	Erie VAMC – Pathology & Laboratory Medicine

	Procedure:

POC (Point-of-Care) Proficiency Testing-Glucometer, Pregnancy, and Covid-19 Testing
	SOP #:

 AT 9B
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	*REVISION DATE
	REVISION DESCRIPTION
	ALL COPIES REVISED?

	6-25-18
	Simplified process for result received
	Yes

	1-17-2020
	Add testing for Erie clinic
	Yes

	9-28-21 
	Removed faxing to CAP option. Added instruction for entering on CAP e-solutions website (Attachment F).
	Yes

	10/4/21
	Added CAP proficiency testing for covid-19 antigen testing
	Yes

	2/1/22
	Changed CAP covid-19 antigen code to BinaxNOW, Update to print result sheets from CAP for surveys
	Yes

	12/30/22
	Added instructions for accessing CAP website
	Yes

	
	
	


DOCUMENT CONTROL

	EFFECTIVE DATE:
	9-5-17 replaces AT4B and 9

	LOCATIONS OF ALL COPIES:
	[MASTER - electronic]

Lab-Dept. Shares
	

	
	Ancillary manual-lab
	

	
	Ancillary manuals-CBOC
	

	
	
	

	
	
	

	
	
	

	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 several times per year to each performing Point of Care Testing location. These survey samples are to be tested in the same manner as patient samples. Once new survey is received, designated staff with CAP website access will print the result forms and place with survey. Results are to be submitted directly to CAP by website from each testing location. Refer to Attachment J for instructions on gaining access to CAP website for submitting survey results.
           Sample 


 
CAP Proficiency test HCC2 includes 4 shipments per year.
Urine HCG-two 10.0 mL urine specimens -two shipments per year, A and C.  A and C shipments also include two whole blood specimens for hemoglobin and hematocrit and testing for urinalysis which is not performed. 
Whole blood glucose-three 2.5 mL whole blood specimens -two shipments per year B and D (CBOC only).

Follow kit instructions for storage, stability and testing. (Attachment C &D)


One operator should not test all specimens. Sample analysis and 



submission of results must be completed within the specified time limit.


CAP Proficiency test COVAG includes 2 shipments per year.


Covid-19 antigen 3 samples per shipment. 
Follow kit instructions for storage, stability and testing. (See attachment G)
              Supplies




Sure Vue Serum/Urine hCG-STAT kit: (Fisher 23900530)  
ACCU-CHEK Inform II meters 

Accu-Chek Inform II test strips (cat. no. 05942861001)



Accu-Chek Inform II controls (cat. no. 05213509001)


Abbott BinaxNOW COVID-19 Ag Card
          Special Safety Precautions   

Specimens and controls should be considered potentially hazardous and 
handled as an infectious agent.  
 
Personal Protective Equipment (gloves) and face shield should be utilized.

Disinfect work surfaces after testing.
Initial Procedure
	       STEP
	ACTION

	1. 
	Person who receives the survey is to fill out the initial routing slip “survey received for testing” (Attachment A). This is to stay with the samples and paperwork at your testing location. The individuals in each CBOC with CAP website access will print the result sheets and place with survey instructions (Attachment I).

	
	The Ancillary Testing Coordinator will assign survey samples to operators on a rotational basis via email. Assigned operators are to complete testing ASAP.

	2. 
	Thoroughly read the kit instructions before proceeding.

	3. 
	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. 


	4. 
	Follow appropriate testing procedure depending on survey received.


Procedure- PREGNANCY Testing
	STEP
	ACTION

	        1.
	Thoroughly read the kit instructions before proceeding. Store specimens at 2-8C. Allow to come to room temperature before mixing, then mix well. Complete testing within 8 hrs.


	        2.
	Test pregnancy proficiency samples following SOP AT 8 in the same manner as patient testing, including filling out the Sure-Vue hCG log sheet.  


	3.
	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. 


	4.
	When testing is completed, fill out the result sheet under the appropriate specimen number. Make sure that the correct method is listed (2052) The original testing personnel should sign the attestation form and then give to the charge nurse to review for legibility and completeness. The charge nurse will sign as the “director or designee”.  Be sure to fill out the survey line next to the director signature.  There will be many answer sheets that are left blank because testing is not performed.  These must be submitted to CAP anyway.


	5. 
	The results will be submitted online via the CAP website (www.cap.org). (Attachment F) Only staff that have set up an online account will have access to submit results. The results entered into the computer will be printed and reviewed by a second person comparing the Sure-Vue hCG log sheet. Once reviewed, the results can be submitted to CAP by clicking on “APPROVE & SUBMIT TO CAP”.RESULTS MUST BE RECEIVED BY CAP BEFORE THE DEADLINE.  The “result form data entry” page with status “received” will be printed and saved with the copies of submitted results.  In addition, the signatures and date submitted will be documented on the routing slip (Survey received for Testing – Attachment A).  Save all paperwork (result sheets, mailing, directions, and file in your CAP binder for the current year. All paperwork associated with the proficiency testing is to be saved for 5 years in a designated binder at the testing area. 

	6. 
	Refrigerate the samples until the evaluation of the survey are received.  The material may be needed for corrective action if performance was not acceptable.


Procedure- GLUCOMETER Testing (CBOC ONLY)
	1. 
	Upon receipt, store specimens upright at 15-30C until testing can be performed. Specimens must be at room temperature prior to analysis.



	        2..
	To record a proficiency test in the Accu-Chek Inform System:

Press the power ON button.Scan or enter your operator ID, then press the forward arrow button



	       3.
	See Attachment B Tip Sheet

	4.
	Press the forward arrow button to display the Main Menu 2 screen.  Select Proficiency. DO NOT TEST AS PATIENT.

	5.
	Enter the sample ID manually and press the forward arrow.

	6.
	Scan the strip lot barcode

	7.
	Note CAP detailed testing instructions and Biohazard warnings included with samples. Proper Mixing of samples is important as directed:

– hold vial horizontally between the palms of the hands and roll the vial back and forth 20-30 seconds.  Continue to mix by inverting the specimens until the red cells are completely re-suspended.  Then gently invert 8-10 times immediately before

sampling.  No dried material should be present on the tip of the vial.  Wipe the tip as necessary.



	8.
	Perform the proficiency test.


	9.
	Each operator is responsible for recording their results on the test result form and signing the last page.



	10.
	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.


	11.
	Before entering: Make sure that the correct method is listed (3431).  Also make sure the circle next to “101 mg/dL” is filled in. The charge nurse will sign as the “director or designee” after reviewing the form.  Be sure to fill out the survey line next to the director signature.


	12.
	The results can be submitted online via the CAP website (www.cap.org) (Attachment F) by any staff with access to the proficiency testing program provider within the specified time periods.  RESULTS MUST BE RECEIVED BY CAP BEFORE THE DEADLINE.  The “result form data entry” with status “received” will be printed and saved with the copies of submitted results.  In addition, the signatures and date submitted will be documented on the routing slip (Survey received for Testing – Attachment A).  Save all paperwork (result sheets, mailing, directions, and file in your CAP binder for the current year. All paperwork associated with the proficiency testing is to be saved for 5 years in a designated binder at the testing area.



Procedure- Covid-19 Antigen Testing
	STEP
	ACTION

	        1.
	Thoroughly read the kit instructions before proceeding. Upon receipt, store specimens unopened at 2-8C until testing can be performed. Once open, start testing immediately. If specimens are warm to touch when they arrive, call the Customer Contact Center for a replacement.



	        2.
	Following CAP instructions for Abbott BinaxNOW testing by 1st inserting a swab from the Abbott BinaxNOW into the proficiency sample provided by CAP for 15 seconds until thoroughly saturated. Then test covid-19 antigen proficiency samples following SOP AT14 in the same manner as patient testing, including filling out the BinaxNOW Covid-19 Ag Card Result log sheet.  


	3.
	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. 


	4.
	When testing is completed, fill out the result sheet under the appropriate specimen number. Make sure that the correct method is listed (1872) Both the original testing personnel and the second reviewer should sign the attestation form and then give to the charge nurse to review for legibility and completeness. The charge nurse will sign as the “director or designee”.  Be sure to fill out the survey line next to the director signature.


	1. 
	The results can be submitted online via the CAP website (www.cap.org) (Attachment F) by any staff with access to the proficiency testing program provider within the specified time periods. The results entered into the computer will be printed and reviewed by a second person comparing the BinaxNOW Covid-19 Ag Card Result log sheet. Once reviewed, the results can be submitted to CAP by clicking on “APPROVE & SUBMIT TO CAP”.RESULTS MUST BE RECEIVED BY CAP BEFORE THE DEADLINE.  The “result form data entry” page with status “received” will be printed and saved with the copies of submitted results.  In addition, the signatures and date submitted will be documented on the routing slip (Survey received for Testing – Attachment A).  Save all paperwork (result sheets, mailing, directions, and file in your CAP binder for the current year. All paperwork associated with the proficiency testing is to be saved for 5 years in a designated binder at the testing area. 

	2. 
	Refrigerate the samples until the evaluation of the survey are received.  The material may be needed for corrective action if performance was not acceptable.


Procedure – AFTER results are faxed to CAP and due date has passed
	STEP
	ACTION

	1. 
	After results are submitted to CAP, fax the Attestation Form located with the original result worksheets to the Ancillary Testing Coordinator at 814-860-2082.

The attestation sheet should be signed by:

· Charge Nurse – in Director or Designee signature line

· All testing personnel
· 



Procedure - Results Returned from CAP
	STEP
	ACTION

	1.
	Once the survey results have been evaluated and graded, the Ancillary Testing Coordinator will send signed copies to each testing site (signed by Ancillary Testing Coordinator, P&LM Supervisor, and Medical Director).  Results will be reviewed by the person who performed the testing, and the charge nurse.  The charge nurse should also sign the result evaluation.


	2. 
	Once step 1 is completed, file result evaluation forms in CAP binder for that year with the results submitted. 

	3. 
	The CAP binder should have the following for each survey submitted:

· Survey received for testing (Attachment A)

· All survey paperwork received with specimens:

· Answer sheets

· 

· Kit instructions, shipping information, 

· Signed result evaluation form sent from Ancillary testing coordinator (charge nurse needs to sign also) & participant summary booklet received in mail

	4. 
	The ATC will notify the supervisors of the results.


Expected Values 



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

· A score of 80% or greater for analyte(s) which is composed of five samples, a score of greater than 50% for any analyte in an event less than 5 challenges.
· 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 any analyte(s) in an event which is composed of 5 challenges, 50% or less for any analyte composed of less than 5 challenges.  

· 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. Routing slip: Survey received for testing 
B. Tip sheet
C. Example: CAP kit instructions HCC2-A urine for HCG/ answer sheet
D. Example: CAP kit instructions HCC2-B blood for glucose/ answer sheet

E. Example: Results
F. Entering Results – CAP WEBSITE
G. Example: CAP kit instructions COVAG SARS-CoV-2 Antigen/ answer sheet
H. Entering Results – CAP Website (DENTAL CLINIC ONLY)
I. Printing CAP Result Forms
J. CAP Website Access
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