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	Purpose

The purpose of this SOP is to describe how the MACROBUTTON NoMacro [site name] CRS handles review, documentation, and counseling regarding laboratory results.

	References

· Manual for Expedited Reporting of Adverse Events to DAIDS

· DAIDS Table for Grading the Severity of Adult and Pediatric Events

· SOP MACROBUTTON NoMacro [0.0], Management and Reporting of AEs/SAEs/EAEs

	Scope

This SOP applies to the following MACROBUTTON NoMacro [site name] CRS staff: MACROBUTTON NoMacro [insert titles of appropriate staff members]

	Allowable Exceptions

This SOP is meant to be followed without deviation. However, it is an allowable exception to follow procedures specified in a protocol or Study Specific Procedure Manual (SSP) that may deviate from this SOP.

	Procedures

A. Management of Lab Results

1. The MACROBUTTON NoMacro [insert title of appropriate staff person] reviews lab results MACROBUTTON NoMacro [insert frequency], initialing and dating the results to indicate review.

2. Abnormal lab results that are clinically insignificant are initialed and dated by the MACROBUTTON NoMacro [insert title]. The clinical insignificance is noted on the lab result or in a progress note.

3. Abnormal lab results that are clinically significant require prompt follow-up by MACROBUTTON NoMacro [insert title of appropriate clinical staff members]. MACROBUTTON NoMacro [insert title of appropriate clinical staff members] consult with the MACROBUTTON NoMacro [insert title of primary clinician at study site] to determine the appropriate course of action.

a. The MACROBUTTON NoMacro [insert title of appropriate clinical staff member] contacts the participant, notifies the participant of the test results and the recommended course of action. The MACROBUTTON NoMacro [insert title of appropriate clinical staff member] attempts to contact the participant MACROBUTTON NoMacro [insert frequency] until contact is made. Attempts to contact the participant are documented in the progress notes.

b. MACROBUTTON NoMacro [insert title of appropriate clinical staff member] notes the clinical significance of the abnormal lab result, the consultation with the MACROBUTTON NoMacro [insert title of primary clinician at study site], the notification and discussion with the participant, and the plan for follow-up in a progress note.

4. The MACROBUTTON NoMacro [insert title of appropriate staff person] uses the DAIDS Table for Grading the Severity of Adult and Pediatric Events and/or the Manual for Expedited Reporting of Adverse Events to DAIDS determine whether or not the abnormal lab result qualifies as an AE/SAE/EAE and takes appropriate action based on the determination (SOP MACROBUTTON NoMacro [0.0], Management and Reporting of AEs/SAEs/EAEs).

5. Lab results are filed in the participant study files.

B. Tracking Lab Results

1. Specimen Collection and Shipping Logs

a. MACROBUTTON NoMacro [insert title of appropriate staff members] tracks lab results by MACROBUTTON NoMacro [insert site’s method for tracking lab results].

b. If the expected lab results are not received within MACROBUTTON NoMacro [insert #] days, the MACROBUTTON NoMacro [insert title of appropriate staff members] contact the lab to verify receipt of the specimen and request the results. The MACROBUTTON NoMacro [insert title of appropriate staff members] document this communication in the participant’s study chart.

	Training

1. Each staff member receives or has direct access to applicable Standard Operating Procedures (SOPs).

2. Each staff member reviews the applicable SOPs MACROBUTTON NoMacro [Insert frequency of review].

3. All SOP training is documented and tracked MACROBUTTON NoMacro [Insert where the documentation is kept].

4. New staff is trained on applicable SOPs within MACROBUTTON NoMacro [Insert #] days of employment.

5. Staff members whose duties fall within this SOP scope are retrained within MACROBUTTON NoMacro [Insert #] days of the approval of each SOP revision.
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