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URGENT: MEDICAL DEVICE CORRECTION 

Instructions for Use (IFU) Update 

Date: March 22, 2018 

Product Name UDI Catalog (Ref) Lot/Serial No. Expiration Date 
No. 

Pre-UDI 364300 All lots within All lots within 
BD Vacutainer® 50382903664011 366401* expiry expiry 
EDTA Lavender 50382903664509 366450 
Top Tubes 50382903666435 366643 

50382903678353 367835 

50382903678414 367841 

50382903678445 367844 

50382903678568 367856 

50382903678612 367861 

50382903678629 367862 

50382903678636 367863 

50382903680219 368021 

50382903680479 368047 

50382903680547 368054 

50382903686617 368661 

BD Vacutainer® 
All lots within All lots within 

EDTA Tan Top 50382903678551 367855 
expiry expiry 

Tube 

BD Vacutainer® 50382903678421 367842 All lots within All lots within 
EDTA Pink Top 50382903678995 367899 expiry expiry 
Tubes 50382903680493 368049 

50382903685894 368589 

BD Vacutainer® 50382903666640 366664 All lots within All lots within 
Lithium Heparin 50382903678841 367884 expiry expiry 
Green Top 50382903678865 367886 
Tubes 50382903680400 368040 

50382903666671 366667 

50382903678803 367880 

*Kit (includes catalog number 366450).

For the Attention of: Medical Director, Risk Manager, Medical Device Safety Officer, Lab Manager 
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Reason for this communication: 

BD has recently determined that the curing agent thiuram, used in the processing of rubber stoppers since 
1996, can lead to release of carbon disulfide (CS2) and carbonyl sulfide (COS) gases into the headspace of the 

tubes. These gases can dissolve into the blood sample to chelate lead, and therefore interfere with the accuracy 

of the Anodic Stripping Voltammetry (ASV) testing methodology. Although the thiuram has been used since at 
least 1996, the release of CS2 and COS gases into the headspace and their effect on ASV methodology was only 
recently observed. ASV is the methodology used in Magellan Diagnostics' LeadCare® Testing Systems. 

BD has conducted studies using BD Vacutainer® EDTA tubes to evaluate the potential interference of thiuram 
on lead tests results. BD has also evaluated the impact of thiuram interference on tests for commonly used 

analytes, a variety of molecular structures and classes of analytes, and a variety of test 
instruments/methodologies (please see below for further information on the analytes tested). 

Although BD has no evidence-to suggest that any other BD Vacutainer® tube or blood test is adversely affected 
by the use of the thiuram, out of an abundance of caution, additional evaluations are being conducted on BD's 
blood collection tubes that contain thiuram (including red top tubes (serum tubes), grey top tubes (sodium 
fluoride tubes), black top tubes (seditainer tubes), light blue/black top tubes (CPT tubes), and green/red tubes 
(CPT tubes)). BD is communicating with FDA in our ongoing evaluation. 

Laboratories should follow FDA's May 17, 2017 safety communication1 for testing lead levels, which recommends 
that no venous blood should be tested with Magellan's Lead Care test systems (regardless of the collection tube 

used). 

Background to IFU Update: 

On May 17, 2017, FDA issued a Safety Communication recommending laboratories and health care professionals 
discontinue use of Magellan Diagnostics Inc.'s (Magellan Diagnostics) LeadCare® Testing Systems with venous 
blood samples due to potential for suppression (underestimation) of lead levels in the blood specimen, 
potentially causing inaccurate diagnostic results. 1 Based on BD's extensive investigation, BD has added the 
following precaution for BD Vacutainer® Lavender, Tan, and Pink Top tubes and BD Vacutainer® Lithium Heparin 

Green Top tubes to its !FU. At this time, FDA recommends that no venous blood (regardless of the collection 
tube) should be used with the Magellan LeadCare test systems. 

"Precaution: BO Vacutainer® EDTA tubes (Lavender, Tan, and Pink Top tubes) 
and BO Vacutainer® Lithium Heparin Green Top tubes are not recommended 
for use with Magellan Diagnostics LeadCare® assays, employing the Anodic 
Stripping Voltammetry (ASV) methodology, or any other assay employing ASV 
methodology." 

This precaution applies to BD Vacutainer® Lavender, Tan, and Pink Top EDTA tubes and BD Vacutainer® Lithium 
Heparin Green Top tubes used with assays employing Anodic Stripping Voltammetry (ASV) methodology. The 

precaution does not extend to use of BD Vacutainer® EDTA Lavender, Tan Top, Pink Top tubes or BD 

Vacutainer® Lithium Heparin Green Top tubes with other blood lead level test technologies such as GFAAS and 
ICP-MS. BD has no evidence to suggest the performance of the gold standard ICP methodology for lead testing 
is affected by the choice of venous blood collection tube. 

1 FDA Safety Communication dated May 17, 2017: https://www.fda.�ov/MedicalDevices/Safety/AlertsandNotices/ucmSSB733 btm 

Please Take the Following Actions: 

1. Continue to follow FDA's safety communication1 for testing lead levels, which currently recommends
that no venous blood should be tested with Magellan's LeadCare test systems (regardless of the

collection tube used).
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