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March 5, 2009
From: 
Erin Brewer, M.D.


Medical Director Office of Public Health

Stephen J. Martin, Ph.D., Director


OPH Laboratories

TO:
Regional Medical Directors


Regional Administrators


Regional Nurse Manager and Consultants


OPH Program Managers
RE: CLIA Mandated Changes to Blood Collection Procedures.
During a routine inspection of the Shreveport Regional Laboratory by our federal CLIA inspectors the OPH Laboratory was informed of some changes that had been made to the package insert for Becton Dickinson (BD) serum separator (SST) vacutainer blood collection tubes.  The serum separator tubes that we most commonly use (10 ml tiger-top SST tube) are now considered an “additive tube”.  This changes several of the rules regarding the use of these tubes for collection of clinical specimens.  These changes need to be made immediately to allow the OPH Laboratory to continue to process specimens.
First, the BD SST vacutainer tubes will need to be completely filled.  This means that during phlebotomy the tube cannot be removed from the tube holder prior to complete filling.  BD tubes are designed by the manufacturer to have enough vacuum to draw the required amount of blood.  If a syringe or butterfly needle is used to collect the blood the vacutainer tube must still be completely filled.  To accommodate patients with poor veins, pediatric patients and other patients from whom it is difficult to draw blood draw clinics may want to consider having alternative sizes of blood collection tube available.  The OPH Laboratory will accept completely filled alternate sizes of vacutainer tubes as long as sufficient serum is collected to complete the testing requested.  

The OPH Laboratory will be required by CLIA to reject any incompletely filled vacutainer tubes that are received.  To accomplish this OPH Laboratory will be required to measure the amount of the blood in the tube and to document the rejection of incompletely filled tubes.  

Second, all BD-SST tubes will need to be spun down in the clinic prior to being shipped to the laboratory.  Any BD SST tubes that have not been spun will have to be rejected.  This is because BD has a clause in their FDA-approved package insert that reads “Gel separation tubes should be spun down no later than 2 hours after collection”.  The OPH Laboratory will be required by CLIA to reject any tubes that we receive that are not spun down.  If the serum does not need to be separated to be frozen for chemistry or enzyme testing you may leave the separated serum in the tube and ship it to the OPH Laboratory.
Third, once removed from the original vacutainer and decanted into a cryovial or freezer tube the specimen must be clearly marked as being either serum or plasma.  Once the specimen reaches the OPH Laboratory we will not be able to tell and CLIA requires that we document this information. This means that unmarked tubes will have to be rejected.   

Fourth and finally, the OPH Laboratory will no longer be able to accept hemolyzed, lipemic or icteric serum for some types of testing.  In the past the OPH Laboratory was able to use specimens that had some degree of hemolysis, lipids or bilirubin.  Now if the serum is visually hemolyzed (slightly pink to red), visually lipemic (slightly cloudy to milky) or visually icteric (slightly fluorescent yellow to brightly fluorescent yellow) we will have to reject the specimen for most testing.  This includes testing for antibodies to syphilis, and clinical chemistry testing.  We need to make the change because the FDA approved package inserts for our testing kits make these limitations and CLIA is requiring that we follow these package inserts to the letter.  We will post this information on the OPH Laboratory website and will also send out subsequent memorandum as tests are added that have this restriction.  
To summarize:

1) Fill vacutainer tubes completely; partially filled tubes will be rejected.

2) Centrifuge (spin) all BD SST tubes prior to shipping them to the laboratory.

3) Mark any specimens that have been poured over into a second container to indicate what type of a specimens they are (serum or plasma).  
4) Re-draw blood specimens from patients whose serum is found to be hemolyzed, lipemic or icteric when the specimen is spun down. This may require having the patient return for blood collection when they are fasting.  

We have had to reject the majority of syphilis and chemistry specimens submitted in the last twenty-fours due to these recent CLIA findings.  We regret having to make these changes so abruptly but we were forced to do so to maintain the laboratory’s accreditation and probably more importantly to allow OPH and DHH to continue billing Medicare and Medicaid for laboratory services. 
Please disseminate this information to all staff in your organization who is involved in blood specimen collection, processing or shipping.          

Thank you for your prompt attention to implementing these changes.
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