	Erie VAMC – Pathology & Laboratory Medicine

	Procedure:

POC (Point-of-Care) Urine Drug Screening Proficiency testing
	SOP #:

 AT 11




SOP HISTORICAL RECORD

	DATE
	WRITTEN/REVISED* BY
	SUPERVISOR REVIEW/APPROVAL
	MD

REVIEW/APPROVAL

	5-27-13
	C. Spaniol
	B. Hall 5-28-13
	R. Khera 5-28-13

	2-20-14
	C. Spaniol
	B. Hall 2-20-14
	R. Khera 2-20-14

	11-3-14
	C. Spaniol
	B. Hall 11-3-14
	R. Khera 11-3-16

	
	
	B. Hall 5-15-16
	R. Khera 5-15-16

	1-30-17
	C. Spaniol
	B. Hall 1-30-17
	R. Khera 1-30-17

	
	
	B. Hall 5-4-18
	

	6/21/19
	E. Skelly
	B. HALL 6-21-19
	RK 6-21-19

	1/30/2020
	E. Skelly
	B. Hall 1/31/2020
	RK 1/31/2020

	3/24/21
	E. Skelly
	B. Hall 3/24/21
	RK 3/24/21

	10/5/2022
	E. Skelly
	B. Hall 10/6/22
	RK 10/6/22

	12/30/22
	E. Skelly
	BMH 1/3/23
	RK 1/3/23


	*REVISION DATE
	REVISION DESCRIPTION
	ALL COPIES REVISED?

	2-20-14
	Recommendation added for low volume samples
	yes

	2-20-14
	Updated to specify no oxycodone reporting on proficiency samples
	yes

	11-3-14
	Updated-release only negative oxycodone results, leave positives blank
	yes

	
	and use code 11.
	

	1-30-17
	Updated references
	yes

	6/21/19
	Proficiency Testing can now be submitted online
	yes

	1/30/2020
	Updated manufacturer’s code 
	yes

	3/24/21
	Updated manufacturer’s code
	yes

	10/5/2022
	Updated manufacturer’s code
	yes

	12/30/22
	Added Attachment F “ CAP Website Access
	yes


DOCUMENT CONTROL

	EFFECTIVE DATE:
	5-29-13

	LOCATIONS OF ALL COPIES:
	[MASTER - electronic]

Lab-Dept. Shares
	

	
	Ancillary manual-lab
	

	
	Ancillary manual-Behavioral Health
	

	
	
	

	
	
	

	
	
	

	REMOVED FROM SERVICE:
	


Purpose



This procedure will outline the steps required to handle proficiency 



samples, record results, submit these results to the College of 



American Pathologists, and how to process evaluations once they are 


received. 

Policy 



CAP surveys are sent three times per year to each area performing 


Point of Care Testing. These survey samples are to be tested the same as 

patient samples. Results are to be submitted directly to CAP
online via the CAP website from each testing area. Instruction for CAP 
website access can be found in Attachment F.
           Sample 

CAP Proficiency test Urine Drug Screening (UDS), five 10.0 ml liquid urine specimens. (Attachment B) Store in the refrigerator at 2-8C until testing.  Allow to come to room temperature before testing. Mix gently and thoroughly prior to testing.  Sample analysis and submission of results must be completed within the specified time limit.
              Supplies


Test Kit: T-Dip Multi-Drug Test Panel – storage (4-30 degrees C) until the expiration date on the label.  Do not open the pouch until ready to perform the assay.
         Special Safety Precautions   
1. Personal Protective Equipment (gloves) should be utilized.
2. Disinfect work surfaces after testing.

3. All survey samples should be treated as if potentially infectious and should be handled as if they are capable of transmitting disease.

Procedure
	STEP
	ACTION

	1. 
	Person who receives the survey is to fill out the initial routing slip “survey received for testing” (Attachment B). This is to stay with the samples and paperwork until completion.

	
	Proficiency testing will be performed by individuals that routinely perform testing. The samples will be rotated among the staff as a part of competency assessment.

	2. 
	Thoroughly read the kit instructions before proceeding. (Attachment C)

	3. 
	Test proficiency samples following SOP AT #10 in the same manner as patient testing, including filling out results on the T-Dip Multi-Drug Test Panel log sheet.  Note: Since specimens are less than 20 mls, it is recommended that samples be carefully poured into the bottom cover of the testing device until it reaches about ½ full, and then tested.  That way the liquid will reach the tip of the line or pour into a separate clean cup for testing.

	4. 
	There should be NO communication regarding the results of proficiency testing samples with other laboratories.  The samples should not be sent to another laboratory for analysis before submitting the result to the proficiency testing provider. 

	6.


	When testing is completed, transfer results from the log sheet to the CAP result sheet under the appropriate specimen number. Make sure that the correct method is listed.  (Attachment D) The answer sheet is to be reviewed by a second person comparing the results on the log sheet with those on the final result form. All  testing personnel should sign the attestation form and then give to the department head  to review for legibility and completeness. The department head will sign as the director or designee.  Be sure to designate the correct survey on the line next to the director signature.  

	7.
	The original PT answer sheet, and the attestation form are submitted online via the CAP website (www.cap.org) (Attachement A) to the proficiency testing program provider within the specified time periods.  RESULTS MUST BE RECEIVED BY CAP BEFORE THE DEADLINE. RESULTS CANNOT BE ACCEPTED IF RECEIVED AFTER THE DUE DATE. 
The website confirmation pages will be saved with the copies of submitted results. Print the online screen from the “RESULT FORM DATA ENTRY” where the status shows “Received”.
In addition, the signatures and date submitted will be documented on the routing slip (Survey received for Testing – (Attachment C).  Save all paperwork.

	8.
	Freeze the samples in the lab until the evaluation of the survey are received.  The material may be needed for corrective action if performance was not acceptable.

	9.
	Once the survey results have been evaluated and graded, the Ancillary Testing Coordinator will send signed copies to testing site (signed by Ancillary Testing Coordinator, P&LM Supervisor, and Medical Director). (Attachment E) Results will be reviewed by the persons who performed the testing, and the person in charge. The program director should also sign the result evaluation.

	10.
	Once step 9 is completed, file the result evaluation forms in CAP binder for that year with the results submitted.


Expected Values 



Performance Criteria for a single proficiency testing event are as follows:
1. Satisfactory:

Surveys composed of 5 samples:

· A score of 80% or greater for analyte(s) which is composed of five samples  

· Returning proficiency testing results to the proficiency-testing provider within the timeframe specified by that provider. 

· No omission of results on the proficiency testing form.

· Participation in a proficiency-testing event.

2. Unsatisfactory:

· Failure to attain a score of at least 80% for analyte(s) in all specialties, subspecialties or tests with 5 challenges per survey 

· Failure to return proficiency testing results to the proficiency testing provider within the time frame specified by the provider resulting in a score of zero (0).

· Omission of results or method/instrument codes on the proficiency testing form.

· Failure to participate in the proficiency testing event. 
         Result Interpretation

Any score of less than 100% will be reviewed and remedial action 

documented. The Ancillary Testing Coordinator will review the procedure, 
conduct a comprehensive investigation to determine the problem, evaluate 
patient results at the time of the unsatisfactory PT performance, and take 
appropriate corrective action.  
Unsuccessful Performance as defined by CLIA and Joint Commission:

Unsuccessful performance is defined as a failure to achieve satisfactory performance for two (2) consecutive or two (2) out of three (3) consecutive testing events for any analyte tested. 


 In the event of unsuccessful performance, the Ancillary Testing Coordinator will           follow established laboratory policy and launch further investigation.
          References   
A. The Joint Commission Accreditation Manual for Laboratory & Point-of-Care Testing, current edition. 

B. VHA Handbook 1106.1, Enforcement Requirements, current edition.

C. “How to Meet Most Frequently Cited Laboratory Standards”, JCAHO Resources, 2001. 


           Attachments

A. Entering Results - CAP Website 

B. Routing slip: Survey received for testing
C. Example: CAP kit instructions

D. Example: blank CAP result sheets
E. Example: CAP UDS results

F. CAP Website Access
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