8c) Patient opted-out of receiving 

the consent document at least one
­

day prior to the procedure
­

For Testing ONLY: Abstractor Experience 

Did you experience issues interpreting this 

Study ID as a result of poor legibility?
­

Did you experience issues identifying the principal
­
procedure for which the patient was consenting?
­

Without reviewing the Study ID further, do you
­

have concerns regarding whether this document
­
is for an elective procedure (i.e., suspect that the 

procedure may have been unplanned, emergent)?
­

Save Record Add New Record 




