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FIELD SAFETY NOTICE
ACTION REQUIRED

Sulfasalazine and sulfapyridine interference in tests based on NAD(H)
and/or NADP(H) reaction principle

May 29, 2019

Dear Valued Customer:

The purpose of this letter is to advise you that Thermo Fisher Scientific Oy, part of Thermo
Fisher Scientific Inc., is conducting a Field Safety Corrective Action for the in vitro
diagnostic products listed below (Table 1.). Our records indicate that you have purchased
units of the affected products.

Table 1. Product information

Product Name Product code Lot No.
ALT/GPT (IFCC) with 981361
Pyridoxal phosphate 981769
LDH (IFCC) 981906
981781

LDH (SCE) 981383

ine Ki 981828 All Lots
Creatine Kinase (IFCC) 981829
o-HBDH 981380
Glucose (Hexokinase) without
sample blank, 981779
(1-reag. method, Konelab 981304
only)

REASON FOR FIELD CORRECTION:

Tests with NAD(H) and / or NADP(H) reaction principle can be affected due to the strong
absorption of sulfasalazine and sulfapyridine at 340 nm.

It has been recently noticed that the above mentioned possible interference applies widely
to reactions utilizing the 340 nm detection wavelength, regardless of the manufacturer.

IMPACT ON PATIENT RESULTS:

Sulfasalazine and sulfapyridine medication may lead to falsely decreased or falsely
elevated results in patient samples. The interference of sulfasalazine and sulfapyridine
have been tested and are presented in Table 2. To avoid interference blood collection must
be performed prior to administration of the drug.
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Table 2. Impact on patient results
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Product

Sulfasalazine

Sulfapyridine

ALT/GPT (IFCC)
981361; 981769

No interference observed up to
7.5 mg/dl (188 umol/l)
sulfasalazine.

> 10 % deviation in serum
concentration higher than 25.3 mg/dl
(1015 pymol/l) sulfapyridine.

981781; 981383:

concentration higher than 6.0
mg/dl (176 pymol/l) sulfasalazine.

LDH (IFCC) No interference observed up to | = 10 % deviation in serum

981906 7.5 mg/dl (188 pmol/l) concentration higher than 20.0 mg/dl
sulfasalazine. (802 umol/l) sulfapyridine.

LDH (SCE) = 10 % deviation in serum = 10 % deviation in serum

concentration higher than 17.2 mg/dl
(690 umol/l) sulfapyridine.

Creatine Kinase (IFCC)
981828; 981829

No interference observed up to
7.5 mg/dl (188 umol/l)
sulfasalazine.

=10 % deviation in serum
concentration higher than 18.0 mg/dl
(722 pymol/l) sulfapyridine.

o-HBDH
981380

= 10 % deviation in serum
concentration higher than 5.6
mg/dl (141 ymol/l) sulfasalazine.

= 10 % deviation in serum
concentration higher than 17.3 mg/dl
(694 umol/l) sulfapyridine.

Glucose (Hexokinase),
without sample blank (1-
reag. method, Konelab

only)

981779; 981304

=10 % deviation in serum
concentration higher than 4.1
mg/dl (103 pmol/l) sulfasalazine.

=10 % deviation in serum
concentration higher than 18.0 mg/dl
(722 umol/l) sulfapyridine.

The interference is only detected at toxic drug concentrations.

CHANGES TO INSTRUCTIONS FOR USE

The following changes will be done to below inserts (Table 3).

Table 3. Insert updates

Product/
Insert/Version

New Information in Insert

ALT/GPT (IFCC)
981361; 981769,;

D01297_11_Insert ALT_GPT

Sulfasalazine and sulfapyridine medication may lead to falsely
decreased results in patient samples.
Blood collection must be done before drug administration.

981781; 981383:
D01596_08_Insert_LDH
(SCE) MU

(IFCC)_MU

LDH (IFCC) Sulfasalazine and sulfapyridine medication may lead to falsely
981906; decreased results in patient samples.

D15600_02_Insert_LDH Blood collection must be done before drug administration.
(IFCC)_MU

LDH (SCE) Sulfasalazine and sulfapyridine medication may lead to falsely

decreased results in patient samples.
Blood collection must be done before drug administration.

Creatine Kinase (IFCC)
981828; 981829;
D06025_05_Insert_CK

Sulfasalazine and sulfapyridine medication may lead to falsely
decreased results in patient samples.
Blood collection must be done before drug administration.

D02009 05 Insert HBDH_MU

(IFCC)_MU
o-HBDH Sulfasalazine and sulfapyridine medication may lead to falsely
981380; decreased results in patient samples.

Blood collection must be done before drug administration.

Konelab only)
981779; 981304,

(HK)_MU_

Glucose (Hexokinase), without
sample blank (1-reag. method,

D00870_13_Insert GLUCOSE

patient samples.

patient samples.

Sulfasalazine medication may lead to falsely decreased results in
Sulfapyridine medication may lead to falsely elevated results in

Blood collection must be done before drug administration.
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ACTIONS TO BE TAKEN BY THE CUSTOMER / USER:

1. Please be aware that the above mentioned (Table 1) Thermo Fisher Scientific
products are affected.

2. This information serves as labeling until the appropriate updated package inserts

are available.

Retain a copy of this letter for your laboratory records.

4. Please contact your local Thermo Fisher Scientific representative for further
information, if needed.

w

ACTIONS TO BE TAKEN BY THE DISTRIBUTOR/SALES OFFICE:

If you are a distributor of the products, please contact your affected customer base, advise
them of the situation, and provide them with a copy of this letter. Also please inform all
future new customers about the situation, and provide them with a copy of this letter until
the new instructions for use are updated to e-labeling. This will be informed via News to
Use. Please, fill out the MEDICAL DEVICE FIELD CORRECTION - Response Form and
return it within 10 days to Thermo Fisher Scientific as instructed in the form. Distributors
outside EU shall act according to local regulatory requirements and if required inform local
regulatory authorities.

TYPE OF ACTIONS BY THE MANUFACTURER:

Thermo Fisher Scientific Oy has informed the appropriate Regulatory Agencies in the
European Union of this field safety corrective action. Distributors outside the EU are asked
to handle necessary announcements to authorities in their countries.

Information about the drug interferences will be added in the section "Limitations of the
procedure — Interference" of all package inserts for the products mentioned in Table 1. This
field safety notice serves as labeling or identification until the appropriate updated package
inserts are available.

We appreciate your immediate attention to this Field Safety Corrective Action. We
apologize for any inconvenience this may have caused and appreciate your understanding
as we take action to ensure customer safety and satisfaction.

If you have any further questions, please contact your local Thermo Fisher Scientific
representative or send an email to system.support.fi@thermofisher.com.

Sincerely,
i/"”/ 7) \ @N-C/
Sﬁja( Halme

Director, Quality Assurance & Regulatory Affairs
Thermo Fisher Scientific Oy

Analyzers & Automation

Clinical Diagnostics
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MEDICAL DEVICE FIELD CORRECTION
Response Form

Sulfasalazine and sulfapyridine interference in tests based on NAD(H)
and/or NADP(H) reaction principle

| have read and understand the attached Field Safety Notice and field action instructions:
(initials)

| understand that this applies to all inventory of the affected in vitro diagnostic medical
device products listed in Table 1. that | have received: (initials)

Do you have any knowledge of adverse medical events associated with the products listed
in this Field Safety Notice?
Yes No

If yes, please explain:

| have identified and notified my customers that were shipped or may have been shipped
products affected by this letter by [specify date and method of notification]:

PLEASE RETURN COMPLETED FORM TO EMAIL:
vigilance.clinical.fi@thermofisher.com

Signature of Receipt by Distributor:

Name/Title:

Date:

Company:

Telephone:

Email Address:
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