Worksheet 2: Scenarios1003
	Scenario A (AFB)

	The AFB Direct Smear Procedure was created, approved and adopted in 2006.  A master file was created which contains the original approved and signed version and the attestation record.  No revisions have been made since its adoption date.

1. What changes, if any, need to be done to the Master File Index?  If needed, update the index to reflect the changes.

2. What changes, if any, need to be done in the Master File?  If needed, update the procedure’s coversheet and list any information to be added or changed in the file.

3. What changes, if any, need to be done with the distribution of this procedure? 

4. What information, if any, needs to be communicated with staff members?  If needed, how will this be communicated and documented?

	Scenario B (Reporting Critical Results)

	Last week patient care was seriously jeopardized when a phoned critical value was transcribed incorrectly by the patient’s nurse.  Upon reviewing the occurrence report and discussing the incident with your QA manager, the corrective action now requires staff members to request the critical value be read-back to them.  Today you have completed the revision to the “Reporting Critical Results Procedure” to reflect this change.  

1. What changes, if any, need to be done to the Master File Index?  If needed, update the index to reflect the changes.

2. What changes, if any, need to be done in the Master File?  If needed, update the procedure’s coversheet and list any information to be added or changed in the file.

3. What changes, if any, need to be done with the distribution of this procedure? 

4. What information, if any, needs to be communicated with staff members?  If needed, how will this be communicated and documented?

	Scenario C (Hemoglobin and Hematocrit)

	Your laboratory has just completed the method validation and training for the new hematology analyzer, the pocH-100i, to replace the HemoCue procedure.  You were assigned to write all the necessary procedures for this new instrument.  

1. Finding no mistakes after proof-reading your written procedure, what are your next steps?

2. The laboratory director approved your procedure this morning, what are your next steps regarding the Master File and Master File Index?  Update the procedure’s coversheet and list any information to be added in the file.  Update the index to reflect the changes.

3. What are your next steps with this new procedure regarding distribution and communicating with staff members?


