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URGENT FIELD SAFETY NOTICE

Product Name: Analyst® MD Software — Versions 1.6.1 and 1.6.2. Component of AP
3200MD™ LC/MS/MS Systern, 3200MD GTRAP® LC/MB/MS System, Triple Guad™ 4500MD
LC/MB/ME System, and QTRAP® 4500MD LC/MS/MS System

Recall 1D: 32658-0095
Flald Safaty Corractive Actlon: Software Update

Date! 20116/03/04

Dear Valued Customer,

SCIEX wishes to inform you of a voluntary fleld safety corrective action an Analyst® MD
Goftware ~ Versions 1.6.1 and 1.6.2, Component of APl 3200MD™ LC/MS/MS System,
3200MD QTRAP® LC/MS/ME System, Triple Quad™ 4500MD LC/MS/MS Systam, and
ATRAF® 4500MD LC/MS/MS System,

Analyst MD software is 2 component of the above listed mass spectrometers which is used for
the control of the instrument and for quantitative analysis of results. This field action only affects
customer who are uzing the Formula column feature [n the Analvst MD software's
Quantitation module for the quantitative processing and reporting of results, Customers whe
do not uge the Formula column feature In Analyst MO and those who use MultiQuant MD or
GhemoView MDD Software for the processing and reporting of resuits are naot impacted,

Affected Product Information

Software Name and Instrument Part
Version Number Instrument Model Narne Number (REF)
AP 3200MD™ LC/MBIMS System 5024601
Anal t® MD
nalys 3200MD QTRAP® LC/MS/MS System 5024500
Version 1.6.1and 1.6.2
Triple Quad™ 4500MD LC/MSB/MS Systam 5031257
OTRAP® 4500MD LC/IMS/MS Bystem 5031231
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Reasons for the voluntary Field Safety Corrective Action (FSCA)
An issue has been identified with Analyst MD software where under certain conditions a user

can he presented with incorrect quantitative results,

Conditions under which issue ocours:

1. Customer uses the Analyst MD software's Quantitation module for the quantitative
processing and reporting of results,

2, In Analyst MD soitware's Quantitation module, customer uzes the formula column
feature in the results table.

3. If one ar more sample entries are removed from the Results Table, the formula column
in the table does not automatically refresh. This causes the content in the formula cell(s)
to bagome out of syne with all sample entry rows that follsw the deleted sample(s).

4. The Incorrect data is presented in the Rasults table, which can be copled using the Ctrlg
function, exported to a text or pdf file, or printed,

Thig issue has been identified in both Analyst MD 1.6.1 and 1.6.2 software,
Actions to be taken by the sustomer

in grder to eliminate the potential fur erronecus results, implement the following termporary
steps:

1. It using the Formula column feature in the Analyst MD software’s Quantitation module
for the processing and reperting of results, avaid deleting sample enbries in the Results
Tables.

2, If sampile entries must be deleted from the Results Table, save, close, and reopean the
results table prior to reporting values.

If the device has been used for patient diagnosis using the Formula column feature in the
Analyst MD sofiware's Quantitation medule for the processing and reporting of results, the
fallowing additional actions should also be taken:

1. Open the original results table.

2. Compare the values In the Formula column to the original reported results

Please complete and returnh the enclosed Response Form within 10 days 50 we are
assured you have received this important cormmunieation.
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SCIEX is currently notifying customers to immediately implement this fleld correction, which is a
ternporary fix as outlined above,

Additionally, a software update is in development and is expected to be available in
approximately 4 weeks., Upon avalilabllity, SCHEX will send a DVD with instructions on how ta
install the new software update. At that time, the above outlined temporary actions will no
langer be nacessary.

Transmission of this Field Safety Notioe (FSN)

Please communicate/ transfar this FSN to all those within your organization who need to be
aware or any organization where the potentially affected device(s) has been transferred.

Contact reference person
if yolt have any questions ragarding this notice pleass contact SCIEX at +1 289 862 2531,

The undersigned confirms that the appropriate Regulatory Agency has been notified of this
FSCA.

Please confirm receipt of this letter by signing and faxing back the attached Response
Form within 10 days.

We sinceraly apologize for the inconvenience this causes you. SCIEX aims to provide you with
praducts of the highest quality.

Scott Cundy, VP Regulatory Affairs amara th, Diractor Clinical
and Quality Assurance Diagnostics

2016/03/04 2016/08/04

Enclosure: Response Form
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