
 

 
 
 
May 10, 2009 
 
Methodology Change Notice: Introducing a new, more sensitive, Follicle 
Stimulating Hormone (FSH) Assay – Esoterix FSH assay will now be 
performed utilizing sensitive Electrochemiluminescent (ECL) Technology  
 
Test Titles: Follicle Stimulating Hormone (FSH) 
 
Esoterix Test Code: 500192 
 
CPT Code:  83001 (No Change) 
 
Effective Date: May 4, 2009    
 
Explanation of change:  The methodology change for Follicle Stimulating 
Hormone to Electrochemiluminescent (ECL) Technology provides greater 
sensitivity.   
 
Serum FSH is an important test for children and patients with gonadal issues, 
especially related to developmental and pubertal issues including precocious and 
delayed puberty.  Levels in children are often below the lower limit of detection of 
automated assays.   
  
FSH by ECL technology offers enhanced sensitivity, using less serum compared 
to the predicate method, ICMA.  The ECL method has a lower limit of quantitation 
(LLOQ) of 0.017 mIU/mL, compared with the predicate assay method LLOQ of 
0.080 mIU/mL.  The reference ranges were verified and correlated with the 
previous ICMA methodology, and have remained the same with the ECL method.   
 
Please refer to the attached chart for preferred sample requirements for the new 
methodology.  For additional information, please call us at (800) 444-9111.  We 
value you as a customer, and thank you for choosing Esoterix. 
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Description Predicate Method New Method 

Assay Method Follicle Stimulating Hormone (FSH) 
ICMA 

Follicle Stimulating Hormone (FSH) 
ECL 

LLOQ 
(sensitivity) 

0.080 mIU/mL 0.017 mIU/mL 

Assay Set 
frequency 

Monday through Saturday Monday through Saturday 

Preferred 
Sample 
Requirement 

1.0 mL serum (red top or SST/tiger 
top), Frozen 

1.0 mL serum (red top or SST/tiger 
top), Frozen 

Pediatric 
Minimum 
Sample 
Requirement 

0.5 mL (note: minimum volume does 
not permit repeat analysis)) 

0.2 mL (note: minimum volume does 
not permit repeat analysis) 

Reference 
Range 
FSH (mIU/mL) 

Infants (4 weeks – 11 months):  
Male:       0.16 – 4.1 

Levels are for infants from 4 weeks of age to one year.  FSH in males 
declines to prepubertal levels by the end of the first year. 

Female:   0.24 – 14.2 
Levels are for infants from 4 weeks of age to one year.  FSH declines more 
slowly than in males to reach prepubertal levels by the end of the second 
year. 

 
Prepubertal Children:  MALE                    FEMALE 
12 months – 8 years:      0.26 – 3.0              1.0 – 4.2 
 
Pubertal Ages: 
 

MALE FEMALE Tanner 
Stage AGE (years) FSH (mIU/mL) AGE (years) FSH (mIU/mL) 

1 <9.8 0.26 – 3.0 
(Mean = 0.98) <9.2 1.0 – 4.2 

(Mean = 2.1) 

2 9.8 – 14.5 1.8 – 3.2 
(Mean = 2.5) 9.2 – 13.7 1.0 – 10.8 

(Mean = 4.0) 

3 10.7 – 15.4 1.2 – 5.8 
(Mean = 2.9) 10.0 – 14.4 1.5 – 12.8 

(Mean = 5.1) 

4 11.8 – 16.2 2.0 – 9.2 
(Mean = 4.4) 10.7 – 15.6 1.5 – 11.7 

(Mean = 6.4) 

5 12.8 – 17.3 2.6 – 11.0 
(Mean = 6.1) 11.8 – 18.6 1.0 – 9.2 

(Mean = 4.9) 
 
 
Adults:       MALE 20 – 50 yrs  FEMALE 18 – 34 yrs  
                  2.0 – 9.2 mIU/mL     Follicular & Luteal: 1.8 – 11.2 mIU/mL 
        Mid-Cycle:  6 – 35 mIU/mL 
        Post Menopausal: 30 – 120 mIU/mL 
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