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EVALUATION OF AUTOMATIC CLASS III DESIGNATION FOR  
Elecsys AMH system 

 
DECISION SUMMARY  

 
A. DEN Number: 
 

DEN150057 
  
B. Purpose for Submission: 
 

De Novo request for evaluation of automatic class III designation of the Elecsys AMH 
system  

 
C. Measurand: 
 

AMH (Anti-Müllerian [Mullerian] Hormone)  
 
D. Type of Test: 
 

Electrochemiluminescence immunoassay  
 

E. Applicant: 
 

Roche Diagnostics 
 

F. Proprietary and Established Names: 
 
 Elecsys AMH system including the following: 
 Elecsys AMH assay 

AMH CalSet 
PreciControl AMH 
AMH CalCheck 5  

 
G. Regulatory Information: 
 

1. Regulation Section: 
 

21 CFR 862.1092.  Anti-mullerian hormone test system 
 

2. Classification: 
 
Class II (Special Controls) 
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3. Product Code(s): 
 
PQO 
JIT 
JJX 
 

4. Panel: 
 

91 – Toxicology 
 
H. Indications for use: 

 
1. Indication(s) for use: 

Elecsys AMH system, consisting of the Elecsys AMH assay, AMH CalSet, PreciControl 
AMH, and AMH CalCheck 5, is intended for use in the in vitro quantitative 
determination of anti-Müllerian hormone (AMH) in human serum and lithium heparin 
plasma. The determination of AMH is used for the assessment of ovarian reserve in 
women presenting to fertility clinics.  This system is intended to distinguish between 
women presenting with AFC (antral follicle count) values >15 (high ovarian reserve) and 
women with AFC values ≤15 (normal or diminished ovarian reserve). This system is 
intended to be used for assessing the ovarian reserve in conjunction with other clinical 
and laboratory findings before starting any fertility therapy. The Elecsys AMH system is 
not intended to be used for monitoring of women undergoing controlled ovarian 
stimulation in an Assisted Reproduction Technology program. 

The Elecsys AMH system is intended for use on cobas e 411 analyzer. 

AMH CalSet is used for calibrating the quantitative Elecsys AMH assay. 

PreciControl AMH is used for quality control of the Elecsys AMH assay. 

AMH CalCheck 5 is an assayed control for use in calibration verification and for use in 
the verification of the assay range established for the Elecsys AMH assay. 

 
2. Special conditions for use statement(s): 

For Prescription Use Only  

Samples for AMH levels should be drawn on days 2-4 of the menstrual cycle 
 

The Elecsys AMH assay is intended to be used for assessing the ovarian reserve in 
conjunction with other clinical and laboratory findings before starting any fertility 
therapy (including pre-treatment such GnRH agonist down-regulation therapy) and 
should be used in conjunction with AFC. The Elecsys AMH assay is not intended to be 
used for monitoring of women undergoing controlled ovarian stimulation in an Assisted 
Reproduction Technology program. 
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2) Your 809.10(b) compliant labeling must include a warning statement that the device 

is intended to be used for assessing the ovarian reserve in conjunction with other 
clinical and laboratory findings before starting any fertility therapy, and that the 
device should be used in conjunction with the Antral Follicle Count. 

 




