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Biotin (Vitamin B7): Safety Communication -
May Interfere with Lab Tests

AUDIENCE: Laboratory, Health
Professional, Patient

ISSUE: The FDA is alerting the public,
health care providers, lab personnel, and lab test
developers that biotin can significantly interfere
with certain lab tests and cause incorrect test
results which may go undetected.

Biotin in blood or other samples taken
from patients who are ingesting high levels
of biotin in dietary supplements can cause
clinically significant incorrect lab test results.
The FDA has seen an increase in the number of
reported adverse events, including one death,
related to biotin interference with lab tests.

Biotin in patient samples can cause falsely
high or falsely low results, depending on the test.
Incorrect test results may lead to inappropriate
patient management or misdiagnosis. For
example, a falsely low result for troponin, a
clinically important biomarker to aid in the
diagnosis of heart attacks, may lead to a missed
diagnosis and potentially serious clinical
implications. The FDA has received a report
that one patient taking high levels of biotin
died following falsely low troponin test results
when a troponin test known to have biotin
interference was used.

The FDA is aware of people taking high
levels of biotin that would interfere with lab
tests. Many dietary supplements promoted for
hair, skin, and nail benefits contain biotin levels

o T HET TR A BB S (ARG SR TR -
TEvR RS 5 T R Al e B e 3 i AR IR
REZ R ) PREEEE B - R EAREEEL -/
RO R R B RN EE A R AR ~ BETT
SRRV T - BN DB B IR
Bt - MERGEHE A B IR SE S ha g%

LET“%B)%ET%E%MI\ FeAlghEs (1) (LSRG 4

* (2) PUBEIR ~ (3) ISR S (4) BHAR v 1k
M“ S T VR BE N, -

AN CER AR EESAE R 35X ~
P ~ FAEEFE SRR PRI jZTEI%TaBm’
L LR AR EENLI - B B 455N
N SRR E B A A A EIRT -
WA RF G E 258 - DIiZEYrgin L -

R #op A I 5 0 R e F DU BE I A Y
HEM > AEFEEE I INEEY) - WA
FRTCEELILAIAY RS ~ I G RRERSR S R

=
B2 oo /i

I o BRESREIMPESE L ERESE DL T TI9E | T E L

up to 650 times the recommended daily intake
of biotin. Physicians may also be recommending
high levels of biotin for patients with certain
conditions such as multiple sclerosis (MS).
Biotin levels higher than the recommended daily
allowance may cause interference with lab tests.

Patients and physicians may be unaware
of biotin interference in laboratory assays. Even
physicians who are aware of this interference
are likely unaware as to whether, and how
much biotin, patients are taking. Since patients
are unaware of biotin interference, patients
may not report taking biotin supplements to
their physicians, and may even be unware they
are taking biotin (e.g., when taking products
generally labeled for their benefits to hair and
nails).

The FDA is working with stakeholders
to better understand biotin interference with
laboratory tests, and to develop additional
future recommendations for safe testing in
patients who have taken high levels of biotin
when using laboratory tests that use biotin
technology.

The FDA is monitoring reports of adverse
events associated with biotin interference with
laboratory tests and will update the public if

significant new information becomes available.

Biotin (Y38 ) » NA4HEAEFRB7 » Kk
B B RASE S Ay ~ FERT T TR

FERAE ey ~ BB EREESE ~ K - fEH
ERAIFENEEMEMT - RZWEEIHE

H ATHEEr 55 F biotin BH% » #5HH biotin BiF
TR B SR - DU EEERIRRE -
B4 : biotin T] FIFATH BESE he i 5l o B A B
b (HIE troponin CLIESEH ) ) »

KB FDA B AT AHG S aflge e A n ~ B
BREEAR - AR - DURB ST

MEmARRR AR

BREAEL (o P R IR S 7 A A B PO 5 SR e T
VAR
BN ST B B E R ST PR 2 EE A
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Analgesia, PCA) i F /7 20 nTRE RS 5 = JE\Bg
WA (A - A OF ) H A S AR EEY) ~ MR
~ WPRGERH ZESE ) e I i i T S5 B
TR IIRE ~ i IR BRI UR
(naloxone) ¢ EX TR P FAYERHEVESETRAR 5 B
FABEEF IR MG SERT - TERBAE ~ IREATR A
[RIFYERE B - DATHP RAG SR 1S SRR ATt ik
HIEREREIER -
T s R L A ) FHENER
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RETAFTREIUEIIRE - DIMECR I & (0 ; FEST
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BB B - 8 A IR = B AL biotin BY
BEMET - HR AR biotin ATHE
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REEHUR AR ENZEBEE N EE - f
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LolgR A B R RE (heart attacks) ° 2] FDA
BEEE - R — W AR &R AR
biotin * [K|biotin T-#EtRERBME - Mk IENE
FIJ3E troponin FUARESEEIMSEL -

LB FDAERE @ SFZ BB AL S S
g H a8 & 650 f%:Z biotin + H ¥ TH
5 - KMANEFAEFR - Bath e g it
Her= A7 biotin R FELERFIRERIR A » H1
an « 22 MEEE{EAE (multiple sclerosis) © 2XIMM
Ak =i e H s &2 = BT biotin FTRE®Y
B h B E H < BUE TERERY HIRE -

I A BB Bl AT REANIH 42 1= BLAZ biotin A
Re® TS A B B - RIEE B AN A E =
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NG biotin B IE AR ERNY T8 » AlRE
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7% biotin » EEUREIHEENITE AR -
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A HAHBA RS H S FIRERY - SRR
FDA M HHEAZE & (EFEWT B+ - SEE FDA
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https://www.fda.gov/Safety/MedWatch/
SafetyInformation/SafetyAlertsforHumanMedi
calProducts/ucm586641.htm
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[Posted 11/28/2017]
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Sildenafil Citrate Tablets 100 mg
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- BlEThEER 8 BENERA : KEREBRINAEZEAEZE (Cler >30mUmin) @ EERBEREREANEREE -
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