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	SUBJECT:
	NON-STANDARD BODY FLUIDS CHEMISTRY TESTING   


I. Principle

Non-Standard Body Fluids are defined as any material not explicitly covered in a manufacturer’s instructions for use provided with an FDA approved assay. This document outlines additional studies done by the laboratory in validating these samples and any clinically relevant handling or testing instructions that were found necessary.  

II. Clinical Significance

Non-standard body fluids are important for many diagnoses. Sources include amniotic, cerebrospinal, pleural, peritoneal, pericardial, drain, and synovial fluids. For detailed information on the clinical utility of each fluid, the reader is directed to CLSI document C49-A entitled “Analysis of Body Fluids in Chemistry”.

III. Policy Scope

The scope of this policy applies to all Laboratory staff that prepares or performs testing on laboratory specimens at UnityPoint Methodist.

IV. Specimen    

Analytical validations have been done on the following sample types:
A.
Pleural Fluid

B.
Peritoneal Fluid
C. CSF
V. Procedure
This section outlines special procedures specific for each body fluid and which tests have been validated. Please note, body fluids should be treated as serum/plasma unless specifically stated in this SOP.

	Approved Tests
	Refrigerated Stability (Days)
	Pleural Fluid
	Peritoneal Fluid
	Drain Fluid
	Cyst Fluid
	Pericardial Fluid
	CSF

	Albumin
	3
	X
	X
	
	
	
	

	Amylase
	7
	X
	X
	
	
	
	

	BUN
	7
	X
	X
	
	
	
	

	Chloride
	7
	
	
	
	
	
	X

	Cholesterol
	5
	X
	X
	
	
	
	

	Creatinine
	2
	X
	X
	X
	
	
	

	Glucose
	3
	X
	X
	
	
	
	

	LDH
	         3
	X
	X
	
	
	
	

	
	
	
	
	
	
	
	

	Lipase
	7
	X
	X
	
	
	
	

	Total Protein
	3
	X
	X
	
	
	
	

	Triglycerides
	7
	X
	X
	
	
	
	

	Uric Acid
	3
	X
	X
	
	
	
	

	a. Separated from any cellular material present.
	
	


A. Pleural Fluid (including Pleural, Chest, and Thoracentesis Fluid):

1. Testing of pleural fluid is done without additive. Centrifugation should be performed to remove particulate matter if it was apparent.

2. No clinically significant differences were seen in the analytical performance of pleural fluid when compared to serum/plasma. All pleural fluid samples should use the same analytical specifications as serum/plasma samples of the validated assays. This includes Analytical Measurement Range (AMR), Clinical Reportable Range (CRR), interferences, calibration, controls, automated onboard dilution, and sample stability. Reference Ranges for pleural fluid are not provided with the results. The standard comment attached to each result is outlined below in “Section IV. Reporting Results”. 
B. Peritoneal Fluid (including Ascites, Abdominal, Paracentesis and       Peritoneal Fluid):

1. Testing of peritoneal fluid is done without additive. Centrifugation should be performed to remove particulate matter if it was apparent.

2. No clinically significant differences were seen in the analytical performance of peritoneal fluid when compared to serum/plasma. All peritoneal fluid samples should use the same analytical specifications as serum/plasma samples of the validated assays. This includes AMR, CRR, interferences, calibration, controls, automated onboard dilution, and sample stability.

3. Reference Ranges for peritoneal fluid are not provided with the results. The standard comment attached to each result is outlined below in “Section IV. Reporting Results”. 
C.
Cerebrospinal Fluid


1. Testing of cerebrospinal fluid is done without additive. Centrifugation should be 

performed to remove particulate matter if it was apparent.


2.  No clinically significant differences were seen in the analytical performance of peritoneal fluid when compared to serum/plasma. All peritoneal fluid samples should use the same analytical specifications as serum/plasma samples of the validated 
assays. This includes AMR, CRR, interferences, calibration, controls, automated onboard dilution, and sample stability

     3.
Reference Ranges for CSF fluid are not provided with the results. The standard comment attached to each result is outlined below in “Section IV. Reporting Results”. 
VI.  Reagents / Controls


  No change in reagents/controls. Refer to Vista assay SOP’s.

VII.    Quality Control/Standard
At least once each day of use, analyze two levels of a Quality Control (QC) material with known concentrations. Follow the laboratory internal QC procedures if the results obtained are outside acceptable limits.
CAP Proficiency is performed twice per year (FLD-A & FLD-B). For tests not included in this survey, specimens will be sent to ARUP or another accredited laboratory for comparison.  

VIII. Method Characteristics

For peritoneal and pleural fluid, the method characteristics showed no significant differences to that seen in serum/plasma. For specific details see body fluid validation data.

IX. Reporting Results

The AMR, CRR, and automated onboard dilutions are the same as serum/plasma of the validated assay. Refer to the SOP for the particular assay.

Reference ranges are not provided, but results will be released with the following   comment attached. This is a standard comment   “FDISCL”in the LIS.

A reference interval has not been established for this test on the supplied specimen type. 

    This test was developed using enzymatic methodology developed by Siemens and its performance characteristics determined by UnityPoint Health – Methodist.  It has not been cleared or approved by the FDA.   The laboratory is regulated under CLIA as qualified to perform high-complexity testing.   This test is used for clinical purposes. 
  This comment is automatically attached to the orderable body fluid types.   If a validated body fluid type is ordered as a MISC test, then you need to enter the “canned comment code”, FDISCL  in the Sunquest LIS.  
For clinically unique samples, where the specimens submitted have not had analytical performance characteristics validated by Methodist Laboratory, the following comment will be added. This is a standard comment “  “BFREF”in the LIS.  For non-validated body fluid types , enter the comment code BFREF in Sunquest LIS  in order for the comment to be attached to the patient’s chart.  This comment is not automatically attached.   
A reference interval and other method performance specifications have not been established for this body fluid.  Please integrate test result into the context of the patient’s clinical condition for interpretation.  

MMCI Laboratory is a CAP accredited facility, as of 7/1/11 the responsibility of new and/or substantially revised policies and procedures will be restricted the Laboratory Director whose name appears on the CLIA certificate, whose signature appears below. The biennial review will be completed by the Administrative Director. 
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