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Section 5: 510(k) Summary: 

The following information is provided as required by 21 CFR § 807.87 for Lexington 

International, LLC HairMax LaserComb Lux 9 510(k) premarket notification. In response to the 

Safe Medical Devices Act of 1990, the following is a summary of the safety and effectiveness 

information upon which the substantial equivalence determination is based. 

 

Sponsor: Lexington International, LLC 
  777 Yamato Rd. Suite 105 
  Boca Raton, FL 33431 
  (561) 417-0200 
  research@hairmax.com 
 
Contact: Olsson Frank Weeda 
  C/O Casper E Uldriks Esq. 
  1400 Sixteenth Street, NW 
  Washington DC 20036 
 
Date of Submission: January 21, 2011 

Proprietary Name: HairMax LaserComb Lux 9  

Common Name:  Lamp, non-heating, for promotion of hair growth 

Regulatory Class: II  

Product Codes: OAP 

Predicate Device(s): Lexington International, LLC HairMax LaserComb (K060305 & 

K093499)  

 

Device Description:  

Substantially equivalent to the HairMax LaserComb Premium (K060305, K093499), the 

HairMax LaserComb Lux 9 is a hand-held low-level laser devices that emits laser light with the 

intention to promote hair growth.  The device provides distributed laser light to the scalp while 

the comb teeth simultaneously part the user’s hair to ensure maximum laser light reaches the 

user’s scalp. HairMax Lux 9 replaces the cleared version’s single beam laser and beam splitting 

reflector with a circuit board containing nine laser modules. 
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Intended Use: 

The HairMax LaserComb Lux 9 is indicated to treat androgenetic alopecia and promote hair 

growth in females who have Ludwig (Savin)  Scale I-4, II-1, II-2, or frontal and Fitzpatrick Skin 

Types I to IV.  

 

Technological Characteristics:  

The HairMax LaserComb Lux 9 consists of a hand-held low-level laser device that promotes hair 

growth.  The device provides distributed laser light to the scalp while the device’s comb teeth 

simultaneously part the user’s hair to ensure maximum laser light reaches the user’s scalp.  When 

in use, the device emits a beep and vibration every four seconds to notify the user to move the 

device to a new section of the scalp.  

 

Performance Testing:   

Testing to IEC 60601-1 and 60601-1-2 confirm the device’s adherence to LVD electrical and 

EMC safety requirements. Testing to IEC 60825 confirm the laser classification to be Class 3R, 

same as the predicate devices. 

 

Clinical Testing: 

A randomized, double-blind, controlled, multi-center clinical trial was conducted at 6 sites with 

Institutional Review Board approval and oversight and in accordance with applicable references 

defined by the Food and Drug Cosmetics Act and Title 21, Code of Federal Regulations. The 

clinical trials were listed on www.clinicaltrials.gov, The purpose of the clinical trial was to 

confirm the performance of the HairMax LaserComb Lux 9 to treat androgenetic alopecia and 

promote hair growth in females who have Ludwig (Savin) Scale I-4, II-1, II-2, or frontal and 

Fitzpatrick Skin Types I to IV.    

 

After 16 weeks of treatment, 88% of the subjects using the HairMax LaserComb Lux 9 

experienced increases in hair count. Benefits continued to improve after 26 weeks of treatment, 

95% of the subjects using the HairMax LaserComb Lux 9 experienced significant increases in 

hair count. Most of the subjects reported improvement in their hair condition which included; 

reduction in shedding and improved fullness and thickness of their hair. No subjects experienced 



HairMax LaserComb Lux 9    510k Premarket Application 

 

   
Lexington International, LLC 

any serious adverse event from the treatments. 

 

The study population included females between the ages of 25 and 60 years with a diagnosis of 

androgenetic alopecia who had been experiencing active hair loss within the last 12 months. 

They were also required to have a Ludwig (Savin) classification of I-4, II-1, II-2 or Frontal, and 

have Skin Type I, II, III, or IV on the Fitzpatrick Skin Type Scale.  Skin types were limited to the 

Fitzpatrick Skin types I-IV to facilitate the hair counting process, as it is difficult to count hairs 

on darker skin tones. 

 

Substantial Equivalence:  

The HairMax LaserComb Lux 9 is as safe and effective as the predicate devices. The HairMax 

Lux 9 has the same intended use of promoting hair growth as the predicate devices.  The subject 

device has the same general indications, i.e., treating androgenetic alopecia. The difference being 

that the predicate devices are cleared for use to treat male androgenetic alopecia while the 

subject device is intended to treat female androgenetic alopecia. 

 

Except for modifications to the laser delivery method and increase in laser output, the HairMax 

Lux 9 is identical in technological characteristics as the HMLC as cleared in K060305 and 

K093499, including its red laser wavelength, its comb component, its instructions for use and its 

audible or vibrating timer.  The modification to the HairMax LaserComb Lux 9 does not change 

the intended use of the product nor does it affect the products fundamental scientific technology.  

Therefore this change does not raise new questions of safety or effectiveness. This was also 

demonstrated in a randomized, double-blind, control clinical study evaluating changes in 

terminal hair-count in the evaluation zone, as well as usability studies to validate instructions for 

use, confirm that device modifications do not affect the safe and effective use of the devices 

when compared to the predicates.  

 

For those reasons, HairMax LaserComb Lux 9 satisfies FDA’s substantial equivalence with 

respect to both the intended use and technological characteristics.          




