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Diagnostic Laboratory Services Inc. 
99-859 Iwaiwa Street – Aiea, HI  96701 

(808) 589-5100 – www.dlslab.com 

 Dear valued DLS client,      
  
On November 28, 2017, the FDA issued a Safety Communication warning to the public and all healthcare 
providers that “Biotin May Interfere with Lab Tests.” 
 
The concern is that patients who are taking biotin as a dietary/therapeutic supplement could have laboratory 
tests values that would be affected resulting in inaccurate results, particularly with those systems that use 
biotin as part of their methodology.  Review of the current DLS laboratory systems show that some of our 
systems utilize biotin in their detection systems for immunoassay testing.     

DLS has already been in close discussion with this manufacturer who just recently published their own 
technical information sheet based on their review and analysis of the problem as it pertains specifically to 
their system.  That sheet is attached for your reference and information. 

Per our manufacturer, there have been no confirmed cases of biotin interference affecting their laboratory 
tests to this point.  In addition, doses of biotin that are typically used (30 – 40 mcg) should pose no risk of 
interferences in their assays as per their FDA approval studies.  However, according to published data in the 
literature, it is recommended that patients receiving therapy with high dose biotin (> 5 mg/day) should 
discontinue this for at least 8 hours before getting laboratory testing, to ensure that there is no significant risk 
of interference. 

From a clinical perspective, if you are aware that your patient(s) is taking biotin as a dietary/therapeutic 
supplement, whether it is high dose or even lower doses, it would be prudent to inform them to not take biotin 
at least 8 hours prior to having their blood drawn.  If for therapeutic and/or patient safety reasons, the 
discontinuation of biotin is not an option, then scheduling their blood draw to ensure this is done greater than 
8 hours after their last biotin dose would be highly recommended to reduce any risk of potential interferences 
in test results. 
 
As with all laboratory testing, please correlate test results with your clinical findings before making patient 
care decisions.     
 
For additional questions, please contact DLS Client Services, (808) 589-5101 or Dr. Wesley Kim at (808) 589-
5131. 
 
  
Sincerely, 
   
 
Wesley J. Kim MD 
Medical Director 
Diagnostic Laboratory Services 
 



Fact sheet  
for physicians

Biotin supplement 
and influence  
on results of  
immunoassays

ABOUT BIOTIN
Biotin (vitamin B7, vitamin H) is a  
water-soluble vitamin of the B complex 
that is used as supplementation and  
for medical treatment. While no  
recommended daily intake (RDI) for  
biotin supplementation exists, because 
biotin deficiency is extremely rare,  
suggested daily intake for adults in  
the U.S. is 30–100 mcg.1 The effective  
half-life of biotin varies between 8  
and 18 hours.2

BIOTIN USE: THREE PATIENT  
POPULATIONS
Because biotin deficiency is considered 
extremely rare, no RDI exists. Suggested 
biotin intake for adults ranges from 30– 
100 mcg per day.1 When considering 
biotin use as a supplement, keep in mind 
three specific populations:

• Daily multivitamin use

• Medical high-dose biotin therapy

• OTC lifestyle high-dose biotin  
 supplementation

BIOTIN AND LABORATORY  
RESULTS
Streptavidin and biotin naturally form a 
strong, highly specific and stable bond. 
This system has been used for many years 
and allows the development of sensitive, 
specific and accurate immunoassays. 
There are different types of interference 
and sources of error that can affect the 
accuracy of immunoassays.3-5 While the 
intake of high doses of biotin can lead  
to interference with immunoassays, there 
is no risk for such assay interference 
associated with the intake of biotin as  
part of a standard multivitamin.6

Daily multivitamin use:
Many consumers take biotin as an ingredient within a standard daily multivitamin. This dose is typically 30–40 mcg. 

Medical high-dose biotin therapy:
High-dose biotin is used as a therapy for inherited conditions such as biotinidase deficiency7 biotin-thiamin-responsive basal 
ganglia disease8 and holocarboxylase synthetase deficiency.7 High-dose biotin is also currently being used in clinical trial settings 
as a potential treatment for patients with multiple sclerosis.9

OTC lifestyle high-dose biotin supplementation:
Some consumers take high-concentration biotin supplements (5,000–10,000 mcg) currently packaged to promote hair, skin and 
nail beauty. 



BIOTIN INTERFERENCE IN ROCHE 
ELECSYS® IMMUNOASSAYS
To mitigate potential interference, patients 
taking biotin doses >5,000 mcg should 
wait at least 8 hours after the last biotin
administration before a sample is taken  
as stated in all Roche immunoassay  
package inserts.

PATIENT TESTING
In both normal and emergency settings, 
it is important to ask patients the right 
questions ahead of testing. By asking 
patients about their biotin intake levels, 
you can be aware of potential interference 
from the outset and factor this into your 
diagnostic evaluation, alongside other key 
parameters. Diagnosis and a decision of 
treatment should be evaluated with regard 
to the clinical picture.

IDENTIFICATION OF PATIENTS 
UNDER BIOTIN TREATMENT
To ensure testing accuracy, it is import-
ant to ask patients about their use of all 
supplements, including biotin, before any 
laboratory tests are run. Patients may not 
know the exact does of biotin that they 
are taking, but the following flow chart  
will help guide conversations with  
your patient.

In an emergency setting, we recommend proceeding with testing, taking into account the full patient profile and undergoing re-
testing if you suspect interference. The impact of the biotin interference results depends on specific aspects of the assay design.
For further guidance and detail, contact your laboratory.
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