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6. 510(k) Summary

The following information is provided as required by 21 CFR § 807.87 for Lexington
International, LLC HairMax LaserComb Lux 9 5 10(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 Yamnato Rd. Suite 105
Boca Raton, FL 33431
(561) 417-0200
research @hairmax.com
Establishment Registration Number: 3006182775

Contact: Olsson Frank Weeda
C/O Casper E Uldriks Esq.
1400 Sixteenth Street, NW
Washington DC 20036

Date: August 30, 2011

Proprietary Name: HairMax LaserComb

Common or Usual Name: Lamp, nonheating, for promotion of hair growth.

Product Code: OAP

Classification Name: 21 CFR 890.5500 Infrared lamp

Predicate Device:. HairMax Lux 9 K 10233

Device Description:*

Similar to the HairMax Lux 9 K110233, the modified HairMax Advanced 7 and

Pro 12 consist of a hand-held low level laser device 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 the laser light reaches

the user's scalp.

Intended Use / Indications for Use

The HairMax LaserComb Advanced 7 is indicated to treat Androgenetic Alopecia

and promote hair growth in females who have Ludwig-Savin Scale 1-4, H1-1, 11-2 or

frontal and Fitzpatrick Skin Types I to IV.

Confidential Page 11I



The HairMax LaserComb Pro 12 is indicated to treat Androgenetic Alopecia and promote

hair growth in females with who have Ludwig-Savin Scale 1-4, 11-1, 11-2 or frontal and

Fitzpatrick Skin Types I to IV.

Technological Characteristics

The modifications to the HairMax.Lux 9 since its previous clearance in K 110233

do not alter the safety or efficacy of the device. The predicate device contains 9 laser

modules. The modified devices use the exact same laser modules and hair parting teeth

mechanism. The difference in the predicate versus modified device is the quantity of the

laser modules. The Advanced 7 contains 7 laser modules and the Pro 12 contains 12 laser

modules. Adjustments in treatment time compensate for the different number of laser

modules.

Nonclinical Testing

Based on the Risk Analysis, the verification and validation tests that were

performed and the acceptance criteria applied for each are listed in Section 10. The

HairMax Advanced 7 and Pro 12 were subject to the same preclinical requirements as

the predicate device. Performance testing was conducted to confirm compliance to design

specifications; all functions were verified to operate as designed.

Substantial Equivalence

The Advanced 7 and Pro 12 are as safe and effective as the predicate device,

HairMax Lux 9. The subject devices have the same intended use of affecting hair growth

as the predicate device. The subject devices have the same indications, i.e., treating

androgenetic alopecia, and the same specific~ indication of promoting hair growth in

females, who have Ludwig-Savin Scale 1-4, 11-1, 11-2 or frontal and Fitzpatrick Skin

Types I to IV, as the predicate device.

The Advanced 7 and Pro 12 are identical in technological characteristics as the

device cleared in K1 10233, including its laser power, wavelength, laser delivery method,

its comb component, its instructions for use and its audible timer. The changes in the

number of laser modules does not change the safety or effectiveness.
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Conclusion:

The Advanced 7 and Pro 12 have the following similarities to the HairMax Lux 9:

* has the same indicated use,

* same identical laser modules

* same hair parting teeth

" uses the same operating principle

* incorporates the same basic device design and physical properties

" incorporates the same materials

Therefore the modification to the Lux 9 can be found substantially equivalent to the

HairMax LaserComb cleared in K 10233.
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, DEPARTMENT OF HEALTH & HUMAN SERVICES Puli -I leaih '. Zvice

Lexington Inter national, I IC
%/ Gisson Frank Weeda
Casper 17 Wliiks, -scq.
1400 16" Street Northwe1l\Vst. Suite 400 I
Washington, District of Calumbia 20036

Re: K! 112524
Tr-ade/Device Name: H a i r~ax Advanced 7, 1-Ini rM ax rio fessi anal 1 2
Regulation Numliber: 21 CFR 890.5500
Regoulation iName: In flared lamrp
ReguLlatorY Class: 11
Product Code: QAI)
Dated]: September 1 6, 2011
Received: September 19, 2011

Dear NMr. Wldriks:

We have reviewed you)Lr Sectiaon 5 10(k) precmarket notification of intent to market the device
referenced abovye and have determi ned the device is substantially equivalent (for the indications
for Use stated in the enclosure) to leg-allI) marketed predicate devices marketed in interstate
camimeice prior to Ni av 28, I 976, thre enactment date of the Medical Device Amendments, or to
devices that have been reclassified inl accordance with the provisions of the Federal Food, Drtrg,
and Cosmetic Act (Act) that do not reciuire approval of a premarket approval application (P1MA).
You may, therefore, market the device, subj cot to the general controls provisions of the Act. Thie
general contraoIs provisions of the Act include reqlui rements for annual registration, listing of'
devices, good marnuflicturing 1 practice, labeling. and prohibitions against misbranding and
adulteration. Please note: CDRI-1 does not evaluate inf'ormation related to contract liability
warranties. \We remind you, however, that device labelii Must be truthful and not misleading.

If your device is classi fled (see above) into either class 11 (Special Controls) or class Ill (P1MA), it
may be subject to additional controls. E.xisting maj or regulations affecting vorr r eViC~e canl be
found iii the Code of Federal Regu1.lations. TlitlIc 21I, Parts 800 to 898. In add it ion, FDA may
pub Iish further annat1Cinenrts Concern inrg y'our device in the Fedleral Reg ister.I

P lease be advised that FDA's issl-uan)cC of a su bstanti al CCI Livale we determination does not mecan
that FDA has made a determination that yo\1ur device comlplies With other' IrecltiremnentS of the Act
or arty Federal statutes and rca1Llation1S administered by other Federal agencies. You muLst
camnp! wvith all the Act's requilrments. ilc I tding, but nlot lim ited to: registrat ion anl listing (21I
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fIR IPart 807); labeling (21 C.FR Part 801); medical device reportina'u (reporting ofimedical
dcvi ce-reclated adv~eise events) (2 1 C F 1803): good mann actuLri ng practice req Llirements as set
forth nl tile cliV i vs%:stemls (QS) regulationl (21 CER Part 82(0): and if applicable, the electronic
product radiation contrl provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

lIf on dsire spcific adtvice for VO)W device Onl our labeling regulation (21I C f I Part 801). please
go to hp:/w lauo/botF /C trs ce/DRIICR-ffcsrm115 809.html For
the Center for Decvices and Radiological I-I aith's (CDRI-I's) Offlice of Compliance. Also, please
note [lie reCglationl entildl "Niisbrandi ng by reference to preriarket notification" (21 CE-R Part
807.97). For1 qIUestions regarding the reporting of adverse Cects tinder the MIDR reCgulation (21
CFR Part 803), please go to

hap://xv, Ia.uovN' cd ca Dvi esSa et/Reort~rbleindc aut. unfor the CD R F-'s Office
of Surveillance and Biomietrics/[Division of' Lostinarkct SUirveillanCe.

You may obtain Other general iniform1ationl onl v1oar res s i hiIi ties underI the Act f'rom the
Division of Small V/flnLifactUr-ers, itenational and Consumer Assistance at its toll-free number
(800) 638-204 1 or (301) 796-7 100 or at its In1ternet address

Siincerely oLUrs

pI(V

M/ark N. M~elkerson
Director
Divisionl Of SurIgical, Orthopedic
and Restorative Devices

Office of Device Evaluiation
Center for Devices and

Radiological HeIalth

Ernclostire



5. Indications for Use

5 10(k) Number (if known): - Y-ua

Device Name:* HairMax Advanced 7, HairMax Professional 12

Indications for Use:

The HairMax LaserComb Advanced 7 is indicated to treat androgenetic alopecia
and promote hair growth in females who have Ludwig (Savin) Scale 1-4, 11-i1, 11-
2, or frontal and Fitzpatrick Skin Types I to IV.

The HairMax LaserComb Professional 12 is indicated to treat androgenetic
alopecia and promote hair growth in females who have Ludwig (Savin) Scale 1-4,
11-1, 11-2, or frontal and Fitzpatrick Skin Types I to IV.

Prescription Use AND/OR_ Over-The-Counter Use __X_
(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(MDivision Sgn-F=
Division of Surgical, Orthopedic,
and Restorative Devices

510(k)Numher-__K'- -
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