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510(k) Summary FEB 3.3 2010

(as required per 21CFR; §807.92)

MEP-80 Hair Growth Stimulation System

I, Applicant ... - Midwest RF LLC
1050 Walnut Ridge Drive
Hartland, WI 53029 USA

Phone: (262) 867-8254
Fax: (262) 867-8554

IL. Contact Name.......... Helmut Keidl, President
helmut@midwestcomposite.com

I11. Device Name

Proprietary Name............ccccovmvrccenreerennnene MEP-90 Hair Growth Stimulation System
Common/Usual Name(s) ........ccoeererrvernnnen, Light Therapy Hair System
Classification Name ..............cccoevvrvvrmriennnee. Infrared Lamp per 21CFR 890.5500
Product Code(s) ......coevmemrreeeeeeissinenenens OAP; NHN
IV. Predicate Devices
510(k) Nomt Devi Manufact
K060305 Hairmax Lasercomb Lexington International LI.C
K032816 Quantum Light Therapy System Stargate International

Revised page 11 of 102 Pages - MEP-90 510(k) K091496 Application Dated May 15, 2008
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V1. Indications For Use

The MEP-90 is a non-heating lamp as described under the provisions of 21 CFR §890.5500
and is indicated for; '

Medically prescribed use for the treatment of androgenic alopecia in females;

The treatment of androgenic alopecia in females by promoting hair
growth of females with androgenetic alopecia who have Ludwig and
Savin Hair Loss Scale classifications of I to IT and who have been de-
termined to have a Fitzpatrick Skin Typing of 1 to TV.

VIL. Technological Characteristics

The MEP-90 is a stationary low-level laser device that promotes hair growth and provides
treatment for androgenic (androgenetic) alopecia in females. The device provides automated and
timed equal distribution of laser light to 100% of the scalp.

The MEP-90 operation is controlled by an operating system that affords the user maximum
flexibility for individual treatments. The device applies a measured very high tolerance (<+.76%)
wavelength () to the scalp stimulating hair growth by the proven concept of biostimulation.

VII. Performance Data And Clinical Efficacy

A multi-phased experimental study was performed with Institutional Review Board (IRB) pre-
approval and oversight, in accordance with all applicable references of the Food and Drug Cosmetic
Act and Title 21; Code of Federal Regulations.

Aundrogenic alopecia in women is a chronic medical condition requiring diagnosis, treatment,
and monitoring by a licensed medical physician. The condition in women demonstrates both physical
and emotional symptoms, which requires addressing by a licensed medical professional.

For the MEP-90 efficacy determination, each subject received a total of 36 each, 20-minute
treatments with ;he MEP-90, over a period of 18 weeks. Results were reviewed at the 10-Week (20
treatment) and 18-Week (36 treatment) levels.

After 20 treatments (10-Weeks), 92% of the subjects-demonstrated an increased hair count of
210% with 57% demonstrating an increase of 230%. 98% of the subjects indicated a medically sig-
nificant stabilization of their rate of hair loss.

After the 36th treatment, 97% of the subject population demonstrated an increased hair count

of 220%. A total of 89% of all subjects demonstrated an increased hair count of 230%, with 57%
demonstrating an increased hair count of >50%.

Revised page 12 of 102 Pages - MEP-30 510(k) K031496 Application Dated May 15, 2009
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87% of the subjects indicated the treatments have helped their condition, with 60% reporting
their loss rate has further slowed down from the 10-week period, and 65% reported their visible area
of the alopecia (bald spot) had gotten smaller.

100% of the linear trend plotting for all subjects of their Initial, 10-Week, and [ 8-Week hair
counts demonstrated a historical rate of increased hair growth.

No.subject experienced any adverse event and/or effect from the treatments.

VI. Substantial Equivalency

The MEP-90Q is substantially equivalent to other pulsed therapeutic light therapy systems cur-
rently in commercial distribution. The MEP-90 has the same intended use to the predicate device
approved for commercial distribution under 510(k) number K060305 and tectinological and safety
characteristics to the predicate device approved for commercial distribution under 510(k) number
K032816.

It exceeds the clinically accepted therapeutic results standards of FDA 510(k) K060305 previ-
ously approved light therapy system into a system which provides a more controlled application and
larger treatment coverage-area at no increased risk to the patient.

The technological equivalence to the predicate devices is substantiated by the wavelength and
power output generated by the MEP-90. The MEP-90 provides expanded treatment benefits and
regimens for clinical presentations already approved by the Food and Drug Administration for the
predicate device.

The MEP-90 is as safe and effective as a combination of the predicate devices listed and
numerous others. It has the same intended use of affecting hair growth as the hair growth predicate
device (K060305). In addition, the MEP-90 has the same general indications, i.¢., treating androgenic
alopecia, and the same specific indication of promoting hair growth as the predicate device.

The MEP-90 also has many of the same or similar technological characteristics as'a combina-
tion of its predicate devices. These include multiple lasers and visible laser wavelength.

_ The technological differences between the MEP-90 and its predicate devices, specifically the
use of red laser to treat androgenic alopecia in females, does not raise new questions of safety or ef-

fectiveness for several reasons:

First, the safety and effcctiveness_proﬁle of the type, wavelength, and power output of this type
of laser is well established and previously cleared by the FDA.

Second, FDA’s clearance of the predicate device with a much wider wavelength tolerances
then the MEP-90’s, confirms the favorable risk benefit ratio of visible lasers.

Revised page 13 of 102 Pages - MEP-90 5§10{k) K091496 Application Dated May 185, 2008
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Third, the clinical data acquired confirms both the safety and effectiveness of the MEP-90 for
prescription use in promoting hair growth in the intended patient population, despite the difference in
technological characteristics between the MEP-90 and K060305. The data demonstrates clear statisti-
cal significance of the treatment results obtained and provide mathematical certainty that the results
attained did not.occur by chance.

These facts exceed FDA's substantial equivalence requirements with respect to the intended
use, clinical efficacy, and technological characteristics of the MEP-90.

While there are some technological differences between the MEP-90 and its predicate devices,
Midwest conducted an Institutional Review Board approved and monitored clinical study, with the
MEP-90, to show that the device functions as intended for its proposed indication for use without any
serious side effects or risks.

The clinical and effectiveness data demonstrates that the MEP-90 is effective in promoting hair
growth, does not present any safety issues, is classified by the FDA as a non-significant risk (NSR)
device, therefore the FDA should approve the medical device by approval of the 510(k).

Revised page 14 of 102 Pages - MEP-90 510(k) K09149€ Application Dated May 15, 2009
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Food and Drug Administration

10803 New Hampshire Avenue
Documehnt Control Room W-066-0609
Silver Spring, MD 20993-0002

FER 9 3 2010

Midwest RF, LLC

% Mr. Helmut Keidl
President

1050 Walnut Ridge Drive
Hartland, Wisconsin 53029

Re: K091496
Trade/Device Name: MEP-90 Hair Growth Stimulation System
Regulation Number: 21 CFR 890.5500
Regulation Name: Infrared lamp
Regulatory Class: Class II
Product Code; OAP
Dated: January 15, 2010
Received: January 20, 2010

Dear Mr. Keidl:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above.and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application
(PMA). You may, therefore, market the device, subject to the general controls provisions of the
Act. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see abave) into either-class IT (Special Controls) or class IIT (PMA), it
may be subject to additional-controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Fedeéral Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. - You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
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CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part-820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http.//www.fda gov/AboutFDA/CentersOffices/ CDORH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulatlon (21
CFR Part 803), please go to

http://www.fda gov/MedicalDevices/Safety/ReportaProblem/default.him for the CDRH’s Ofﬁce
of Surveillance and Biometrics/Division of Postmarket Surveﬂ]a.nce

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYouw/Industry/default.htm. m M

Sincerely yours, ~

b (710 D

Mark N. Melkerson p

Director

Division of Surgical, Orthopedic
And Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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INDICATIONS FOR USE

510(k) Number: K091496

Device Name: MEP-90 Hair Growth Stimulation System

Indications For Use: The MEP-90 is a non-heating lamp as described under the provisions
of 21 CFR §890.5500.and is indicated for:

The treatment of androgenic alopecia in females by promoting hair
growth of females with androgenetic alopecia who have Ludwig
-and Savin Hair Loss Scale classifications of I to IT and who have
been determined to have a Fitzpatrick Skin Typing of I to IV.

Prescription Use: v AND/OR  Over The Counter Use:
(Part 21 CFR 801 Subpart D)

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

Concurrence of CDRH, Office of 'Device Evaluation {(ODE)

Y

(Division Sign-Off) .
Division of _Surgical, Orthiredic,
and Restorative Devices

510(k) Number O .
Revised page 10 of 102 Pages - MEP-30 510{k) K091496 App[ication Dated May 15, 2009
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Food and Drug Administration
Center For Devices and Radiolo
Document Mail Center (HEZ-40
9200 Corporate Boulevard

Rockville, MD 20850
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ATTN: LTIG Atg Chowdhury

Subjeet: Initial Response to Your 9/10/09 Letter Referencing SHKK) Submission K091946

Dear LTIG Chowdhury:

I am i receipt of vour email and attachment titled "K091496 - AL S1 (1).doc” of September
10" My staff and [ reviewed it along with all the correspondence between Midwest and the FDA to
date. Please consider this correspondence as a partial response to your requests, with the full
résponse to be submitted after our conference call.

We are convinced there exists significant misinterpretations between the FDA and Midwest
over the contents and context of all the correspondence to date, I believe this was generated by our
interpretation 1 follow FDA guidelines of the Least Burdensome Appr ﬁ‘dLE publication regarding
the submission of excessive documentation that "would delay review of 310(k)s without contributing
to the SE determination.” [ believe therein lies the basis for the misinterpretations

W E*;u:,aw iht, FDA demh states ' ( inical data are not iaiftiﬁluf for most : 51 i\}» we fully

Fefcutic R

mzu% mmi iu 1c,pum 1on, and its tii‘i}ﬁ:ﬂuidkd condition. Based on some ¢of your comments in vour
September 10" letier, it would scem we are not far very apart on agreeing (o that description,

Regardless. the standards 1 insisted my staff meet were that of evidenced based medicine
(EBM). Ourinitial research found absolutely nothing that could come close to meeting the criterion
for what 1s called "evidenced based medicine” (EBM}. As vou are aware, EBM far excceds the
standards necessary for meeting substantial equivalence (SE).

EBM aims to apply the best available evidence gained from the scientific method to medical
decision making. It sceks to assess the quality of evidence of the risks and benefits of treatments
(including lack of treatment).

EBM recognizes that many aspects of medical care depend on individual factors such as
guality- and value-of-life judgments. w hid} are only ;'mrmﬁh subject 1o scientific methods, EBM
however, seeks to clartfy those parts of medieal practice that are in principle subject to scientific
methods and to apply these methods to ensure the best prediction of outcomes in medical treatment,
even as debate continues about which outcomes are desirable.
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I never mtended for vou to interpret our response 10 be a tormal challenge of the legitimacy
for a "double-blind, sham-control. and randomized clinical study” (placebo study). Based on the
content of your Seprember 10" Tetter, T can see where you did, and for that | sincerely apologize.

My intent was 1o put forth the rationale of a placebo study would not provide the necessary
information for legitimate FDA approval. meeting EBM critenion, and would be extremely
burdensome to Ehx., subjects, if not totally impossible to legitimately execute. Even it we somehow
had successtully executed a placebo study, all we would have is data comparing the MEP-90's
performance to “chance.”

Before I would ever commit Midwest RE, orany other of the Midwest Group companies o
any endeavor; it has to be based on far more than "chance.” 1 wanted to know Lmd]}. what we
would be getting into: therefore I sought out an Institutional Review Board (IRB) for guidance and
oversight.

Toachieve this end. T knew our efforts had 1o be didactic in nature, That is we also needed 1o
determine what was required to support this product bevond just the design compliance to the safety
and performance standards of 21CFR Part 1010 and SE,

Your statement on page 8 evidences this:

Further, ali subjects realed o this el were done so under the aegis of a singie
clinicat investigator. 1Uis possible that this clinician s substantially more familiar with
e gevice han olhenclincians would be o lhe device were clegred foruse s
possible that the use of the device by such other clinicians may lead 1o variations 0
safety and / or effectiveness, perhaps only in a leaming curve of the firgt few
subjects, perhaps of longer durgtion. By conducting the fnal gt only one site, with
one clinical investigator, these possibiliies cannot be ade ely gy

e My staff has engineering, design, product management, and FDA regulatory
compliance experience in pulsc-oximetry, patient monitoring, computerized
tomography, magnetic resonance imaging, x-ray {m;mhh to catherization), nuclear
medicine, diagnostic ultrasound, radiation therapy. radiation therapy simulation, and
medical lasers.

e Dr. Koher, and the research stafl bad never seen or used the MEP-9Us prior to the
Study.

e Dr. Kober, and the research staff were all trained on the operation of the MEP-90
betore using it on any subject.

e The MEP-90 is in full compliance with 21CFR Part 1010 with regards to performance
and safety requirements for the lasers employed.

However, the Study confirmed to us the following few, of many. ifems pertaining 1o vour
comment that go bevond compliance. For example:
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The MEP-90 systems will have to be installed by a certified installer
Formal user operation training will be required (either on-site or at factory)

Due to the high potential for misdiagnosis of androgenic (androgenetic) alopecia in
women, the MEP-90 is labeled as a device that can only be used under the direction
of a licensed physician. This is why we specifically noted the MEP-90 was a
"Prescription Use" only device.

We will have to make our disclaimers and guidelines stronger about only using it for
the specified "Indications For Use." Almost all states allow the practice of
"evidence-based individual decision” (EBID) medicine. As you know this is
medicine as practiced by the individual health care provider. We believe this is what
you currently have in the laser hair-growth marketplace. Some believe it works and
some don't. However, few if any can back up their decisions on why they use it or
not.

Androgenic (androgenetic) alopecia in women is a genetic disorder. CDRH
regulates "radiation emitting devices" like those Class Illa (Class I1Ir) lasers in the
MEP-90 which generate an energy related reaction on tissue and cells within the
human body, which is undoubtedly why they are regulated by CDRH. This makes
all these devices actual medical devices and not cosmetic improvement devices.

My staff and I look forward to the opportunity to discuss any items you would prefer in the
conference call you scheduled for Thursday September 17" at 3:00PM Eastern. I assume we dial the
number you provided at 3:00 Eastern promptly, then when prompted dial in the password. If that is
not correct, please advise.

I also would like to know if there are specific items (agenda) that you wish to discuss so that
we are properly prepared and whether you want us and/or you to record it. On page 1, | referred to
' "misinterpretations” and avoiding inundating FDA with "excessive documentation.” On the
following page, | am providing you with a documentation log of our efforts to date. These 3,342
files consisting of 7.025 pages represent at least 10GB of pertinent 510(k) data. Whereas we firmly
believe the FDA has a right to review any or all of it, I hope you now understand why we only
submitted a Study summary in our original 510(k).
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We are committed to be totally open and cooperative with the FDA. Should you have any
clarification needs, please feel free to contact me at anytime.

Respectfully yours,

Midwest RF LL.C

i

Helmut Keidl
President

cc: Les Weinstein; CDRH Ombudsman
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Midwest RF, LLEC « 056 Walnut Ridge Drive » Harltland, Wi 83028
{262} 387.-B254 « fax {2B6Z] 367-8544

September 14, 2009

CDRH Ombudsman

Office of the Center Director (HFZ-3)
Center tor Devices and Radiological Health
LS. Food and Drug Admimistration

9200 Corporate Boulevard

Rockwville, MD 20850

ATTN: Mr, Les Weinstemn
Subject: FYI Coneerning Dispute Regarding S10{k) Application K091496
Dr. Mr, Wemnstein:
As Mr, Maber indicated vou said would happen, T received aresponse trom LTIG
Chowdhury on September 10", He sent it in email format, and [ am enclosing a copy of my

acknowledgment letter dated oday,

Fam sending it via email to Insure vour receiving it in a timely matter, but will also forward it
in hard copy form,

Thank vou for vour tollow-up,
Respectiully vours,

Midwest RF LLO

HJA

Helmut Beidd
Presidernt

Adtnchmen
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1 The MEPS svmems vl low v by pstallod by s cortiliod insmller

¥ Foymal ysed operstion widning will be requised ol o sl oF 8t Teitony)

3% Do w the Tigh pevoid Bor misdispoosis of androsepic tavirogenetio slopedie s

wognen, the MEP- v nbebid g s dovius et e ondy b wsed under de Jdiroction
a toensed phiveloian. This 18 why we speciivelly noted the MEP- 30w s
“Predctipion Vise” only device,
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Respectfully yours,

Midwest RF LLC

Helmut Keidl
President

126
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Food and Drug Administration DA CoRH DMC
Center For Devices and Radiological Health

Document Mail Center (HFZ-401) OCT -5 72009
9200 Corporate Boulevard

Rockville, MD 20850 Recetved

ATTN: LTIG Atig Chowdhury F,L(
Subject: Response to Your 9/10/09 Letter Referencing 510(k) Submission K091946

Responses To Our Teleconference Of September 17, 2009
Dear LTIG Chowdhury:

I am in receipt of your email and attachment titled “K091496 - AT_S1 (1).doc” of September
10th. T also wanted to express my appreciation for the teleconferencing session, with FDA Staff, on
September 17, 2009,

My staff and I reviewed the two items above, along with all the correspondence between
Midwest and the FDA to date. Please consider this correspondence as the response to your requests.
Furthermore, to avoid any confusion, | have incorporated the contents of my six page email response
dated September 14, 2009 into this document.

My staff and | interpreted our teleconference discussions to indicate no unresolvable issues
and/or disagreements concerning the MEP-90 remain on our part. We did interpret your letter and
the discussions to indicate your request(s) for several specific and additional documents pertaining to
the Study, and certain responses to the issues we discussed.

Since your requests for additional data includes several significantly sized documents, |
have prepared a “Table of Contents” for your ease of reference and use, which is located on Page 2.
Please review and let me know immediately if we have misinterpreted and/or missed anything.

Respectfully yours,

Midwest RF LLC

Helmut Ke{dl
President

cc: Les Weinstein; CDRH Ombudsman
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Point-By-Point Response To Your Letter of
September 10, 2009

Page 2: 92 Issue;

A Please provide a revised Device Domparison Tabie which containg s side-by-side comparison of
the subject device to the predicates in the sreas of Indications of Uss iwhmh iz reflective of the
frdications for Use Statement), Wavelength Range, Ensrgy-Range, Lo ), Fulse Dudibion (sl
and Pulse Rate (Mz), Bledlization, and Materials,  Also, please include a response where the
areas of comparison may not Bpply directly fo the subject device {Le. For Pulse Duvation and
Pilge Rate slate Continuous Wave or OW, for sterilization state non-gleriis),

Hesponse: Please refer o our revised Device Comparison Table

&6 continued thru Pasge 3; 91 Issue:

Comment 10 There was no concurrent controbor sham am in this tral o addition, the investigative
stafl and patients were aware of the treatmend being performad. A8 @ resull, s not possible to
account for a possible blas In assessments, nue Tor the possibility that some portion of the observed
inprovement in hair count or lessening of rate of hair loss over tme s due to natural causes
ufrelated to treatment.

Response(s): As Istated in my attachment of September 14", T never intended for you to interpret our
response to-bea formal challenge of the legitimacy for a "double-blind, sham-control, and randomized
clinteal study” {placebo study). Based on the content of your September 107 letter, 1 can see where
vordidiand for dt Dapsimapalopize,

MyintentUwis to pot Tordh the vanonale of aplavebe study would ot provide the necessary
wformation for legiimate FDA approval, mecting EBM criterion. and would be extremely E'}urdeﬂw i
to the subjects, if not torally impossible 1o legitimately execute. Even if we somehow had successf ully
exéeuted a placeho study. all we would have is: dita comparing the: MEP-90's performarnce to "chance.”

Before I wourd ever commit Midwest RE, or any other of the Midwest Group companies to any
t:zldr_m ap, it has 1o be hased on farmbre than "chance.” Dwanted o koow éxactly what we would be
getling intey therefore | soueht onn an fosttutiomd Review Board (R Tor gu iidance and oversight,

Torachiove this end, [ koew ourelfors had w be didacte monatre, Thatiswe alsa needed o
determinge what was requared w support this product bevond just the design complianee o the safely
and performance standards of 2TCFR Part 1010 and SE

Except for age and pregrancy, the medical history, the Ludwig Scale. and the Savin Seale
established the "control group” by ebminatng all variables (hiasy, which condd have contnbuted 1o
errors m assessement whether that would be i the dingnosis or the observed resalis,

There is no natural phenomenon, or other natural causets), which impacts hair growth on this
disease as classified by the World Health Oy 1:& rization {WHOY of which the United States 15 a
member nation, Inadditien, androgenic {andragenetic) alopecia in women s a chronic genetic
disorder. CDRH regulates "radiation emitting devices” like those Class Hla{(Class 11 lasers in the
MEP-S0 which generate anenirey related re saction on tissue and cells within the human body. which

&

is undoubtediy why they are regulated by CDRH. This m:ﬂ.kcx all these devices scrual medical




S100k KDB1048 Besponse

!ﬁjd}!ﬁéﬁf F j‘ September 30, 2008
: Page d

gvices and nob cosmetic tmprovement devices. This is also confirmed dn the fesponseto "Page &
1 Respomse.

Unlike the Study concerning KOs0303, we aldmimstered all treatments o the subjects versus
gssuming thatthe subjects rigidly adbered to the usase called for in the enclosed documentation;
which is a possible bias based on improper usage of KUB0305 All subjects formally acknawledped
their prohibition of usape of any chemicaly snd/or other reatmenis during thecourse of the Study,

B

Comment & {8V A large proportion of subjects séreaned ware nof acceptesd {82 socepisd out i 157
sorsenedl, i s unclear why the remaining 78 subjects 8% of the total screened) were not earolied,
{bl In addition, of the B2 meeting eligibility criteria and sccepted, only 83 were assessed at the 10
week followsup, and only 60 at the 18 week assessment. The remaining 18 subjects were nol realed
as missing sublects, but simply excluded from the analysis. {0 It is possible that some of the
participants who discontinued tregtment via drop out or missed appoinbnents did so due toa lack of
effectivensss. [ o which gase the effectiveness estimates provided by the sponsor could be
dramatically overestimated.

{a] A large proportion of sublects soresned were not accepted (82 accepled out of 187 screenpd). L is
unclearwhy the remaining 7H subjecls [48% of the Wolal screened] were not enroiled.

Response(sy: Origloally i was planned that we would commence the actual study upon obiaining
S0CxS ) gualifisd subjectss Due o advertsing restrichions, the acquisition of qualified subjects was
mivch slower than snticipated.

The IRB approved a targeted Study population of 80, with the restriction of no less than 50 for
each phase. The Birstuxdiv idual sereened was on June 27, 2008

Whereas iwas assurved the Tirst reatment date would betn early July 2008, the first tremtment
was notadmipstered unil Avgast 12 2008 Dueto THB restictions in advertisi N, OUE g:ch:tinhlt ron of
any and all compensation being given (o the subjects (a definite biasy, and timing some already
approved subjects dropped out before the Study (first treatments) began.

Since your letters, another and more comprehensive audit was conducted of all “Screening
Files. ™ Severs in’.imrqmnum werg Tound, however none of those discrepancies involved the obla ined
Study data published. As stated, the sereenmg process could not and did not begin antl after receiptof
the Study's Certificate of Approval by the TH B (June 2008),

The results of the more detailed and comprehensive audit were as follows:

(b))

it
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As previously stated, the files were mited moaccess and deletion required a speaific password,
Tortrack advertsing resulis, @ new Tilewas generated i g response {phoue call) was recoved. H they
were determined 1o be ungualitted during the phone mH, these becpme “hereening” Records Mot

lged (Blanks)

Hothe potental mi et made an appointment, buf did not show up for screening, they were
classified as "«r reening” Records Generated For Appointments But Did Not Show.

In aceordance with HIPAA names werg not recorded anless candidate showed ap for
soresning

171 potential subjects had Screening forms generated. 82 of the potential subjects were
exciuded based on the following:

N it BT vt L o R O e S SRR D D 171
Frcluded For Infommerd Comsnt T8l08 e e e e et 5
Pixcluded h} Alediral HIslomy I88UE8 L i e e e e
Exolu duiE For Ludwig andior Savie Scales 188088 i dnnd i,
¢l
ol

Fxghd im Stia satrick Skin'T EITE ISSUEE i eiiiicon s nn e i
bx Eﬁjfi i For Phy »,u:zii Examination ssues. . e et et e
Total Suhjects Who Met Criterion For ‘amiix 89

Each of the subjects "excluded” were sent.a tetter indicating they did not meetthe Sudy
grtenion. There wore no letters sent neither regarding 2 ;mml? e p regnancy nor relerning them to their
personal physician based on findings i the p physical examination as ealled for in the protocol if
warranted.

Sereened Excluded Exvioded Excluded Excioded Exciudad

Last Bu Forinlormed  For Medical For For By Physical

{0 Hame Excluded Gonsent Hiztory Ludwin/Bavin  Filgpatrick - Examunation
(b)(6)

i %

1 4

3 1

1 1

k k|

E 3

4 1

1 1

4 4

. 1

4 1

4 1

1

1 1
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Horeaned Excluded Excluded Excluded Excluded Excluded

Last But Forinformed  For Medical For For By Physical

it Hame Excluded Cotgent History Ludwig/Savin  Fitzpatrick  Examination
(b)(6)

1 1

1 1

1 1

1 1

1 1

1 4

1 1

1 i

1 1

1 1

4 1

1 1

1 1

i 1

1 1

1 1

1 1

1 i

1 1

i 1

1 1

1 1

1 1

1 1

1 1

1 1




Last
Hame

10k KOB1548 Responss
Boptember 30, 3008

Fage iz
Screened  Excluded Excluded Excluded Excluded Excluded
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Excluded Congsernt History Ludwig/Savin Fipattick . Examination
1 4
1 1
1 1
1 1
1 1
1 1
4 1
1 1
4 1
4 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
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Scresned Excluded Excluded Excluded Exrluded Excluded
Last But Forinformed  For Medical Far For By Physical

o8 Nams Excluded Consent Higtory Ludwig/Savin  Fiizpatrick  Examination
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Screenad Excluded Excluded Excluded Excluded
Last But Far Informed -~ For Medical For For By Physical

e Mame Excluded History Ludwig/Savin  Fibbpairick  Examination
(b)(6) 1 1

1 1

1 1

1 1

1 i

1 1

1

1 1

84 57 14 2 4

The 8% remaining subjects werd geénprated either in the June thin September 2008 solicistion or the

November 2008 thra January 2009 soliotation, Due wohe lag tise i the st soliciiation, g signilicant
number of subjects faled 1o Tollow trough and show upfor the commencement of thetr treatments,

Totl Subjects Who Met Oriterion For Study s s Ho
Suhieets Who Chansed Therr Minds andior Did Not Star Treatments e
Subjects Who Actually Started Phase 1 of Treatmenlsa v momemossmonommissens T

thl by addition, of the 82 megting eligibility crliteria and accepled, only 63 were sssessed st the
$0-week follow-up, and only 60 at the 18-week assessment. The remaining 18 subjects were
not treated as missing subjecls, but simply exchided from the analysis.

Hesponse: As previously stated, 70 subjects commenced treatment with 63 completing Phase 110
Weeks),

Subieris Who Stuted Phase Dol Treatments (10 WeekS) oo i

(b))

i1

Subjects Who Completed Phase T of Treatments (10 Weeks)

A
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Phase 1 Results:

M Mair
Initiad 10 Week Gainlos:e Crowil Growth
Lt Hairtount MairCount Gaunlos: Poicent o100, 20,

4 &
103 138 35 345 ¥ s
52 148 a7 TETY W v
B4 100 36 58% ¥ &
11 33 22 200% ¥ W
g2 138 44 4E% v ¥
55 74 18 35% ¥ W
57 98 34 88% w y
22 28 7 32%, Ty W
65 51 s
82 131 48 50% 4 ¥
05 121 18 15% o
1 7 45 112% ¥ W
5Y 107 48 i w ¥
840 114 34 43% W ¥
az 1 8 119% W
65 a2 27 4294 ¥ ¥
102 171 19 19%, &
47 54 12 28% ¥ 4
77 122 45 58% W s
77 g8 21 2% ¥ v
81 131 50 B2 " w
108 135 26 24 % g B
77 112 35 45%, ¥ ¥
85 132 47 55% w W
£1 118 a5 4A5G o v
a5 134 39 £40% ¥ w
65 a1 18 255 W "
78 50 14 TRY ¥
95 99 4 4%
95 165 i0 T4% o W
52 Te 20 38% s ¥
103 161 58 EEY & W
83 110 47 T5% ¥ ¥
87 B4 17 25% Ty oy
g Tt o 0% (%4
80 113 23 T & o
81 a8 18 st W ¥
14 114 o 0%
85 a0 5 5%
38 86 27 85% s e
101 103 2 2%
ag 151 &2 53% o W
e BY 24 37% ¥ v
et 100 a 2T ¥ ¥
127 147 25 7% g ¥
44 58 14 32% v ¥
75 g 44 5955 ¥ B
10oe 128 28 28% ¥ ¥
84 &7 13 158% w
g8 128 28 25% ¥ ¥
8z 147 B5 TG Ty W
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Halr B
initial 10 Wenk Gainllo.: Crovth Crowth
Halrtount HaitCount Gainlloes Peieent 201 2207,

v

¥
&8 133 45 W W
52 a2 20 W W

134 161 7 W
85 14 19 e v
55 75 24 & W
102 132 30 W W
& 137 7t W W
a3 130 7 ¥ W
82 170 88 # v
58 50

2% 79%

The Swdys eriterion calied for uninernipred weatments which are nodifforenthan certain
antibiotics andfor sther medical treatments that mandste Ul adherence fo dosape regarding gmonns
and over a designated period of tme,

{o} it is possible thatl some of the participants who discontinued treatment via drop out or
migsed appointments did so due (o a leck of effectiveness, (d) in which case the sffectiveness
estimates provided by the sponsor could be dramatically overestimated.

Response: As wias previousiy stated, 63 subjects commenced Phase 2 (18 Weaks) of the Study, with
60 of theny completing Phase 2 (18 Weeks)

Subtects Whi Started Phase 2ol Treiments v rsenssnrs v 63
ey
Subjects Who Completed Phase 2 of Treatments 118 Weeklis) 60

The etheacy data for the 3100k submission was based on the subjoots adberence (o'the
protocel mandates. Thers was ob oversslination a8 gt the end of 1 D-weeks, the dropped subjecis had
attained:

. (b))

Wi
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Initial Gainl Hair Mo Hi HLC HO Hair
Haw BWesk Gan Locs Courd Ceamt 20 10 001G 1o 4 To Lount

No. [ Count Halr Count  Loss % 220, =20 an. a0, 500 2540,

%

&4

11 22 1
G2 1389 47
55 117 62
57 91 a4
ey 25 ¥
5 a8 3
B2 174 £
o5 141 i
41 102 51
&0 131 7
80 197 7
82 i1 2

77 48
BB 71
81 63
i a1
6i 46
6 <44
4k 51
52 25

R R A A A e Y T

e 48
63 32
g7 26
g2 13
B g2 12
81 128 48
114 184 40

(el
RN

LT LAY AR




&

ek
ur
oh
L]

i

2510

s
&
&
&
o
5
B
&
ik
£
@
&
- 8
@
o

.

-
B B
3 q -
TR HO

i
-

y

.

&
L
i
i
=1
@
Af
i
W
i
2]
g
ead
e
w
m
=]
bl
Lo ]

a0,

.

.
o
e

1o 010 40, Ta Drowt
a0

-

1R BE
ik
Ok HE

(b))

.
-
.

.
-

a0

.

.
Halr Cotint Feng

2
-
Bak Copvn Trang

-
-
-

-
-

L
=
-
2
= . 5 ; i

-

o

-

-
i

¥ 98 8B % B3R~

We o ome o

TG
1%
fEoE
B
Hi
£
i
i

.
.

-
-

220°%

-

Stovwth Crowth 200

-

-
-
-

2
4
-

S

i

.

Lo o
%

o

.
s

-

<
B L
TR N

Phase 2 Historical Linear Trends

-
.

-

o

18Week Lo

-
-
-

. % B I T ” s

- & - % 2 . T

- 3 a9 @ L

o 4 = o 2
] — M

-
-
-
-

-

5

.
-
B
=

i
al

5/

Hair
Mo, 1D Count Hair Count Loss

-

-

=

&

1y

retiai ML

i

2333%3

D
D
2
G
B

#




mrdwes!

BE00k) KDB1 948 Respanse
September 30, 2008
Page 30

gy Tyt Trand

&

brebthal B TR H TEWH D

(b))

i Tenint Visgrnl

Al

Irdgiad BE 1k HE THWE HG

(b))

s Sompndd Traipd

ot b D

LER WD

(b))

Hair Qoung Yeand

L

Frpbthad HE T HG

LI HG

(b)(6)

Hal Court Trared

45

Ei ] 3

Soal WG VIR ML TBWH WU

(b)(6)

i
k.

Hatir Lot Trangd

k]

Jriftiay M W, R

WK HE

ke Coud Trapid

e
158 o
te6
AR Rk
TEG
186

fovitial MO TWWROHD THWH HE

(b))

#gir Loudd Trand

o
o

L3

Initlsl HG T B

VEWK HE

(b))




.1
o
@
£
w
8

-

3

1

@
o
!
b
i
%
o
&
5
E
i
&
o
&
i

3
TEWICHE
LR MO

&
il
e
-
Sk
i
i
s 4
s
-
L)
=
e
o
L4
b
Sl
<1
w
W

it
PR HE
EL
TEWE, ML

z = s s 4 55 | e

= 4 % . . # = & ...z

2 Z . . = —_
] = = 2 @)
i o) oF —_ £3 "

i ~ = O 9 1 ~—
. = ~ 5 e

E & e

& ] .. W 4 ... ]

&
&
48
#

&

i
Lt

&

o
e
S0
a8
E

&
A5

ki
e
50

&
Al
]

&

-

.
-

-
-
-

¥

-

-
.

-

e
AR HE
i
EWK ML
E

TEWH B
5
FEWH HD

i
HEE BE
T

Vravid

(b)(6)

b)(6

| IR I

(b))

-5
T HE

(b)®)

Madr Sonne Teanad
&

Hiale Gount Frend
Hadr Lpdend Trand

Hady

faw._:. R - [ o e - 9
L . ® . % = %

i

&

{2313*0{.‘3

g
G
kS
B
L
%
&
sa
b
i
o
B
4
W
B
e
%
ey
k-
L
k-
b2}
&
&
5
0
&
2

5 P
L 54 .




Page 22

o
-

2%

-

WK B
e
WK HE

Septowber 30, 2008

¥
¥
TEAK WG

HWH M

540{k; MO91846 Heaponss

b k-
& i = o =
25 # k- s £ i ’
& s ped it il B & iF
& s et 2 o 3 k.4 k4
& . - e e e b ¥
z . - = O o T Te)
# = - b 4
= e e - 43
4 a o) i —_ B —_
% A =
i 4 = o) & O
4 = ¥ =
i i i

i
f
=
A
=
&
S
12
168
0
&
A
3
5
#
B
e
=
5
E
&
B

B0

i
. i 1
3 i :
w i £
. B =l 1 2 =
T i .
: H
i : 1
: : :
: H i
: |
£ i 5
4 % i %Lk 3
% e k4 & & i =
Z i i u b b i = ¢ 2
P z . Ea 2 = % 2 1 - =
£ . = |© E £ | Z NS ¥ = 3~
: 2 I~ = e = & =
i o) 3 © % — 51 =
B ~— b ~— e fe] B o)
i 2 = 2 =2
E - %

B
1A
1
Ll
£
il
Al
Fe
e
<
4
L
e
£
i
£
£
iy

o e hed A SN I 1 ] A3 £% A Ex & ok
5 ¥ 2 g & ° Foduy 8= dpPisggwaEEa

Fed E(}{gz.




Page 23

& z B

September 30, 2008

£
SEWRORG
IR

100k KD91948 Response

2 0]

% i
- % \ﬂh = s
i 2 - e 9
5 b Z e = & .=
o 4 = i 5 = 1O 2 . -
& = 5 = F 3 = 2 o .z
L Ne) 5 5 = . e | Cx ~ Pt S~—
" —_ =
o =~ b O e
] S = e O % o)
4 E i ~— |
= k] E - ~—
. % . 4
5 i =
S B OB F 4 E 1 " ’ @
i 02 E 2 i1 e i o e £ = us o e @ i
2 B B o8 g 8 % o8B OB W i 2 e B E e = z = e o e
[ I Foa o - -

i
. . o { ... - |
. . o = & . .. -
= S . . . BN
| |
. i
| !
| i
= - . - & & . % & .
£ = & N g = e ] ~
v ° i — 5 = iF —
% e fe] 5 % fe]
x ~ f = % ] =
et 5 — o+

-




Page 24

Ll
A

TERE T
$ 53]
TR Hic
54
TEWH HO

September 30, 2008

S10{k) KN91946 Responss

£
Trang
B B
)
ML

(b))

SR B
&
TR B

[ z
2 #
—_ = =
—_ e . = ] R[] 5 —
by fe] L i = o ~—
= — y B o) - _
3 I & =2 £ i)
£ £ Z F =
% o w...,. ‘ - )
. o e g hod
z Z e : @ | ® 2

i

ki
[
A
g
B
A3
4
8
g3 1]
G
ki
&
&
ks
&
Bk
By
e
&4
B
Y
il
tEe
&
W

= . ; = = =
% z 2 £ - o % E
§ ] | i 5 = i = |© E £ |©o
% & e AN —~ & = & . 7= & o b
@ fe) o ° 2 — £ =
b3 S— q . 22
£ 1 ~ & e % O
& 5 A x k4
oy . z .= el =
w ; =
5 ; ;
P I :
sy ;
x £ g o i3 L £ AF 24 =4 he 2] -3 £ £ 53 33 &
#52 ko4 bd MW x W 4 = e, M ﬁ £ E 3 k1 o 29

SR




Page 25

-
-
.

-

-

-

-

TR
BWH D

Septamber 30, 2008

E10{k] KO915948 Response
S BT
1!:1 i
b
BV HO

k]
- - £4 4 x
= o B i i ¢ = L2
= i L L & o . @ @ e
i = -4 Ereae R = £ . - Es o
£ 2 P [ ol - - . E 5 %
e k) = 5 wee - . —_ =
| . s, =[O = e - it

)
(b))
(b)(6)

Haly

v - ... - £ : .
W . - : ... -
_ . E E =
. . B w8 2 8 &£ @& @
i = E: b4 & z P 5
oo W o owm w9 & i T B T S R B~ 2 g 2 2w B2 8 BB 7B & & & % &
[ T I I N e iy ) i % B - 4 wo e
25 2 F e 1
i i
: .
: : o 0
Z o : i
: :
: :
: :
: :
i
£ 7
i H

i
wrt

s

H:

4 5 w 8|2 4 2 |~ % i D 2 -

& = & i o i 3 =
b O pe % 4 fe]
& = 2 ~— Z I~ B =
ct i =3

i

4

3 i fed
g 3

25
e
:
e
the
e
R
Ex =1
5

Y

.

!?E*fidl




Pane 26

September 30, 2008

k4 | |
... E £ . . i E
... = . - |
o
k- ke s %
& - 5 ) - A = &
.. | = - & z - - D : E
s - © 2 by % L e =
- k; ©o £ Lé O
~— & ~— . e -
s = il = "y
- o) & . : i)
: [ O : s o)
e, ~— fea P e
=~
i
i & e = - =
o) 2 - 3 i =
el o i = . ] . =

e
HG
]
G
Ba
L
sty
A
W

i

=

180
4
20
£

&

&5

0

20

g
1
148
T
190

5

i3

2

R

5

E

£

R

e

-

-

-

-

-
-
-

-
-

-

-
-

FWE 8
4
B HE

-

i

N

TEE
YR HOC

-

w9 Teaned

.

i
4.
LR

G B

$EE
HENE B0
(6)

L
TR NG

%

)

6

est

S

{“/{:3

Peesd

Hair Sowny Tad

et MO

E

i

b
Maw
)

-
.

It HE

o
gy
Y

Bair Soust Thnwd

-

.
Erti B

£
TRR
148

(b))

-
-
-

-

-

-
-

-

-

-
-

-
.

-

-
-

.

-
-

-
-

-

g

il HO

Haw Coue Tratud




.0/ » & G100k KDB1848 Response
midwest 2t September 30, 2008
. Page 27

7; 81 Issue:

Comment 3 The results do notclearly define how the primary endpoints of hair count and rate
of hair growth were defined/caleulated.

Response: | am somewhat confused us vou stated concerning our hair count methods provided: "The
information provided adequately addresses the statistical reviewer's congerns on this petn.”
However, on page io#ET }{ W staled; "Please provide olarification on yvour Hair Count
Method,” T will provide additional specificive on sur entire hair count procedures which is located in
Pape 115 94 ssues,

Pase 05 Lasie:

Comment 4. The primary investigator’s CV and 'website suggest that he has thres olinical
sites: one In-Pennsvivania and two in North Carolingy #t is unclear whether sublects were
enrolled at only one of these sites or atall tuee. This could impact how generalizabile the
results of this study are to the broades target popidation,

Responge: As we discussed inthe teleconference, all regtments were conducted at the elivicnl site
tocated in High Point. NC. - The subject population was from an area-of not fuore than a S8-mile
radiug from theglinic

.

For example, subjects treated at 2 single site are likely 1o be more homogeneous than the
broader population interms of variables such as: race, elhnicity income, skintype, ote. To
the extent that any of these variables is associated with responsiveness to the device or
compliance with the treatment regimen, these issues are highly relevant,

Response: Androgenic {(androgenetic) alopecia i females, Hike males, 15 a genetic disorder. isa
disorder that affects approximately 27 millon wemen thdoughout the United States  The

;
experimentad. study was executed using the MEP-S0 Halr Growtls Stimulation Svstem 1o 1remt

females between 18-60 vears of age who had been diagnosed with androgenic {(androgenetic) alopecia
and had both @ Ludwig and Savin Female Hair Loss Scale clagsifications of 1o 1 and a Fitzpatrick
Skin Types T to IV foopulationy

riabies due o s&’u*&ir'tx but they

There are several "non apphicible o restment response” va
e Frzpatrick Skin Tyvping g
{

do not apply to this Study: or the MEB-9U's medical usage.

I
varfalde related o laser salery and our mmgl%mm: with JTUFR S0 -"’u;:fnmh,dg}. the oo pulation
¥

breakdevwn by TEVDR tay vary by geographs

¥ ski i docation, but skin typingis a safety parameter
versus a medical oneand is not a factor of the disorder, nor Impacts s severity and symptoms,

Regardless, we tracked the study population by Fiizpatrick Skin Typing.
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did not arbitrarily exclude any subledt who met the skin type onitera
ey study, | nrovide

Toinsurs integrity, we
305, Az anindicator of pur gocuracy exceading

agadid predicare device M}e‘mi
the fallowing Bromytheirwebsig

1Y to factitate the halr
LSRR S Z}f{}uﬁ {i.-‘

Pt growth trea b slugy o
Fasirs ce dark sxin and therefore

Lewington deited the skin types for 15
epuntivng process. TETs difficult 1 count
and ViFwere not chaced i the sttady.

dlarker

Fitzpainek Skin i} s notan indicator of skincolor. The color of the skin is ondv one of
Fitzpatrick SKin Typing classification. The darkest skin score of 47
would only represent 13% of the highest Fitepatrick Skin Type classification (V= score of 26 10

Mo Ouwe ethnic brpakdown of the subject population was as follows:

T faetors that determine the

Other
Hisparic g,

i
]

African
Arpavican
2

W based our qualification sirictly on the getual Fitzpatrick score versis shin color,

3

in - addiion, L oeall your attention o ther The Inweroations] Staustical Classification of
Diseases and Related Health Problems. 10th Revision  Version for 2007 which deés not classify

androgenic alopecia as a weopraphical and/or sociplagical variable diseime. See Page 8 %6 Tssues

Page 8: 42 lssue:

Further, all subjects treated in this trlal were done so under the asgis of o single clinical
investigator. Iis possible that this clinician is substantially more famibiar with the device than
other clinicians would be if the device were cleared for use. It is possible that the use of the
device by such other ¢linicians may lead to variations in safety and 7 or effectivensss, perhiaps
only ba learning cutve of the first fow subjects, perhaps of longer duration. By conducting
the tral at only one site, with one clinfical vestigator, these possibilities can not be

adeguately evaluated.

Hespopse:

* My sttt has engincenng, design, product management, clin il
imetry,

applicagonfinstruction and FDA + ceulatory chmplinnee cxporience in milse-oxd

patient moniforing, compuierized mmmm; SHY, g Aehic resodance maging, Ly
{portable w calherzaton, noclear medicing, i agnostic wirasound. mdisgon therapy,

radiation thevapy simulation, e.tmi mu.h{.ai lasers.

beal research. gl
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k-

‘The clinical effectiveness of all medical devices is dependent upon its proper usage

which are Eactors of design, prodiict suppott, and in the case of the MEP-90. compliance
with 21CFR 1010, The Oy variation would be the de soree of aoouracy of the

diagnosis, w hich is never the swunmm%%si:{x ol any manufaclurer unless itis a diagnastic
devic

This statoment also suggests voul are searching Tor a subjective rationale o disapprove

the 51580k application for the MEP-90L | gay that because we provided copy of the

curtent version of our MEP-90 Operation Manual which atiests to the system's ease of
use, yet no comments, entcisrns, and/or change recommendations of the Manual have

baen presented,

Dy, Koher, and the rescarch staff had never seen or used the MEP-90s prioe to the
Stady

D, Koher, and the research stV ware all wamed on the aperation of the MEP-80 before
ysing i on any subject 3 howrsh

The MEP-9Gis tn full compliance with 2HCFR Part 1010 with regards w porformanee
and safery reguirements for the heers emploved,

However, the Study confirmed o us the following Tew. of many, ems pertaining to your
F

comrpent that zo beyvorsd complianoe.

431

or example:
The MEP-90 systems will be installed by acerufied insialier
Formal useroperation tralning will be made available {either onssite or at factorny)

Drie tothe hugh potential Tor misdiagnosis of androgenic tandrogenetic) alopecia in
women, the MEP-90 is Tabeled as a device that can only be used under the direction of
aticensed physician This is why we specifically nolke d the MEP-90 was o
"Prescription Use” only diovice.

We will have to make our disclalmers and suidelines stronger about only wsing it for
the specilied Madications For Use ™ Abmost all seates altow the practice of "evidences
based individual decision” (ERTD Y medicine. AS vou know his represents is medicie
a5 rst cticed by the mdividual health care provider, We believe this is what vou
arvently Bave 1o the laser Bairgrowth markeiplace. Some believe works and some
i v Hiwever, Tew ifany can back up thelr declsions onowhy they use 1L or not

Ardrogenic tandrogenatic) alopedia in women is'a genetic disorder. CDRH
regulates Tradintion emitting devices™ tike those Class Hla {Chiss v lasers in the
MEP-90 which generaw ai energy related regonion an tissae and cells within th
himan bods, which is undotltedhy why they are regulated by CDRH. This 333;11\;&5..
alfthese devices actual medival deviees and not cosmetic Tmprovament deévices,
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Page 8; 92 Issue:

This issue is reflected in both the B8 guideline “the subjects in the trial should ... mirror the
target population” (Section U B (2.2.11) as well a5 the CORH statistical guidance: “the study
population should be a representative subset of the population targeted for e application of
the medical device.

Rﬂp{mw' Y ¥{§»~‘ is the establishnent of substantial equivalence (8Eyand not a olinical trial as
specitied by conducting a PMAL Thestady populiation of MEP-SU-CTA nov only mirrors the ong

used i KO6D30S, i estaldishes a higher L;Cgmt‘ﬁ of safery and effectiveness then the predicate withowt

FERESTIE SOV W QUesUOnS concenning either,

A Isane:

indeed, the £9 guideline states that one of the two main reasons for multicenter tals s to
“provide a better basis for the subsequent generalization of its findings. This arises from the
possibility of recruiting subjects from a wider populstionand of administering the medication
in 2 broader range of clinical seltings, thus presenting an experimental situstion that is more
typical of huture use "

Responge:  There 18 no clinieal andfor histarical evidence thar indicates the sbove applies to
androgenic alopecia. The scteal dlsgnoses of the disorder has no geographical v flnmncial variables
and 5 not g medication, The disorder s x&mmom specific and does not vary by location.  Again,
The Internatong Statstical Classification of Diseases and Related Health Problems 10th Revision
YVersion for 2007 which does not lass i\ androgenic alopecia as a geographical varance disesss.
See Page 8: U6 Tuspes

Pave 8; 946 Issues:

Fondications for UsewMeod for Clinical Data

Your ploposed indication for use, "Adiunctive use for the freatment of androgenic alopecia in
females; the MEP-30 is indicated to promote hair growth andior reduce the rate of halr loss of
females with androgenetic slopecia who chave  Ludwig and Savin Hair Loss Scale
classifications of 1 to §l and who have been determined to have a Fitzpateick Skin Typing of Lo
IV," is not the same gs predicate KOB0R08 s indications for use, Your claim for the treatment
of females with androgenetic alopecia s not the same as predicate HOB0INE's clalm for
treatment of males. In addition, vour device has an indication for “reduce rate of hair loss in
females,” where as KU6U308 does not have a reduce hair loss claim in thelr indications for
use,

Hesponse Medicine E 18 @ long and well-doctmented history of phvsical and genetic disorders that

4T
§‘§%%3§3§§1‘\1 themselves differently
applies for the reament ol an i ropenic alopecia,

between the seves. ver are classified as the same affliction. . This

The ICD s the international standard diagnostic classification for all general

b

eptdemiological, many health management purposes and chinical use. These include the analysis of
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the general healt
diseases and othe
CIrCumsiances i‘lf the

guidetines,

mdividuais

s osed v classily
vital records
retreval
abso provide
Slember Niates,

f

Tie Intermmtional Swegsrical Classilication of Diseases

health problems inrelation w other
attect

disensrs
including death i:s:%'i;ié?
ot dhavnostic miormaton
the basis for the i.:f;}r'i‘ipﬂ:i’mﬂ of nationat

i, renmibursement,

nd other
cates an 1wl
forg

health

* i
f
i

(EEIY [415

nical, epi whemiologioa! and ¢
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h situation of population groups and monitoring of the indidence and prevalenve of
varjables such as the charatioristios and

ality and

fealth problems recorded oivmany vpes of health and
records. In addition to enabling the
salily purposes, these regords

storage and

ity stanistios by WHD

5

Revision Versiontor 2007 classifles andropaiic alopedia a8 3 "disease ol thelskin and subduianesis
tssue” and can be found in Chapter XILILOO-L8%Y The ICD-10 designmtions are Lot thiu 164 9.

Uhus would confinm thy
medical device and by alice

The 7

E*mﬁei%d}. ne bearing on the iiwc:t%c ar

a% edicate device: may has
|!1d uili”' sde not miroduce g
posed by the predicate devie

Indicationitlerence
Causes of androgenic alopecia as g

fferences between the Indications. For

&% ke

my- legitimate treatment of this dige
'm.d shystoian

Llse for

its & Qﬁ{i‘i’i\. . Thi
sdifferent spee

estions abous ‘uif ivor

MEPp.OO

b

the MEP-90 ard b

5.0 rew device with the swme Emm:t'zﬁv.: Fus
fie imdication statements, and. a8 long as
effectivieness ditfer
sded use, the now device may be

ford

sl b

dorig by a classified

RO60305 . have

these kn
rent from those that were

=

Hob0305

chronic andior genetic disease Identical e KO6GOR0S lduntieal oothe MO0
Use-of the adjpctive "adjunctive” Phae vartatsons ~=I the dovel od Imeorrectiy supeosts the deviee s the

afthictinn manda

o avivioh eatmein 1o g

Exidence Based Medie

3

fE S e

oy semitoducing ha o

initial location of hair loss

Clrowdar asudior hnear et ol the

LW

“‘«'u

il‘llx‘l-'{\i\s

arl Feedivg bairdine
,
;

Wisusd Classification Chart used to
determine the degree of hair loss

The Dodwig amd the Savin char

R T ]

weinch are for feprates only msles oy
Fitzpatrick Skin Tysing  Fioceds genpe mondates as published | Same ch
Classiication by aniassd Bt ol KORG8 e Retuey
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Tapg 8 0T s

Heduction of Halr Loss
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Page 8: 47 Continued Thru Page 9;

Your device s slso differest n treatment method in that s 8 bonnet fype device
gimultaneously treating the entire scalp, where as KOB0305 is a comb treating Individusl areas
ong at a thine as the device 18 passed hrough the hailr in & combing fashion. Thus, differences
inindications for use and treatment regime support the need for clinical data.

Hesponse: We have no issue with providing the FR A with the nevessary daw 1o validate the design
differences rarse no new gquestions on safety and effectiveness. i%imxmu through att correspondence

vony hiave vel to provide any questions concrning a speciiic eriterion belng met concerning a specific

%

quc
wsue ol safety androretfectiveness,

Aswith many chronic discases of the uman body, the reatments glven are palliative.
Whether 115 o e threatening disease like coronary artery disease or a non e threatening one hike
androgenic alopecia, there 18 no "oure™ Dnaddivion, the degree of success [reduction of svim ploms)

with all paliiative Treatmen protocots witl vary from patient 1o patient due to many hetors,

Again, [ oite the rationale for evidenced based medicine (EBML the current state of ths
technalogy mar ui;ﬁcg the cotical need for BBM, Again the FDA sty
o Thus, as a matter of practice, CORHM generally considers & device to be 3E to 2
predicate device if, in comparison to the predicale device:
the new device has the same intended use; and,
the new device has the same fechrological characteristios, {ie., same
roaterials, design, energy sourpe, elc); of, it has new techrologieal

characteristios that could not affect safety or effectiveness; or

it has new technological characteristics that could aHfect safely or
affectivensss, and

.. there are atcepted scientific methods for evaluating whether safety or
effectiverness has been sdversely affected as g result of the use of new
technological characleristics; and

~ there are data (o demonstrate that the new technological features have not
diminighed safety or efectiveness,

Ol compliancewith 2HCFR § 1RO isthe validation standard for satety sinve the device 15 a

Class 1Ha (Class Hirylaser systemi. However, as 1 provided an example inmy first response, there
are variations of that svstem heing sold, delivered, and treating ;‘>:§Ii::i'|1&~; mthe Uinttee 1 REEE
tapproximately 8.000-10.000% by nor-medical personnel and these svstems-are not in compliance
with 2ICFR §1310

This brings us tothe "evaluation of effectiveness.” Your mitial determination of our study
desigiowas only from 4 statistical sspeetof determination based on our not executing a g'éE-r*::hcf-
:;Ill{i}. I other werds, vour determmation oriterion was based sirietly on the faet that is what

G305 exeoted versus making o determination of MEP-UG effectivensss based on EBM,
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(b))

The saferyofthe MEP-90 3% validated by our complianceto ZICFR 101D,
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Regarding vour reduce rate of halr loss in females clabm, this indication for use must be
removed orif vou decide fo pursue this claim, vou must provide clinical data. This clinical
study would reguire a lead in period to first determine what s an individual's normal rate of
loss before treatment in order to show an effect on the rate of loss,

Response: This Indication For Use was one of the tour basie hivpothesss 1o be confirmed by the
sSuidy. However, the characteristios of the disease make i impossible to detenming what the rate of
hair foss i either men or women gl any time or i any mannegs except historical, That s because the
Hood levels ol estosterone and the comesponting amount of the anagen dihvdratestoserone (DHT)
can change ona daily basis in both men and women,

We have noissue with providing the chinieal data, bt vour determination that our chinical
stughyy Mwould res qum. adeadin "sumn.i y first determine what s aoindividual nomal v a}i”mér loss
betore treatment in order 1o show an effect on the rate of haid loss.” 18 an mcomect, prejudie
:;uhgca:hwﬂ and an erronecus demand that has so basis in medical faer or relativity 1o the disedse of

Ay QO Hoale RS i

The progression of this disease has been estatdished with the Lodwag Scadé and the Savin
Seatewhich we medically accepted principles. For the dissase ol androgenic alopecia, thess two
seales represent progression indicators without reatment for this chronie dissase. Thatis to say tha
a female whe today s @' Type ] onthe Ludwin Scale witl eventually progress tooa Type IVara Type
b e

This medical progression deseription is no ditierent than say one Torcoronary artery diséase
CADY While the progression obwhat will seeur with anmdividual with CAD Is knowa, the sl of
progression will vary by subiectand from subjest 1o subject,

Hegardioss, we stated this Tndication For Uise based on the following nine {93 types of
evidentiary data:

PioAs provided onpages 18 and 19 atthe epd ot the 18-weeks of weatments, the
fair counts of all but two subjects exceeded 20%,. The two subjesisw ho didd
natexveed a 20% increas

(D)6 demonsirated an increase of

% and 1 3% respectively. Therefore, at the 18-week lovel 1009 of the
subjects demonsirated no increase in measurabie halr Toss,

boAs provided o pages 19 thra 260 1% of gl subjects demonstrated an
upward historieal lineur growth wend of hair counl.

31 Atthe 18week level, just prior o the 207 treatment, all s ubjects, who were
unpaid volunteers. were provided the following questionnaiie, and | call vour
attention (o the resulis for Question 4%

i

(
i
|
I
(
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The Phase 2 Hypothesis of "more than 30% of

A mcreadsed haw countof 220% af the | Bvwesk E

contirtiation 1§ based onthe evidence:

= U7 of the subjects-demonsirated an merzased hair count of

= 3% ool subpcts demonsiraied a
PO

s 0% of the subjects demonstrated a

te of haiy Eww vt i
e

v ineressed hair cownd rom 0% 10

poreased.
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(b)(4)
Buaitioan e o Numbor Peicentaoe
Ouestion 53: Sihnee siarfing the treatnrents, do
yini feel the grei on your scalp with the visible
frgirdosy sy
Livpey { 1%
Reuifler 34 63%
Aboar The ume 21 380,
Totals it 0%

d

esubijects will demonstrate
vel was confmed.




midwest ’Mw 7

5

b

s E100k) KOB1948 Response
¥ Sepltember 30, 2008
’ Page 38

There was no sigmifioant change 2507 o the ethofciy disgibution from
Phase L.

Lwhigr ity
Hisganic i Higpari e S
4 ¢ r Y

;
e
dfrican
Sererican
2V

Cautasian
s

Hi-Week Elnicity 18-Week Ethaicity

Adl subects who completed the HB-Week level were analy zed and scored
sceording w the tollowing:
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(b))

55 subdects complewed the Phase 3 26-Week level of treatments

1A tolal of
2y Al 55 women demonstrated no increase 1o hair loss:

{52
FPhoase cSubjeciHair Counl Dt hit nne Niumber Percentane

Halr growth between < 0% t 19% 3 B

Halr prowth between 20% 10 3% 4 L TA

Hair srowth between 31% 10 4% 2 §4%

Hudr growth between $1% 1o 80% o 119

Hatr srowth 2581 % 40 T30,

Tutal AR g
831 0 The three subjeets who had o be excluyded for excessively missed treatments,
theone xah{} duw. ioped 2 owork contiiot {iransiery and the one who decided o

become preghant Bad 10-week and Po-week hair counts a8 Tollowss

(b)(6) (b)(4)

91 AR 55 subjects who completed the 26-Week level demonstraled a positive
hestorica! boear rend of hair growth, Forexainple

Stedy Halr Count Trend Soddy Hale Sount Trend
R ki
1
4 e 168 s s
- // s e 138 T
Ey . . 3 / .
. . S F)
" - - “ Wy
- 108
@
&%
W - . [
&5
s
ke
a - . . . . = .. -
Tt HE Tk B TR R Fofs MO TR R B Sl

(b)®) (b)(6)
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Page 9; 43 Issue:

3. Clinical Protocol Packaoe
Please provide the entire clinical protocol package which includes the statistical success
hypothesis used in this clinical study,

&, Indications for Use Clarification

The proposed indications for use suggest this device is intended as an adjuvant 1o treatment
for androgenic alopecia. s uncleay i any of the subjects who participated i this trial
recaived concurrent alternative treatmenis, and # there are any trestments which would make
the use of this device contra-indicated. I subjects received concurrent therapy in addition to
the MEP-50 system, then their observed response s confounded, and can hot be fully
separated from the eflect of the concurrent alternative therapy.

Your responge points ouf that concurrent alternative therapy was an exciusion ceiterion of the
trial.

This issue is highly relevant to the trigl, particularly given that the clinical data submitted arise
from an un-blinded, non-randomized, singie-arm trigl. As such, had any subjects been using a
concurrent allernative therapy in addition 1o the wvestigational treatment, | would have
confounded the resulls and made the evaluation of any improvement impossible o attribute
to the investigational device, the concuwrrent treatment, or g possible interaction betwesn the
two, This guestion drose due o the apparent discrepancy betwesn the proposed indications
for use (sllowing concurrent alteriative therapies) and the clinical data submitted in support
of thiz proposed indication {which excluded subjects 'with concurrent dlternative therapies).
ideally, the trial should enroll and treat subjects as closely a5 possible to the intended
indications for use.

in the absence of any clinical data on subjects treated with concurrent therapy, it is extremely
difficuit for FDA to evaluate the appropriagteness of this proposed indication for use. The only
clinically valid interpretation possible would be that the device ig safe and effgdtive when used
4% 3 mobhotherapy. There is no dats 1o support s use in addition 1o other treatiments, which
may alter the safety and | or effectiveness of the investigational device.

¢ Please address this issge, given thal the study population {women not using
concurrent therapy] appears to be different from the intended target population
{women who may or may not be using concurrent therapyh

Response:  This conwadictony  siatement couses my sialt and 1 orear concern over the obisctivity

beine gmploved durine thereview of our STOK Y apolicanon.

(b))
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W sdministered each and every treatment whereas ROBU30S "ok the word” of the
subjects thal thoy used their devioe throe tmes per week and 1D was never published what t{mt;‘e_si:;,, it
ary, were etiuted to nsuee i0was ROBU30S that stimulated balr grovwth versus o combdnation of

ROGG30S and another therapy. e, Rogaine, Propedis, 2l

Yourstalomant creaies o a2 slusation thy :._'ww bevond the seope of the 510
process, Wecenducled 2 fepttmate and IRB sanctioned clinieal study w u' date il the \‘iiﬁ%** *}11 s as
safe and elfective as the predivate device KUBG305, T we di a? fot covtrolprolibit the use of
comcurrent therapy, our Study results would have been bigsed because we did notcontrol the known

variabdes, Tuis the physiclan who decides whar treaument, and/or what combination of treatmenis

thereo! 1o use, not the manulacwrer of medical devices,

st had allowed concurrent thevapies. statistically ourSudy would hﬁzwiﬂuun i, the
hvpotheses not legiumately confirmed, and no st alone” effectiveness of the MEP-SU could be
legitimately presented.

Page 10; 93 thru 95 Issues;

3. Llarification on Data Sets

The sponsor states that no subject experienced an sdverse event related to the device {p-138L
However, 1t s unclear T this includes all 82 subjects snrolled, or i il limited only tothe 83n
the Hnal datasel. H a subject discontinued tresmiment subseguent to an adverse event not
reported to the investigator as a reason for discontinuing participation, then limiting the
adverse event profile 1o those subjects who did not drop out could lead to under-estimating
the rate of adverse events:

You state thal this imformation was avallable in the original submission, but fafled to provide a
page number reference. You then state that they Teel this guestion Vinsinuates multiple
criminal allegations of noncompliance”

This guestion regards the issue of analysis datasels. Virtually every clinlcal trial submitted for
FOA review clearly delineates mulliple analysis datasets. These typically consist of!

* A salety dataset, used for adverse event analysis and consisting of 2l subjects
enrolied inthe trial

= A full analysis or intent 1o treat datasel, used for the primary effectiveness analysis
and consisting of all sublects randomized to recelve treatment

« Aoper protocol datasel used torepleate the primary effectiveness analysis and
consisting of all subjects In the lntent to treat datagsel who meet pre-defined profocol
adherence criteria,

Respunse: Whereas we bave no contention of providing the FIDA these specitios as reouesiad, we
do wonder what are the reasons for 21CFR and 43CFRs eslablishment and sanctioning of
Tnstitutional Review Boards I thelr processes ave no relevage (o the FDAL

Agrain, vou make reference w the e Tehinical il which 5 relevant 1o 8 PRMA thang

310k SE efiectiveness study:
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widid not it the reported adverse pventsfimcigents o those who completed the

Study, Adls :
o i Research Assistdnt as 1o their véasoning. andior prablem, for st makdng the schedulod trdatment

yects who drepped outallor reptment #1 werp contacted by a Research ¢ L‘f{]ii.lii'i:ihsf
|

appoiniment andior ot continuing withy the Stehv, Notone "aler storting then ocluded subjet

o

i
remorted an adverse svent

Second, there were ol of thres ermsdncidenis reporied during the cotse of the Study:

(b))

Thir i the i m for full anabvsis of all candidates is submitted and locared on pages S thru 9

Yhe protocol submitted did not make any mention of which analysis dateselist were
genersted, norhow many sublects were in each. B is therelore not clear, Tor example, whether
the 22 subjects wha were initially enrolled but did not complete the tial were included in the
safety anglysis. The salely analyvsis essentially states that oo adverse events were reported,
Nevertheless, the denominator of how many subjects this statement covers is highly relevant,
Thiz question was not an "insinuation” that the sponsor had broken the law: 1 was a simple
request for clarification on information thal every other trial submitted to the Agenoy routinely
provides in recognition of s Inportance in evaluating the data submitted. ¥ this information
was provided i the original submission: & page number reference fo that effect would bave
sufficed. o not, 4 ststement documenting which subjects the safely [ adverse event data was
based on would have been sufficient. The data provided states that 19 subjects were
excluded from the trial after belng enrolied, and another 3 removed between the first and final
evaluations, but does not state whether these sublects wers included inthe safety analysis (a
valid guestion, particularly a8 they were exciuded from the effectiveness analysis) Hois
unclear whether these subjects were ever frested or nol

A5 stated in the E¥ guideline "the protocol should also specify procedures aimed at
minkmizing any anticipated irregularities in study conduct that might impair a satisfactory
analysis, including various types of protocol viclalions, withdrawals. and missing values”
{Section V. part B {520
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+Pleass clarily which subjecls were assessed in the safely analysis; s, all screened
sublects, all envolled subjects, all subjects who were evaluated at the fist assessment,
all sublects who were evalusted al the second assessment, ete.

Response: Al individoals who set foot on the clinfeal sl were included n the satety analvsis and

the adverse reports/inuidents system,

Prior to the filing with the TRBo both the Sponsor’s and the Principal Investigator's habilivy
varriens werg sontacted Jorvertficaton of coverage duripg the course of the Study.  North Caroling
lw requires phy sician ownership ol any chinical practice. Blnge the Ralemy surgioal site wiaslocated
Ymnside another busingss.” oniy the High Point clinio could be wsed. Thiswas dueito the Tt that the
phvaal datnn whre frdanvenls Yerg 10 b sdeiiniSiered wis nol under the ditei condesd o e

Principal Investigator.

&5

As part of the ARB filing and the protocsl, exclusionary oriterion was provided o the

following categories:

(b))

Page 11; 94 Issue:

7. Clarification on Halr Count Method

Erom your explanation of vour hair count method beginning on page 25 of vour response to
our Al Letter Dated July 22, 2008, It appears that the head was divided info guarers with
multiple photographs being taken of each quarter. But on page 28, there is also a discussion
of placing a grid on the count phote and then placing 2 20 pixel colored dot on those hairs
that could be traced o a roots W is unclear what is meant by the phrase “count phote." since it
appears all pholos were being counted. o sddition, this method seems o add a second set of
divisions within the photo by now dividing the count photo into guadrants. Thus, depending
o how this process is interpreted It seems that for each ndividual up 1o 20 quadranis were
counted, that 18 & photos and each phiote divided o 4 guadrants. I this assumption’is
correct, what method was used to insure that baseline and followup photographs were
identical in terias of scalp area viewed within each photograph. - Please provide charification
o your Hair Count Method.
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Response: Through the course of the “J&u-;"‘ L2 total of four (4 microscopio photog .11~§§-, wire taken
gt used for hair counting. These 95cm x . T5om images were taken at the following times:

by Just priorto treatment #1

2Y As part of weatment #20 (10-Weeks)
3y As part of teatment %36 (18- Weeks)
4y As partof treatment wf:*rmtmf?u»‘&'ca:&«;nl

As a member of my staff reiterated during the wwleconference, we helieve there 18 no other
wav-nt legitimately determinng the actual batvcount except by physical counting,

As part of my August 197 submission. | presented 8 hair count phote taken and processed
with the following explanation
The microscopic imaging generated domoraw image N "»;}g" formal, The raw imags size
generated was 17778 wide by M.227 18l vath 8 dpl of 72, Using sfam Fhaotoshop v8.0 he
TROIGSCOIC pg'-m.:u HIFes werw changed to 8" wide by 4,81 teli with a opt of 286 All raw Images
are archived i ther onginal formal wath e processed images being ar u!? ved using the "Save
Ag" command.

Soter If yow are fomilioe with Photoshop wage, the phote el does aor change with
Hhre steps fukern above sivce only the widtly end dpi were changed and the helpht is done
gatomutically fo maintain proportion,

Mo i mag% software adustments were made, the only processing cepability used was o
invert the image 1F the halr coloring requived i for viewing the individual hairs

Note: The above is hwo images ave exact duplicates, i.e., same one hair count photo placed

side-by-side.  The refe sgnzs i the awgdrant only meant i was g "eoanting @id " I von
witd the four numbers, )(4) fratiy count of 109 for ihis one_imape. In this cave,

tire photo was that f{ﬁ)@) raken at the end of 18 weeks.

Again, from my August 19" submission:

The method devised of marking the aregs Ip be measursd 18 gy follows: siting vpnight i g ohair, he aﬁ
neulral posi a gyas forwsnd %E:m& dravwny Trom the 1oomost portion of the pinna aﬁ*aﬂ verically ove

bedd withy 8 Bne drawnon t?%e
nde %’.\. dot was placed 2t this
3 gresd W in ke Informed

the scalp 1o the lnpmost portion of the opposite pinna {sat érﬂ%fs‘, £
rdling of the so p orignitéd from e glabelia 1o the nuchal s:igz:

intarsection with & sharp tp permanent marking pen, which the sul
Consent Fornr.

Ul
o
ﬂ._,‘“
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Noter Al photos were taken on the subject’s left side with the camera handle centered on
the subject’s left ear with the reference dot in the middle of the frame,

The indefible dot was checked prior to each treatment and if fuding was applied over
again on Hee fading dot. This was alse used as an indicator If subject was using
fmproper shampoos andior conditioners.

Hair Count Procedures
(For All Initial, 10-Week, 18-Week, and 26-Week Photos)

1-Raw 18 Week Hatr Count Microscopic boage (95%0m v .75%em)
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FProcessed 18 Week Halr Count Microseopic Image With Moen-Printable Grid Used
For Aceuracy s the Physical Counting of the hairs,

Nofer Al three images are the same.
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Revised MEP-90 System
Comparisons To Predicate Devices

The MEPSSG Har Growth Stimulation System é». @ --usll: Liﬂ'§ ‘{Il:-..:iéx‘m: as-a combination of
gver 20 predicate devices that are cleared for comumercial distribution in the United States, under te
provisions of Tile 2TLLSC . 83100

%

T has the same intended use for reatment of the same genetie disorder a3 1h 1 edicate
device cledred under 3100y Numbe 'Kiﬁ{:f}?sﬁi.\ The only difference is thar the MEP-9G 5 intended
for use enfemales onky versus KUGO30S's use on males.

Whereas androgenic {androgenetic) alopecia s medichily as the same chronie gonetg
discrder i both mabes and fomales; there are §TC§L.§3LL“% inthelr demonstrated symplomelogy
between the two sexes,  To insure gt least ¢ eyua
KO60305, an "experimental” tvpe of clintealeflectivendss studyv was performed under .h Fea i Lsﬁgsice
and oversight of an institutivnal Review Board eIE*EE% pand under the dwectsupervision of the IRB

approved hoensed physician {Principal Tnvestigaton.

!
i
b, i not xup:_:m; effectivencys as predivate dovige
!

%

ke

br
Iy

Thie MEP-90 utitizes the same visible laser wavelength () as previousty dpproved devices

nd s a fower measurod g"nm:::z* O ‘§ ut than the two predicate devices provided for referencedata
msm arison, The MEP-O0-45in il compliance with duag& functions, safety, and usage with

ICFR Part 1010 (Pertormance E:sz;:-‘s'u;im‘{jx For Radiation Emitting Devices,

The safety and effectiveness of the visible lasers’ wavelength (1) doonot raise any new safety
and effectivensss ssue s classified s g "non-sionificant risk” (NSRY device, kilsd”sléaiics‘s
andblor exceeds FIOA'S su h»«m sl equivalence with respect to both the imended use and
technological charactenistes,

Revised Specific Comparisons To Predicate Devices Chart

Pradicate Doviee Midwest BRF Prodicoie Predicate
Comparative 1ien MEP.O0 Hairilx Quantum
Device Name - MEP-90 Hair Growth HairMax Lasercomb Quantum Light
Stimulation System Therapy System
wis2 & 054
Manufacturey Midwest B.F.LLE, Lexington inti LLO Stargate il Ine

1050 Walnut Ridge Dr | 777 Yamato Rd-8106 | 10235 Progress Way
Harlland, W B3029 Boca Raton, FL 33431 Parker, CO 80134

Establishment
Registration Number 2134585 006182775 3004180435

Deviee Regulation Infrared Lamp Infrared Lamp Infrared Lamp
Bescription
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Peadicate Device
Comparative liem
Device Hesulation
Number

MEPR-30
Koo i496
21CFR; §890.5500

Hairfloax
Koo 0o
Z10FR; §890.5500

E10{k) KOY1948 Besponse
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Buantum
wOU_ 28186
Z10FR, 58490.5500

Device Regulation
identiivation &
Classification

Adevice that emits

energy atinfrared
fraquencies
{approximately 700
nanometers to 50,000
nanometers o provide
fopical heating,

A device hal emils
energy at infrared
freouencles
{anprovimately 700
nanomaters 150,000
nanometers o provide
topical heating,

A device that enils
energy at infrared
fraguencies
{anproximately 700
nanometers to 50,000
nanometars o provide
topical healing,

Physieal Mate

Light Emitting Stimulator

Light Emiltting Stimulator

LishtEmitling Stimulator

Product
Somenclature

Lamp, Infrared

Lamp, Infrared

Lamp, Infrared

Laser
Classification/Comphi
s

Full Compliance

Unknown Compliance

Fyadurt Code JAR 1§ 1y RHN
Device {Ulass Class ¢ Glass 7 Class 2
ZEOEPH Pariiimg fla; i ila ilia

Full Complance

FDA Devies Bisk
Classification

Non-Significant (NSR)

Neon-Significant (NSR)

Non-Significant (NSR)

Wavelength (1) BS0nm {(+<1%) BADnm {£5%) 828nm to 835nm (45%)
650nm to 850.78nm §17nmic 88dnm S96nm i 867nm
Measured Published Publishad
Output Power Per <4 Smwom? <hHmwem? shmwom?
Digde in mweml Measured Publishad Published
Output Envrgy Per 03213 Jlem? L3657 Jom2 0387 Jiome
Biodein Jem2 | Mathematically derived ~ Mathematically derived | Mathematically derived
Nuniber of Lasers 82 1 which is mirror (52=2, Q84=4
reflected
Laser Palse Rate Continuous Unknown-Proprietary Unknown-Proprietary
Laser Polse Duration Continuous Unknown-Proprietary Unknown-Proprietary

Fixed Coverage

User Directed

Power 3 Volts DC; Unknown-Proprietary Unknown-Proprietary
TOvAC converted 1o Fublished As 1B walls
2y Do nominal (120 velts AC.,
60 Hz).
Adming Heam . No lens diffused Beam Lens but propristary Lens but propristary

User Dirsctad

Laser Beaw
Reattering

None - Fixed angulation
and required beam
interruption prevent

beam scattering outside
of Hood assembl

User Dweried

User Directed

Output Made

Direct Light

Wirror Heflected

Direct Light

Page 48
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Prodicate Devier MEB.OO Hairifax

Duanium
LConpoiative Htenn Ku214956 KOGUaUs Hoioa18

Sterilization Basic Cleaning No Sterilization No Sterilization
nstrustions Frovided Claimed, Called Forln Claimed, Called Forin
No Sterllization Clalmed, Published Materals Fublished Materals
Called For Or Possible
Accessories None; all tems Unknown besides
described are necessary | storage case and cord
for basic operation
including mouse,
keyboard. monitor,
salely keys for keylock,
¥ medical grade power
cord, aperation manual:

Unknown besides
storage and canying
caseand sbrap, salely
keys for key lock, power
cord for charging,
opgration manual

2 palrof laser safely
lasses
Materials | njection molded and Unknown and would be - Unknown and would be
painted polycarbonale propristary information | prophistary information
and polystyreng, under 18U.5.0..§1832- | under 1BUL.B.C. 81832
Thermolormed and Assumed No lssues Assumed No issues
painted ABS, Molded oue To fssugnce of Due To lssuance of
and painted Bberglass. Stk 51K

All paint is two part
ennxy based
Biocompatibility . There are no materials Assumed No Issues Assumed No |ssues

in use onthis device Due To lssuance of Due To lssuance of
that are notin routine 510(k}) 510tk)
use on olher devines,
The bincompatbiitly 5
comparable fo any of
the legaly marketed
devices lisled as follows:
Midwes! RF KO03386
Modsl 1100GE-54
Midwest RF K051618
Fodel 1400GE-64

Indicationy OF Use . MEPSD s for adiunciive The LaserComb s Cluantum s for adjunctive |
uge for the treatment of indicated o promote halr | relie! of minormuscle and |
androgenic {androgenelic) growth it malkes with ol issue s Such as
alopeciaih females and is androgenelic alopeca aribyitis, muscls soasm,
ndicated o promate hair wha have Norwood

rheumatism, migraine
headaches,
et bk pain repetiive
sheay injunies, landonitls,
fibrorayalyis, sprans and
shraing, postoperative
gain. tennls and golier's
glbow, shouder and
stifiness,

growth andior reduce the  Hamiton Classdicationg of
rate of hair loss of lemales lato Vand Filzpalick

with:snorogenatio Skin Types bio VL
iangrogenelicl alopecia
who Have Ludwig and
SavirHalr Loss Beale
classifications of Holiand
who have been
determined to have g
Fitrpatnck Skin Typing o
o v,
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Predicate Device NER20 Hairthias Quantum
omparative llen HDoi496 Kusoao KO2810
Indications OfF Use Prascription Over The Counter Presciiption
Snuree
Bdieations OF Use | Direction of Licensed Open Direction of Licensed
Sale and Usage Physician Only Physician Only
Hesirietions
Inedications OF Use Certified On Site Orop Shippad To User | Drop Shipped To User
Pnstallation nstalla
”””””” Indications OF Use Fa@cr}f andinr On Site Operation Manugl Opergtion Manugl

Operator and Pser Training {User aption) of
Teainine Education - spprovmately -8 hours &
installation: Inlemst
gecess for operational
ppdates on MERGD:
Opsration Manugl
Continuing sducation
pronram TRD
Indications OF Use Default Selftings for Cperator Dependernt Operator Dependent
Owperation Control - retommended ireatment
Aund Lengih of © protocol Operstor resels
Treatment ol #me and dosage which
is controlled by computer
fwdivations OF Use | Waming lsbels onvdevice, | Waming label on device Warning label on devioe;
Safetv In Oneration | Key lock with on screen than 100% Cparals key lock, then 100%
waming: Gefaull freatment dependent Opsrator dependent
setlings, hxed maxmum
power auiput regardiess of
selings: constant thru
beanvintenunt by patient
required for laser
operation, waming on
presn fo insure operator
and palisnt &re wWeanng
salaly glasses before
tasers will operale no
eam scatter outside hood
assemibly titing of head
no 238" inlerrupt head
proximily safely cirouitry

Additional Comparisons To Predicate Devices

The MEP-99 Hair Growth Stimulation System has |
technolpgical characteristics as the predicate devices listed and at
FIA SOk spproved laser devices.,

he game wtended use andior
least un additional 15 previously

¥
it

i< The MEP-9U Svstem is substantially equivalent to predicate device KO60305 for
adjunctive usg i providing treatment of androgenic (androgenetic) alopecis.
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2o The MEP-90 Svstem 35 substanuially equivalent 10 prediciie devies KO60303 for
stimulating har growth i pabests dingnesed  with androgenic (androgenetio)
alopecia,

3+ The MEP-90 System meets the clinieal application crlierion of predicate device

KOGG305 o that it provides identical reaiment coverage of the suaromical aren called
for by a current medically acgepied protocol.

A4~ The MEP-9U System utilizes the same wavelength low-level laser a5 the predicate
device KOBO3OS e 630mw (5% The acceptable range of the lasers osed by the
MEP-S0 Svstem s from 6530am 10 630 8um o which exceeds the published wolerance o
the predicate device KO60305, which operates at 618mm to-683nm,

oo The MEP-SU Svstenr s ocapable of oblaining the dentical chinical resule as the
predicate devier BROGIBUS due o us wohmology and destgn, The MEP-S0 Syvsiem
uiilizes the same loser wechnology ssthe prediciie device KO60303 and s olivscal
etiicacy was contirmed based on IRE approved clineal mials performed in 2008
2008,

t
£
H

6o The curtent gecepted protocol for tredtment calls Tor the apphication of the deviee
KO60305 to be brushed through the entive sealp arca i order to cover the altlicted
ared. This reguires {Ev:;}q:mﬁmcs o the patient (o insure total coverage of the alfTooted
areq. The MEP-90 Svateny™s towal soalp ares coverage design provides consistency of
application and ‘resulis. - However, the anatomical areats) teated are identical 4o the
predicate devies KOGU30S,

7+ The power owput of the lasers in the MEP-90 Svstent are identical to the predicate
devices KOG30 and KO32816, and do not raise any safety or efficacy issues,

8¢ The different quantity of energy sources bepween the MEPOD Svaweny (82 and the
predicate d{*&-wm (ROBO205 - aney (RO328 16 — one, two, or foury does not sise any
sifety andfor efficacy issoes with respect o power sutprl regarding tomd surtace area
covered,

S The ditferent-quantity of energy sources borween the MEP-90 Sveteny (82) and the
predicate dm oS CRO6UNS - oue) tRUB2E 16 ~ one, two. or Tour) does aop raise any
safety andfor efficacy isshes with respect to power cutput regarding time,

- The oo 11;'3:“'%*01 of patient comact materials of constraction for the MEP-90 Svsiem
do not ratse any biocompatibility (ssues when compared 10 KO6U3DS and KO32816 4
ao patient contact s requived wnd the mmaderials bave been verified 1o be
hocompatible,

L= Thechronie genetic disorder of androgenic (androgenetie) alopecia, although
considered the same between miales and Temales, {EU g};‘:::»csu some differences in the
symptomelogy between the two sexes, These differences do not raise any questions
of safety and effectiveness, only the appropriate é H nees in wordimg bevween the
indications For Use bevween the MEP-20 and the Pre 3 icate Device KO60305,

g
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12 Vhe climteal Tact that the hair loss sy Tplons ¢ A omen begin o oan "M shaped loss o
the forehead versus the clrenlar o Hnear bogiming at dw fomale orown does not ralse
anmy questions of safely and effectiveness, o nlx the appropriate differences i wording
between the Tndications For Use between the MEP-90 and the Pradicaie Device
BABHALS

3= The comparison of males to the Norwood Hamilion hair loss seale obart versus the
compansorn o females o the Lodwig chart and the Savin chart doesnouraise any
guestions. of satewy and C!EL&.§‘X enss, only the appropriate differences iy wording
Boebveen the Indications For se hetwesn the MEP-O0 and the Predicale Devie
KO6305.

feb Phe Fizpatrick skinwmng classification s idention] Tor both mades and Tomales
therelore that dossnol rasse oy guesiions of salety and elfectveness, only the
appropriate ditferences inwording between the Indications For Use between the
MEPSOU and the Predicate Deviee RUBA,

13- We L»am? the jorm Tadjunctive” due o the availahility of other reatment options W the
physician and o meet the eriterion of evidenoed Based medicime (BERM)

The MEP-98 SYSTEM is subsiandally equivalent te the predicate devices as 1t has the same
prendenuser leehnnlosieal -'h;w;zsﬂ.er'aiém‘ encrgy delivered: materials, performance, safety,
eilectiveness, abeling, Mocompatihility, and meets the same reguiatory standarnds,
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08 Bidwest RE LLC, ProtocolMEP-S0A-CDA dated Aprit 2008, This informationiz notio be reproduced
or made available or communicated fo third parties yniess gxp sppr isowriting Infringemants
wiitl resultin Habiilly claims and prosecation. Al vighty resarved, including in the case of other patents
to be graoted or industrial designs to be registerad,
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Research Staff Training

All members of the Research Team. including the Principal Investigator,
were required 1o undergo training and be qualified in specific areas prior to their
involvement of the Study.

To being s.zppm\ ed/qualified with the IRB, all staft members were required to
successfully complete the tfollowing before participation:

= National Institutes of Health (NIH} Office of Extramural Research

. 4

course, "Protecting Human Research Subjects
¢ Provide their curriculum vitae (CV)

Upon receipt of IRB approval. all members of the Research Team. including the
Principal Investigator, received formal training and were qualified in the following:

e MEP-90 System Operation

*  Execution of Informed Consent Procedures

*  Execution of Screening Procedures

¢ Application of Treatments With the MEP-90

*  Photography and Documentation Procedures

«  Hair Count Procedures (Principal Investigator and Research Coordinators
only})
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midwes!

Food and Drug Admimistration v
L enter For Devices and Radiologica] Health

Document Mail Center ~W066-G609 ROV
10903 New Hamipshire Avenue

Silver Spring. MD 20993-0002 Recewed

ATTN: PTG Avig Chowdhury

Subject: Response to Your 10/30/09 Letter Referencing S10(K) Submission K091496
Request For Extension of Deadline Due to SHHK) Modifications’ Request

Dear LTIG Chowdhury:

I amy inreceipt of your emait and attachment titled "K091496 - AL_S2.doe” of October 3™
My staff and | reviewed it along with all the ce:‘r“uanm“sds:a‘ece between Midwestand the FDA w
date. Please consider this correspondence as‘an initial response to your requests; with the remaining
response 1o be submitted after our completion of the recount ol 99 of E e microseopic photos.

Your October 30" Tetter was broken down into two main sections, T am providing our
responses by those designated section

fon 1

Altarnativ Analvsis

Thedgency still finds serious limitations with the data you have submitted. Short of conducting an entirely
new trial designed to better minimize these concems, the following Is suggested 28 an alternative. Pleass
consideriaking 2 random sample of the sublects in the ial (st least 50%) Have three individuals rescount
e halr growth for these sublects in such & way that they are unaware of the previous halr counts, the
other re-counters’ hair counts, any patient identifiers, or the tme-point of assessment (s baseling, 10
week follow-up, 18 week follow-up, eic.). This could be achieved by collecting all photographs used in
determining the hair count for these sublects, and de-identifying them (by assigning sgch subject / time-
paint photo some Unigue identifier via a system not accessible 1 the counters, then presenting them in
some random fashion such that subject identity and tme are not known or Inferred by the counters.} the
revised counts for this subsample of the data were In relatively good agresment with the original counts,
wwould provide soime sgsurance to rule out the possibility of an over-estimation of hair counts dus o'z
gitigle, un-blinded Wnvestigator. It would also provide some estimate of the variability associated with the
initial hair counts,
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My staft and [ do have some specific issues/questions concerning ong portion of this
statement:

i the revised counts for this subsample of the data were in relatively good agreement with the
uriginal counts, it would provide some assurance 10 rule out the possiblity of an over-estimation of halr

counls due to g single, un-blinded investigator.

We fully understand your concerns regarding the necessity “to 'uia.‘ out the possibility of an
over-estimation of hair counts due o a single, un-blinded investigator”™ We interpreted vour “good
agreement with the original counts” to be some form of an acceptable “standard deviation™ which
will be used to determine your confidence level in oursstatistical conclusions we have previously
presented.

However, unlike other felds ol medicl g
i‘kh\ilﬁ’{?‘ ¢i {hi-pari cmE diameter, femmur length, abdontinal circumterence, start of mensesy eic, there

[
s

e that have well-established parameters; eg
i
i8S no precedents on hatr count "standard devigtions™ for error

We therefore are assuming what you arg i‘CfLTTii‘sﬂ to-is sometype of validation of the
“confidence interval”™ (C). As you are aware thisis a particular kind of interval estimate of
a population parameter. In this case, we are ata:@;uming wvou realize it would have 1o be based
individualhuy on the human hairs of each subject.

As M. Miller ks aware; one cannot provide a “contidence interval™ (Cly without qualifying it
with a “confidence iuzwl. which of course 15 expressed as a percentage of confidence in the counting
{usuatlv +5%:).

My submission dated September 30, 2009 on pages 16 through 19 the Baseline, 10-Week,
aned | 8-Week hair counts obtained were submitted. ' What miakes your wor 1 ing disconcerting 1o us is
that the calculation of a “confidence interval™ 15 M' mated by the paras metic process, the branch of
statistics that assumes data comes from a type of probability distribution and makes inferences about
the parameters of the distrbution,

With androgenic alopecia, there 15 no “probability distribution,” nor itté’{:i‘mmcx about the
parameters of said distribution, because no bwo women are identical. This is best Ga,me:z trated by
comparing (b)) | as presented on page 16 of the September
30% submission:

« (0)6) had a Baseline Hair Count of 95 whilg(b)(6) was 80
€ had an 18-Week Hair Count of 134 while|(P)(E) was 113
¢ Yef, both demonstrated an increase of 41% hair growth at the 18-week level

Therefore it should be expected that there could be a high percentage of relatively minor
differences in the recounts. We believe these differences may be slightly greater than £5%.

J
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We ask that vour statisticican will accept the average deviation to be nz£3%. Of course if

ANV TECOUNt VANANCEs Were 10 occu 'ztﬂ'ca.t ing the overall outconie, we are asking what your critenion
I

will be as to determine what {5 statistically significant,

We therefore would submit any increase to be an improvement in the Study results and any
decrease would constitute a deficiency, sf’ lowered a subject below the 18-Week Hypothesis,

This s one of several reasons Fmade the statement on page 33

We fully understand the FDA's consumer protection mandate and are more than willing o
provide what is necessary for you o be able to approve Ihu MEP-90 as SE. Therefore, we offer the
following as viable solutions (o the issues vou have presented, and more bmportant, these solutions
would meet basic statistical theorems and required criterion for a valid statistical analysis.

Part 1 — Verification Of Baseline, 10-Week, and 18-Week Hair Counts

Py Weowill contract at least three mdividual professionals, e, Registered Nurses (RN},

and/or have at least g Bachelor of Science degree in ’*«‘iﬁihu natics (hereafter referred
to as Mcounters™) to perform hair counts on 33 cach Baseline. 33

g 107
aen 10-Week and
2

¢
33 cach 18-Week images each This would represent a recount of -
generated for the Study r s regarding 510(k) application I\EB‘)H‘}(},

2} None of the "counters” will have any type of professional/personal relationship or
attiliation (previous, present, or future} to the manufaciurer, the Study, the Principal
investgamr, of 1o ¢ach other.

5% of all images

i
|
|
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3y Whereas the “counters™ will be presented an overview of the Study, since they have
no prior knowledge of s existence, they will have no knowledge of the specifics of
any of the sublects” photos they will be counting. That {8 they will not be aware of
at what point in the Study a specific photo was taken, who the Subiject was, what th

resulis of the ortginal count ofd

fos

the other counters.

e
1at photo was, nor what the count{s) were obtained by

4} The images will be equal parts Bascline photos (33, 10-Week photos (33), and 18-

Week photos (33). The photos will be sequentially numbered for control purposes:
the numbering system will start out with 3001 and progress to 3099, However, their
position placenient will not be sequential within the counting publication,

Example

(b)(6) Baseline photos, 10-Week photos. and 18-Week photos could be

placed as follows:

Type

imave ¥

Baseline: 3033
Hh-Week: An
P8-Yeek: A58

3} One roster will exist concerning all 99 microscopic photos focation and be in the
possession of an individual not associated with Study and/or the counters.

H Subieclinitial 10 Weeh 18- weel
1o Photos Photo

i
(b))

015
3058
032
3048
3016
3046
3038
307
3040
3078
3008
370
3024
3079
3052
3083
3004
3083
3018
3034
3080
J008
nzs
3080
018
3042
S0y
Joet
343
320
3628
I8
3009

203
o4y
00t
073
3012
48
ey
3002
374
3430
3085
3041
J051
3078
3036
3085
359
F0RE
3028
3075
30564
3088
08T
3055
aury
3066
4022
3586
0
2095
3087
044
J087

Fhato
3061
2072
3pag
3084
3082
aney
3089
3063
3013
3050
3087
3003
30893
3014
3084
3037
3064
3080
3008
3088
Anas
3025
ne?
3026
2085
3033
J088
aozy
2068
3082
3010
021
2045
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(b) s

S tasn el Hares

D

(b ) (6 ) B B

&1 Each counterwill be provided wiitten instructions of how to count the hairs, and
will do so directly on the sample page provided with an indelible colored pen (three
separate colors).
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Reporting of Verification Of Baseline, 10-Week. and 18-Week Hair Counts To FDA

Baseline Validation

I We will provide vou wi i va spreadsheet presentation of these counts in the following
Sampleformart containing the reguls from 33 Subjects: dhepe ol thevounersvill

swer sesivpuisay amy pasd af this pesaets

Becount Wornonce
Count Shuedy Initial nitial Imitial Total in From

Subject Imaae initial Recount Recount Hecouni Recount nilind Intial
1 BNumber Count 1 ‘ 3 Average \Variance Coun
(b)(8) (b)(4)

Subject 1D# - Only the report provided 1o the FDA will have the Subject 1D#
mndhcatad,

Count Image Number — Sequentially numbered for control purposes. the numbering
system will start out with 3001 and ;}ii:ﬁi‘i}}lﬁ 0 3099, Their positon placement will
not be sequential within the counti 3;;{ spreadsheet, nor will any previous calculations
be available o any of the counters.
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10-Week Validations

We will use the same contracted three individuals, to perform the 10-Week and 18-
Week Hair Count validations: Like the Initial Count validations, they will not have
any indication of what timeframe, Subject 1D, other counters” results andfor previous
resuits,

As previoushy discussed, the Counters will not have any indication of what type of
phota they will be counting,
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iFi

(b))

Forthe 10-Week Recounts, we will provide vourwith aspreadsheet presentation of
these counts in the following somple format contaiming the results Trom 33 Subleas

{(Mond el the enuniers vl Svarseeireview fsse Yeniane

Siudy MWK WK I0WE - Recount Recowit Vanin e

Eount Study Siudy MWK Recount Recount Hecouit  1099R n Fram
St Ihaee Bilal L Weel Gainlar: Colntet Counter Lounier fAeelone 10NE TONR
Mumbe:r Count Count % i - - Lounl Jaranee tount
(b)(4)
Subject IDF - Only the report provided to the FDA will have the Subject ID#
indicated,

Wmmﬂ Sequentially numbered for control purposes, the numbenng
system will start out with 3001 and progress to 3099, Their position placement will
not be sequential within the counting spreadsheet, nor will any previous calculations
be available to any of the counters.

5 luitisl € ~ The “imtial count” generated and reported as part of the Study
{see page 1617 and/or page 18-19 of my September 30, 2009 submission). Only the
report provided to the FA will have the Initial Count indicated.

study 10-Week € ~The 10-Week Count generated and reported as part of
the Study (see page if}—«l?ui’ my September 30, 2009 submussion). Only the report
provided 1o the FDA will have the 10-Week Count indicated.
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18-Week Validations

We will use the same contracted three individuals, o perform the 10-Week and 18-
Week Hair Count validations. Like the Initial Count validations, they will not have
any indication of what timeframe, Subject 1D, other counters’ results and/or previous
results,

As previously diseussed, the Counters will not have any indication of what wepe of
photo- they will be counting,

fee
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For the 18-Week Recounts, we will provide you with a spreadsheet presentation of
these counts m the following sample tormat ¢

PN e at fee cnaistors oell el spelrev e

ntaining the results from 33 Subjects:

o
e

£
B g i g

Binily TIWK 100K 109M Recount Rocoumt Varnance
Count Shudy . Study I0WE Hecount Recount Recount 100K To Feurm

Subject Imate Inifial 10 Woek Dainloss Counler Coontel Counter Averine  10-WK WE
1D  HMumber Lolnt Caunt i 1 - 3 Count  Usilance Count

Subject ID# - Only the report provided 1o the FDA will have the Subject ID#
indicated;

Lmage Number - Sequentially numbered for control purposes, the numbering system
will start out with 3001 and progress to 3099, Thedr positien placement will not be
sequential within the counting spreadsheet, nor be available 1o -any of the counters.
Study Initial Count — The “initial count” generated and reported as part of the Study
{zee page 18-19 of my September 30, 2009 submission). Only the report provided to
the FDA will have the Initial Count indicated.

Study 18-Week Count — The 10-Week Count generated and reported as part of
the Study (see page 18-19 of my September 30, 2009 submission). Only the report
provided to the FDA will have the 18-Week Count indicated.

LW h He . )~ The obtained count by Counter #1 as generated on
“Count Sheet.” See page 6 for “Count Sheet” example. 7 he valve
Firwd ong g weyivaaied inogreen i lor demionsiran

5

£
red witl by tuken from the Counter’s Connt Sheet an
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2o lndications Tor Use—Beduce Halr Loss and Adiunctve Hse Clalms

Your proposed Indications for use, "Adjunctive use for the treatment of androgenio glopecia in females;
the MEP.S0 is indicated to promote hair growth ardior rediice the rate of hair loss of females with
androgenstic alopecia who have Ludwig and Bavin Hadr Loss Scale classiications of Fo Hand who have
been determined 1o have g Flzpatrick Skin Typlag of o W are ot the same as predicate KIB030E's
indications for use. Your clabme for “adipnctive use for the treatment of andmgenic alopecia in females”
and “reduce rate of balr loss in Termales,” are not found in predicate KEBI308,

= Adunctive use Tor the treatment of androgenic alopecia in Temales:

w0 You responded on Page ¥, paragraph 4 that you are offended by this contradictory
statervant and feed thet It rabses concems over the objectivity of the review, it appears
that our understanding of the term Yadivnctive use” 5 not the same as yours. The
Agency uses the term Yadiunctive” to mean use in combination with other therapies,
where as, you sppesr o define the term fo mean use with the availability of other
treatment options, According o our definition of adiunctive tomean use with the
combination of other therapies, the fterm adiunciive needs 1o be deleted from vour
Indications for Use since vou stated that vou have sxciuded all other therapies during
yurtreatment,

% Rer:i%s&e Rate of hair loss in females:

Your response on Page 98, paragraph 2 states that it is not possible 1o estimate a rate of
hair toss. e addBion evidence of hale growth dogs not necessariiv suppodt prevention of
hair loss since the number of hairs being counted could be the result of new halr growth
minus continued hairloss, Ploase rermpove your “reduce hair loss” olaie, or  vou decide
o plrsie s clalm, you must provide clindealb data,  This clinica! study would require 3
lead by opariod Yo first deterimine cwhat i @ dindividual's aormal rate of loss bealorg
treatoment o order o show an effect on the rate of foss,

Pursuant to the previous, we wish o' submit e medified "Indications For Use® for 516tk
E091496 as yvou prescribed:

indications For Use: The MEP-9) is a non-heating lamp as described under the provisions
of 21 CFR $R90.5300 and is indicuted for:

The treatment of androgeniv alopecia in females by promoting hair
growth of females with androgenetic alopecia who have Ludwiy and
Savin Hair Losy Seale dlassifications of 1 to 11 and who have been
detersiined toohave g Fippulriel Skin Typingof § 1o IV,

Thischan
Tocations i our «

requires modification of curoriginal 310K apphication i the following
givt submission

ol

B
&
1

« Bevised Form FIXA 3514

¢ Revised Indieations Por Use

¢ Revised 3100k) Summary

+ - Revised MEP-O0 Hatr Growth Stimulation Svstem SPECIFICATIONS
* Revised MEP-90 Hair Growth Stimulation Svstem Operation Manual

have enclosed the pertinent changes Tor vour reforence and reviews
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION =
Expiration Date: August 31, 2010,

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Staterment on page 5.

FDA Submission Document Number (if khawn)

K09149%

Form Approval
OMB No. 8010-0120

Date of Submission User Fee Payment ID Number

May 15, 2009 MD6042910-956733
PMA

PMA & HDE Supplement POP 510(k} Meating
[ original Submission | [} Regular {180 day) [ original POP Griginal Submission: 7] Pre-510(K) Meeting
Premarket Report D Special Netice of Complatien Traditional D Pre-IDE Meeting
|:| Maodular Submission D Panel Track (PMA Cnly) [:] Amendment to FOP D Special D Pra-PMA Maeting

[ Amendment 1 30-day Suppiernent ] Abbreviated (Complete | [ Pre-POP Meeting
[ Repext [T 30-day Notice section |, Page 5) [] oay 100 Mesting
[ Report Amengment | [] 135-day Supplement [} Addional Iafarmation [_] Agreement Meating
D Licensing Agreement D Real-time Review D Third Party D Determination Meeting
[J Amendment 1o PMA (] other (specify):
8HDE Supplement
[1 other
IDE Humanitarian Device Class 1 Exernption Patition Evaluation of Automatic Other Submission
Exemption {HDE) Class Ill Designation
D Original Submission D Onginal Submission D Original Submission D L. (De No.vo.] D 513(g)
. . Original Submission
Amendmant ] aAmendment [ Adaitional Informaticn m - i 3 other
D Supplemant E:] Supplement Additionai Information (descnbe submission):
|:| Report

|:| Repart Amendment

lves [Ono

SUBMITTER, APPLICANT OR SPONSOR

Have ym.] used or ¢ited Standards in your submission? (If Yas, plsase complele Seclion I, Page 5)

SECTIONB

Company / Institution Name Establishment Registration Number (if known)
Midwest RF, LLC 2134565
Division Name (if appiicabla) Phone Number {inciuding area coda)
(262 ) 367-8254
Street Address FAX Number {mcluding area coda)
1050 Walnut Ridge Drive € 262 ) 367-8544
City Stata / Province . ZIP/Postal Code Country
Hartland Wl 53029 USA
Contact Name
Helmut Keid!}
Contact Titka Contact E-mail Address
President helmut@midwestcomposite.com
SECTIONC APPLICATION CORRESPONDENT (e.g., consultant, if different from abave)
Company / institution Name
Division Name {if applicable) Phone Number (including area coda)
{ )
Street Address FAX Number fincluding area cods)
( )
City State / Province ZIP/Postal Cade Country

Contact Name |

Contact Title Contact E-mail Address

FORM FDA 3514 (9/07) PAGE 1 of 5 PAGES

P tiwghica (B2 BF

Revised page 5 of 102 Pages - MEP-90 510(k) K091496 Application Dated May 15, 2009

.
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

D Withdrawal
D Additional or Expanded [ndications
D Request for Extension
Post-approval Study Protocel
D Request for Applicant Hold
DRequest for Removal of Applicant Hold
D Request to Remove or Add Manufacturing Site

D Change in design, componert, or
specification;
[:l Software / Hardware
[ cokr Additive
D Material
D Specifications
] cther (specife hetow)

D Locaticn change:
D Manutacturer
[ sterilizer
D Packager

|:| Pracess change:
|:| Manufacturing
D Sterilization
D Packaging
|:| QOther (specify befow}

[:| Response te FDA correspondence;

D Labeling change:
Indications
D Instructions
D Performance
[ shett Lite
D Trade Name
|:| Other {specify below)

D Repert Submission:
|:] Annual or Periodic
D Post-approval Study
D Adverse Reactien
D Device Defect
D Amendment

] change in Ownership
D Change in Correspondent
D Change of Applicant Address

7] other Reason (specifst:

SECTION D2

D New Device

[7] New Indication

{7] Addition of Institution

D Expansion { Extension of Study
(1 IrB Centfication

D Termination of Study

[:| Withdrawal of Application

[ unanticipated Adverse Ettect
[:l Notification of Emergency Use
D Compassiohate Use Request
D Treatment IDE

E] Continued Access

REASON FOR APPLICATICN - IDE

D Change in:
L—_| Correspondent / Applicant
[ pesign ! Device
D Informed Consent
D Manufacturer
D Marnufacturing Process
D Protecol - Feasibility
D Protocol - Other
D Sponsor

|:| Report submission:
L___] Current investigator
D Annual Pregress Raport
[ site waiver Repont
[ Final

El Repose to FDA Letter Concerning:

D Conditional Approval
D Deemed Approved
[ Deficient Final Repart
D Deficient Progress Report
D Deficient Investigator Report
D Disapproval
D Request Extension of

Time to Respond 1o FDA
D Request Meeting
D Request Hearing

[1 other Reason (specify:

SECTION D3
New Device

REASON FOR SUBMISSION - 510(k)

|:| Additional or Expanded Indications

D Change in Technotogy

D Other Reason fspecifi):

FORM FDA 3514 (9/07)

PAGE 2 of 5 PAGES

Revised page 6 of 102 Pages - MEP-90 510(k) K091496 Application Dated May 15, 2009
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SECTION £ ADDITIONAL INFORMATION ORK 510{(K) SUBMISSIONS
Product codes of devices to which substantial squivatence is ctaimed Summary of, or statement conceming,
safety anc effectiveness information
1 H HN 3 . 4
OAP N B 510 {k) summary attached
5 [ ) 7 a D 510 (k) ataternent
Infarmation on devices to which substantial equivalence is claimed {if known) )
510(k) Numbear Trade or Proprigtary or Model Name Manufacturer
5| . K0603035 1| Hairmax Lasercomb +| Lexington International LLC
.| KO032816 5| Quantum Light Therapy System ,|Stargate International, Inc.
3 3 3
4 4 4
5 5 5
8 & : 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or ysual name or classification
Lamp - Infrared - Non Heating

Trade or Proprietary or Model Name for This Device Model Number
+| MEP-90 Hair Growih Stimulation System - +| MEP-90
2 2
3 3
4 4
L] 5
FDA document numbers of all prior related submissions (regantiess of outcome)
1 F3 3 4 5 L]
7 [3 g . 12 1 12

Cata included in Submission

D Laboratary Testing D Animai Trials . Human Trials
SECTIONG PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Saction {if applicaiie) Davice Class
OAP 21CFR §890.5500 okt @oimsen
Classification Panel |:] Class It D Unclassified
Infrared Lamp

Indications ffrom labelina)

The treatment of androgenic alopecia in females by promoting hair growth of females with androgenetic
alopecia who have Ludwig and Savin Hair Loss Scale classifications of I to Il and who have been determined
1o have a Fitzpatnick Skin Typing of [to IV, '

FORM FDA 3514 (9/07) PAGE 3 of 5 PAGES

Revised page 7 of 102 Pages - MEP-80 510(k) K091496 Application Dated May 15, 2009
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Note: Submission of this infermation does not affect the need to submit a 2881
or 2881a Device Establishment Registration form.

SECTION H

Facility Establishment |dentifier (FEL) Number

monginal
Oadd [ peiste

FDA Document Number (if known)

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

IE Manutacturer D Coniract Sterilizer

|:| Contract Manufacturer

D Repackager / Relabeter

Company / Institution Name

Midwest RF, LLC

Establishment Registration Number

2134565

Division Name (if applicabie)

Phone Number {including area code)

{ 262 ) 367-8254

Street Address

1050 Walnat Ridge Drive

FAX Number (ingluding area code;

( 262 ) 367-8544

City

Hartland

ZIP{Postal Code
53029

State / Province

Wi

Country
USA

Contact Name Conltact Title

Helmut Keid} President

Facility Establishment Identifier (FEI) Number

D Qriginal

[Jass [Joeete

D Manutacturer |:| Contract Sterilizer

|:| Contract Manufacturer

Contact E-mall Address

helmutf@midwestcomposite.com

|:| Repackager / Relabeler

Company { Institution Name

Establishment Registration Number

Division Name {if applicable)

Phone Number (inciuding area code}

( )

Sireet Address

FAX Number finciuding area cove)

{ )

City

State / Province ZIP/Postal Code

Country

Centact Name Contact Title

Facility Establishment Identifier (FEI} Number

] original

lasd  [oetete

D Manufacturer D Contract Steritizer

D Contract Manufacturer

Contact E-mail Address

D Repackager I Relabeler

Company f Institution Name

Establishment Registration Number

Division Name (if appficable)

Pnone Number (inciuding area code)

{ )

Streat Address

FAX Number (including area code)

{ )

City

State / Province ZIP/Postal Code

Country

Contact Name Contact Title

FORM FDA 3514 {3/07)

Contact E-mail Address

PAGE 4 of 5 PAGES

Revised page 8 of 102 Pages - MEP-90 510(k) K091496 Application Dated May 15, 2009
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SECTION | UTILIZATION QF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Deciaration of Conformity to a Recognized Standard”
statement,
Standards No, Standards Standards Title Version Date
Crganization
1
Standards No. Standards Standards Title Version Date
Organization ’
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No, Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
[
Standards No. Standards Standards Title 7 Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of informatien is estimated to average 0.5 hour per response. including the time for reviewing instructions, searching
existing data sources, pathering and maintaining the data needed, and completing reviewing the collection of tnformation. Send commtents regarding this burden
estimate or any otlier aspect of this collection of information, including suggestions for reducing this burden to:
Food and Drug Administration
CDRH (HFZ-342)
' 9200 Corporate Blvd.
Rockville, MD 20850
An agency may not conduct or sponsvr, and @ person is not required to respond to, u collection of information unless it displuys a currently valid OMB control

FORM FDA 3514 (9/07) PAGE 5 of 5§ PAGES

Revised page 9 of 102 Pages - MEP-90 510(k) K091496 Application Dated May 15, 2009
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INDICATIONS FOR USE

510(k) Number: K091496

Device Name: MEP-90 Hair Growth Stimulation System

Indications For Use: The MEP-90 is a non-heating lamp as described under the provisions
of 21 CFR §890.5500 and is indicated for:

The treatment of androgenic alopecia in females by promoting hair
growth of females with androgenetic alopecia who have Ludwig
and Savin Hair Loss Scale classifications of | to I1 and who have
been determined to have a Fitzpatrick Skin Typing of I to IV.

Prescription Use: v AND/OR Over The Counter Use:
(Part 21 CFR 801 Subpart D}

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Revised page 10 of 102 Pages - MEP-30 510(k) K091496 Application Dated May 15, 2009
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51 0.(k) Summary

(as required per 21CFR; §807.92)

MEP-90 Hair Growth Stimulation System

I. Applicant ........ ‘ Midwest RF LLLC
1650 Walnut Ridge Drive
Hartland, WI 53029 USA

Phone: (262) 867-8254
Fax: (262) 867-8554

II. Contact Name...... ' Helmut Keidl, President
helmut@midwestcomposite.com

ITI. Device Name

Proprietary Name ..., MEP-90 Hair Growth Stimutation System
Common/Usual Name(s) .......ccooevevevvrivevenn. Light Therapy Hair System

Classification Name ...............ccocoiiiiivecenens Infrared Lamp per 21 CFR 890.5500
Product Code(s) .....ccoooiiiiiiii e OAP; NHN

IV. Predicate Devices

510(k) Number Device Manufacturer
K060305 Hairmax Lasercomb Lexington International LLC
K032816 Quantum Light Therapy System Stargate International

Revised page 11 of 102 Pages - MEP-90 510(k) K091496 Application Dated May 15, 2009
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V1. Indications For Use

The MEP-90 is a non-heating lamp as described under the provisions of 21 CFR §890.5500
and is indicated for:

Medically prescribed use for the treatment of androgenic alopecia in females;

The treatment of androgenic alopecia in females by promoting hair
growth of females with androgenetic alopecia who have Ludwig and
Savin Hair Loss Scale classifications of T to'II and who have been de-
termined to have a Fitzpatrick Skin Typing of T to [V.

VII. Technological Characteristics

The MEP-90 is a stationary low-level laser device that promotes hair growth and provides
treatment for androgenic (androgenetic) alopecia in females. The device provides automated and
timed equal distribution of laser light to 100% of the scalp.

The MEP-90 operation is controlled by an operating system that affords the user maximum
flexibility for individual treatments. The device applies a measured very high tolerance (<+.76%)
wavelength (1) to the scalp stimulating hair growth by the proven concept of biostimulation.

VIL. Performance Data And Clinical Efficacy

A multi-phased experimental study was performed with Institutional Review Board (IRB) pre-
approval and oversight, in accordance with all applicable references of the Food and Drug Cosmetic
Act and Title 21; Code of Federal Regulations.

Androgenic alopecta in women is a chronic medical condition requiring diagnosis, treatment,
and monitoring by a licensed medical physician. The condition in women demonstrates both physical
and emotional symptoms, which requires addressing by a licensed medical professional.

For the MEP-90 efficacy determination, each subject received a total of 36 each, 20-minute
treatments with the MEP-90, over a period of 18 weeks. Results were reviewed at the 10-Week (20
treatment) and |8-Week (36 treatment) levels.

After 20 treatments (10-Weeks), 92% of the subjects demonstrated an increased hair count of
=10% with 57% demonstrating.an increase of =230%. 98% of the subjects indicated a medically sig-
nificant stabilization of their rate of hair loss.

After the 36th treatment, 97% of the subject population demonstrated an increased hair count

of 220%. A total of 89% of all subjects demonstrated an increased hair count of 230%, with 57%
demonstrating an increased hair count of 250%.

Revised page 12 of 102 Pages - MEP-90 510(k) K091498 Application Dated May 15, 2009

/la)



.0[ 510(k) KD91496 Response
midwest Wh, r/ November 13, 2009
. Page 22

87% of the subjects indicated the treatments have helped their condition, with 60% reporting
their loss rate has further slowed down from the 10-week period, and 65% reported their visible area
of the alopecia (bald spot) had gotien smaller.

100% of the linear trend plotting for all subjects of their Initial, 10-Week, and 18-Week hair
counts demonstrated a historical rate of increased hair growth.

No subject experienced any adverse event and/or effect from the treatments.

V1. Substantial Equivalency

The MEP-90 is substantially equivalent to other pulsed therapeutic light therapy systems cur-
rently in commercial distribution. The MEP-90 has the same intended use to the predicate device
approved for cominercial distribution under 510(k) number K060305 and technological and safety
characteristics to the predicate device approved for commercial distribution under 510(k) number
K032816.

It exceeds the clinically accepted therapeutic results standards of FDA 510(k) K060305 previ-
ously approved light therapy system into a system which provides a more controlled application and
larger treatment coverage area at no increased risk to the patient.

The technological equivalence to the predicate devices is substantiated by the wavelength and
power output generated by the MEP-90. The MEP-90 provides expanded treatment benefits and
regimens for clinical presentations already approved by the Food and Drug Administration for the
predicate device.

The MEP-90 is as safe and effective as a combination of the predicate devices listed and
numerous others. [t has the same intended use of affecting hair growth as the hair growth predicate
device (K060305). In addition, the MEP-90 has the same general indications, i.e., treating androgenic
alopecia. and the same specific indication of promoting hair growth as the predicate device.

- The MEP-90 also has many of the same or similar technological characteristics as a combina-
tion of its predicate devices. These include multiple lasers and visible laser wavelength.

The technological differences between the MEP-90 and its predicate devices, specifically the
use of red laser to treat androgenic alopecia in females, does not raise new questions of safety or ef-

fectiveness for several reasons:

First: the safety and effectiveness profile of the type, wavelength, and .power output of this type .
of laser is well established and previously cleared by the FDA.

Second, FDA’s clearance of the predicate device with a much wider wavelength tolerances
then the MEP-90’s, confirms the favorable risk benefit ratio of visible lasers.

Revised page 13 of 102 Pages - MEP-30 510(k) K091496 Application Dated May 15, 2009
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Third, the clinical data acquired confirms both the safety and effectiveness of the MEP-90 for
prescription use in promoting hair growth in the intended patient population, despite the difference in
technological characteristics between the MEP-90 and K060305. The data demonstrates clear statisti-
cal significance of the treatment results obtained and provide mathematical certainty that the results
attained did not occur by chance.

These facts exceed FDA’s substantial equivalence requirements with respect to the intended
use, clinical efficacy, and technological characteristics of the MEP-90.

While there are some technological differences between the MEP-90 and its predicate devices,
Midwest conducted an Institutional Review Board approved and monitored clinical study, with the
MEP-90, to show that the device functions as intended for its proposed indication for use without any
serious side effects or risks.

The clinical and effectiveness data demonstrates that the MEP-90 is effective in promoting hair
growth, does not present any safety issues, is classified by the FDA as a non-significant risk (NSR)
device, therefore the FDA should approve the medical device by approval of the 510(k).

Revised page 14 of 102 Pages - MEP-30 510(k) K091496 Application Dated May 15, 2005
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MEP-90 Hair Growth Stimulation System
SPECIFICATIONS

Specifications - General
The MEP-90 Hair Growth Stimulation Systém is a non- heating lamp as described under
the provisioris of 21CFR 890.5500 and is clinically indicated for use in the treatment of androgenic
alopecia in temales; the MEP-90 is indicated to promote hair growth of females with androgenetic
alopecia who have Ludwig and Savin Hair Loss Scale classifications of 1 to 11, and, who have been
determined to have a Fitzpatrick Skin Typing of [ to IV.
An Alternating Current (AC) power adapter converting AC to 24 Volts DC powers the MEP-90.
The basic system configuration consists of’
*  MEP-90 Hair Growth Stimulation System Console w/ PC, 19" LCD Monitor,
lea Wireless Computer Keyboard, lea Wireless Computer Mouse, and lea [(
Medical Grade Power Cord
* 2ea MEP-90 Safety Lock Keys
* lea MEP-90 Operation Manual

» 2ea Operator and Patient Laser Safety Glasses

-._ lea MEP-90 Warranty Registration Card

The MEP-90 System Console is equipped for wireless internet and provides the following
outputs:

s | Ethernet connection

» 8 USB2 connections (4 Available)
» 2 Audio out connections

* | VGA video out connections

* 1 Audio in connections

* | Video in connections (NTSC)

Revised page 25 of 102 Pages - MEP-90 510({k) K091496 Application Dated May 15, 2009
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The MEP-90 Control Unit’s powers 82 each 650nm visible, diffuse beam treatment lasers and
one each 875nm infrared safety LED. The 82 treatment lasers are controlled by a fixed DC signal
generator. '

(b))

Additional, but separately functioning. applications for image processing and recordkeeping
are available. All applications require factory loading as part of the final production testing and
installation.

Standards
The MEP-90 meets and/or exceeds the relevant sections of the following standards:

IEC 60601-1 International Electro technical Commission, Medical Electrical Equipment, Part 1:
General Requirements for Safety

UL 94 Tests for Flammability of Plastic Materials for Parts in Devices and Appliances.
Federal Laser Product Performance Standard

IEC 60825-1 CORR 1 Safety of Laser Products

1SO 10993 Biocompatibility

45CFR Part 15B

Operational Specifications

The MEP-90 System has the following validated operational specifications:
(b)(4)

1.2 Laser Emission Wavelength
Laser emissions shall be at 650nm (<+0.76%) measured

1.3 Laser Emission Power Output
Maximum emission power shall be <3mw/cm2 measured.

1.4 Laser Operating Voltage ‘
3.2VDC @ 50mA !

Revised page 26 of 102 Pages - MEP-90 510(k) K091496 Application Dated May 15, 2009
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1.5 Laser Operating Temperature Range
Lasers shall have the specified power output at the specified wavelength over the temperature
range of -10 to 50 degrees C.

2. Operational and Storage Environment

2.1 Operational Environment
The MEP-90 shall operate normally in the following indoor environmental conditions:
Temperature: 50°F to 104°F (10°C to 40°C)
Humidity: 15% to 90% noncondensing

2.2 Storage Environment
The MEP-90 shall operate normally after storage in the following enclosed environmental
conditions:
Temperature: -4°F to 122°F (-20°C to 50°C)
Humidity: 15% to 90% non condensing

Note: Warm up to operating temperature is required if stored at temperatures below normal operating
temperatures.

3. Laser Safety

3.1 Key Switch Lock
Laser operation can only occur when a keyed switch is in the ON position. A message shall
be displayed on the operator display when the key switch is in the locked position.

3.2 Patient Interlock
There is an interlock device that allows the lasers to only function when the patient’s head
is present in the laser dome. A message shall be displayed on the operator display when the
patient interlock is locking out laser function because the patient’s head is not present in the
laser dome.

(b))

4. Laser/Patient Interface
4.1 Distance From Patient
The laser dome is designed such that all lasers are positioned approximately [-2 inches from
the therapy area of the patient’s head.
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(b))

4.3 Safety Glasses
Two pair of laser safe eye protective goggles shall be provided with the system. These

goggles block the wavelength (1) of the following:
OD 53+ @ 190-375 nm
0D 2-3 @ 630-660 nm
0D 3+ @ 660-690 nm
OD 6+ @ 690-700 nm
OD 6+ @ 10,600 nm
5. Patient Interface

5.1 Laser Dome

The Laser dome is large enough to accommodate a 99th percentile male head with maximum
17" space between the patient’s head and the face of any laser in the dome.

The laser dome does not cover any area of the patients face.

The laser emission pattern covers the entire hair growth area of the head, not including the
face and neck, of a 99 percentile male head.

The Laser pattern covers the entire therapy area at the working distance.
5.2 Patient Positioning

The Laser dome can travel from the center of the dome to the floor with a maximum range of
44" to 64.7

The Laser dome travel is controlled by the operator with the operator controls.

(b))

Adequate clearance exists for a chair or other seating surface to be positioned for the patient
to be seated in during treatment.

(b))

Revised page 28 of 102 Pages - MEP-90 510{k) K091496 Application Dated May 15, 2009
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6. Operator Interface

(b))

6.1.1 The available Operator Controlled Functions are:
6.1.1.1 Laser Dome up and down movement over the travel limits.
6.1.1.2  Treatment “Start”, “Stop™ and “Pause¢™.
6.1.1.3 Laser dome height oscillation on and off.
6.1.1.4 Laser dome height oscillation distance.
6.1.1.5 Laser dome height oscillation dwell time.
6.1.1.6 Treatment time adjustment between 0 and 60 minutes.
6.1.1.7 Running countdown of remaining treatment time during treatment.
6.1.1.8 Notification when treatment has been s;opped or paused.
6.1.1.9 Notification that treatment has started and running
6.1.1.10 Notification that key switch has been locked.
6.1.1.11 Notification that laser dome has hit an obstruction.
- 6.1.1.12 Laser on time (duty cycle) adjustment.
6.1.2 The available Operator Controllable Settings are:
6.1.2.1 Laser height oscillation distance default.
6.1.2.2 Laser dome height oscillation dwell time defauit.
6.1.2.3 Treatment time default.

6.1.2.4 Laser on time (duty cycle) default.
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6.1.3 Software Safety Requirements

6.1.3.1 If obstruction safety switch is actuated, lasers will off and machine will go
into pause mode if in the middtle of a treatment. Laser dome “up” function
will continue to function. Once the obstruction is cleared the treatment time
can be resumed from where it was interrupted if the device was in the middle
of'a treatment.

6.1.3.2 When a treatment is paused using the pause function, the laser dome “up”
function will continue to operate. Upon restarting of the treatment, via the
“Start” function, the treatment will be resumed with the remaining time
indicated when the *Pause™ function was activated.

6.1.4 Hardware Controls
A power switch that activates power to the entire system including peripheries and
-accessories is provided. The switch meets all UL requirements.

7. Power Requirements

7.1 Input Power
Device shall operate normally with:
85VAC — 265VAC at 50/60Hz

7.2 Computer and Periphery Power
Two switched and fused outlets are provided on the device itself for powering the
operational computer and another periphery device.

7.3 Hardware Power Requirements
24VDC @ 10 amps
12VDC @ 10 amps
3VDC @ 10 amps

8 System Enclosures

8.1 Housings
(b)(4)

8.2 System Enclosure Mobility
Casters are provided for mobility of the system enclosure. Two of the casters are
lockable and swivel 360 degrees.
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8.3 System Enclosure Size

System enclosure is a maximum of 30” in both length and depth so as to fit through
entrance and passage doors. The height of the system enclosure allows for passage
through entrance and passage doors,

8.4 System Enclosure Controls

8.4.1 Control Display

A horizontal work surface shall be provided at desk height with space to
“support the control display.

8.4.2 Control Keyboard

A horizontal work surface shall be provided at desk height with space to
support the control keyboard.

8.4.3 Control Mouse

A horizontal work surface shall be provided at desk height with space to
support the control mouse.

8.4.4 Controls Work Surface Adjustability

Operator controls work surface is adjustable in three positions as it relates to
the laser dome position; 90° to the right, 90° to the left and [80°to the rear.

This adjustment can be made by authorized service personnel only.
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to be granted or industrial designs to be registered.

21

2

23

Revised page 81 of 102 Péges - MEP-90 510(k) K091496 Application Dated May 15, 2009

DY



mz’cfwés/ ww r/

MEP-90 Oparation Nanual - Yersioa 10% - Novembar 2009
Page 6

510(k) K091496 Response
November 13, 2009
Page 32

midwes! 1M" d

NS

rad waedd

-
]

66

The papilla is usually ovoid or pear shaped with the matrix wrapped completely around it, except for a short
stalk-like connection to the surrounding connective lissue that provides access for the capillary. Stem cells are located
at the junction of the arrector and the foilicle, and are principally responsible for the ongoing hair production during the
process known as the anagen stage.

The MEP-90 uses 82 lasers with diffused beams and a wavelength of 650nm each. The vast majority of

y .ty

maaufacturers set their wavelength tolerances at £5% or +5 nanometers. This translates Lo their uctual wavelengths

an '

varying as much as 617nm to 683nm. However the MEP-90 utilizes measured wavelengths of 6530nm to 650.8nm.

This allows maximum coverage of the scalp, thus simultaneously stimulating all of the components cells of
the hairs® anatomy. We use a specific power output, with each beam measured. Our clinical research verified that
6530nm. with our specific power output, is the ideal combination, because it demonstrated the maximum positive effect,

complete coverage, and total safety to both the patient and the operator.

Clinical Study Overview

Midwest RF sponsored an experimental type clinical and data acquisition study hetween the period August
2008 and May 2009. Its objective was to determine the clinical, technological, and regulatory efficacy of therapeutic :
treatments using the MEP-90 Hair Growth Stimulation System, on medically diagnosed female subjects with androgenic

(androgenetic) alopecia.

The Study was conducted under the direct supervision of a licensed physician, with strct adherence to all |
pravisions of Title 21, U.S.C.; Title21, Code of Federal Regulations; Title 45. 1J.5.C.; and Title45, Code of Federal N
Regulations. The type, methodology. protocol, and execution of the Study were pre-approved and monitored by a

federally sanctioned Institutional Review Board (IRB). 1
The results of the Study support the MEP-90's Indications For Use which are:
Use for the treatment of androgenic (androgenetic) alopecia in females and is indicated to promote | *

hair growth of females with androgenetic {androgenetic) alopecia who have Ludwig and Savin Hair Loss | .
Scale classifications of I to 1T and who have been determined to have a Fitzpatrick Skin Typing of I to IV,
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We assume that the completed data requested in your October 30, 2009 letter wil! be the final
submission necessary for 510(k) approval of K091496.

We estimate the “count validation™ to carry an additional cost of approximately $20,000 and
require at least 300 man hours to insure accuracy and eliminate any potential of bias.

According to a letter received via fax from Ms. Marjorie Shulman on November 3, 2009, we
would have until December 3, 2009 to provide you with your requested data. In consideration of the

additional costs and time involved, we request an additional 28 days to complete the requirements.

In addition. we wish to receive your acknowledgment of the FDA’s acceptability of how we
intend to execute the requirements.

Please advise as soon as possible.
Thank you in advance.

Sincerely;

Midwest RF LLC

LM

Helmut Keidl
President
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10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20393-0002

FEB 9 3 2010

Midwest RF, LI.C

% Mr. Helmut Keidl
President

1050 Walnut Ridge Drive
Hartland, Wisconsin 53029

Re: K091496
Trade/Device Name: MEP-90 Hair Growth Stimulation System
Regulation Number: 21 CFR 890.5500
Regulation Name: Infrared lamp
Regulatory Class: Class 1l
Product Code: OAP
Dated: January 15, 2010
Received: January 20, 2010

Dear Mr. Keidl:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application
(PMA). You may, therefore, market the device, subject to the general controls provisions of the
Act. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class IIT (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements conceming your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. - You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
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CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficessf CORH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

Y ou may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda.gov/Medical Devices/ResourcesforY ou/Industry/default. htm, m /V?’

Sincerely yours, >

bl Olfz? o

Mark N, Melkerson

Director

Division of Surgical, Orthopedic
And Restorative Devices’

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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INDICATIONS FOR USE

510(k) Number: K091496

Device Name: MEP-90 Hair Growth Stimulation System-.

Indications For Use: The MEP-90 is a non-heating lamp as described under the provisions
of 21 CFR §890.5500 and is indicated for:

The treatment of androgenic alopecia in females by promoting hair
growth of females with androgenetic alopecia who have Ludwig
and Savin Hair Loss Scale classifications of I to Il and who have
been determined to have a Fitzpatrick Skin Typing of I to I'V.

Prescription Use: v AND/OR Over The Counter Use:
(Part 21 CFR 80! Subpart D)

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

Concurrence of CDRH, Office of Device Evaluation {ODE)

/.

(Division Sign-0Off) : . ‘
Division of Surgical, Orthisedic,
and Restorative Dzvices

/Lot Y 7
510(k) Number -

Revised page 10 of 102 Pages - MEP-90 510(k) K091498 Application Dated May 15, 2002
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November 03, 2009

510k Number: K091496

MIDWEST R.F. LLC.
Product: MEP-90 HAIR GROWTH STIMULATION
1050 WALNUT RIDGE DRIVE . rodue

HARTLAND, WISCONSIN 53029
UNITED STATES
ATTN: HELMUT KEIDL

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mai! Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencics. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is-a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer
nizationAct/ucm 136685 htm.

If after 30 days the additional information (AI), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Maodernization Act. You may review this document at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm(89735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. [f you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.

5



Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
" commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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510k Number: K091496

MIDWEST R.F. LLC.
Product: MEP-90 HAIR GROWTH STIMULATION

1050 WALNUT RIDGE DRIVE
HARTLANE, WISCONSIN 53029
UNITED STATES

ATTN: HELMUT KEIDL

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the,
Document Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax
and e-mail practices at _
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(89402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
hip://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer
nizationAct/ucm 1 36685.htm.

If after 30 days the additional information (A}, or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at

http://www.fda.sov/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number wil! be assigned and your submission will be considered a
new premarket notification submission.




Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

WL Dim

Matjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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510k Number: K091496

R.F.LLC.
MIDWEST LLC Product: MEP-90 HAIR GROWTH STIMULATION

1050 WALNUT RIDGE DRIVE
HARTLAND, WISCONSIN 53029
UNITED STATES

ATTN: HELMUT KEIDL

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision -
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www .fda.gov/cdrh/modact/leastburdensome.html.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at http://www.fda.gov/cdrh/mdufma/guidance/1219 html.
Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If
you then wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be
considered a new premarket notification submisston.

¥



Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 510k staff at .
(240)276-4040.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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Rockville, Maryland 20850

May 21, 2009

MIDWEST RF. LLC. 510k Number: K091496

1050 WALNUT RIDGE DRIVE Received: 5/20/2009

HARTLAND, WISCONSIN 53029 Product: MEP-90 HAIR GROWTH STIMULATION
UNITED STATES :

ATTN: HELMUT KEIDL

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH}), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, 1f the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC)(HFZ-401) at the above letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012, The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at http://www.fda.gov/cdrh/mdufma/index.html
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654 . pdf.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282())), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form (http://www.fda.gov/opacom/morechoices/fdatorms/FDA-3674.pdf) accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Ulo



“ Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007
(http://www.fda.gov/oc/initiatives/fdaaa/guidance_certifications.html). According to the dratft guidance, 510(k)
submissions that do not contain clinical data do not néed the certification form.

Please note the following documents as they relate to S10{k) review: 1) Guidance for Industry and FDA Staft
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements™. This guidance can be found at_
http://www.fda,gov/cdrh/ode/guidance/1655.pdf.  Please refer to this guidance for information on a formalized
interactive review process. 2) Guidance for Industry and FDA Staff entitled, "Format for Traditional and
Abbreviated 510(k)s". This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567 html. Please refer to
this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at www.fda.gov/cdrh/elecsub.html. In addition, the 510(k) Program Video is now available fo
viewing on line at www.fda.gov/cdrh/video/510k.wmyv .

_Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
www.fda.gov/cdrh/devadvice/". If you have questions on the status of your submission, please contact DSMICA at
(240) 276-3150 or the toll-free number (800) 638-2041, or at their Internet address
http://www .fda.gov/cdrh/dsma/dsmastaf html. If you have procedural questions, please contact the 510(k) Staff at
(240)276-4040,

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation’

Center for Devices and Radiological Health

L



Midwest RF, LLC + 1050 Walnut Ridge Drive * Hartland, W 53029
(262) 367-8254 - fax (262) 367-8544

Koy \\(éltf

May 15,2009 = .

Food and Drug Administration _ o
Center For Devices and Radiological Health e
~ Document Mail Center (HFZ-401) o
'9200 Corporate Boulevard
Rockville, MD 20850

Subject: 510(k) Notiﬁcation For MEP-90 Hair Growth Stimulation Systém

Dear Sir/Madam:

Midwest RF LLC intends to market the above referenced llght therapy system. Attached for
your review and approval 18- our SIO(k) Premarket Notification.

The compléte Table of Contents for our submission is located on the following page (p. 2).

Sincerely;

Midwest RF,LLC = SRR /CY

{Mévf/( FDA CDRH DMC

Helmut Keidl . | MAY 90 ZQDB_

Presndent e .
8 Recetved

@
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" Truthful And Accuracy Statement

1 certify'that, in my capacity as President of Midwest RF, LLC., 1 believe to the best of fny
knowledge, that all data and information submitted in this pre-market notification are truthful and ac-
curate and that no material fact has been omitted.

. {
Signature

e

Helmut Keidl
President

Date

5//5‘/@9

Premarket Notification Number

Page 3 of 102 Pages - MEP-90 §10(k) Application Dated May 15, 2009 J Ld‘



mz'afwesfwh | 1"/ |

Form Approved: OMB No, 0910-51 | Expiration Date: January 31, 2010, Sec Instnuctions for OMB Statement.

DEPARTMENT. OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER: MD6042910-956733
Write the Payment Identification number on your check.

http:/www.fda.govioc/mduima/coversheet. htmi

A completed-cover sheet must accompany each original application or supplement subject to fees. If payment is sent by tU.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:

1. COMPANY NAME AND ADDRESS (include name, street
address, city state, country, and post office code)

MIDWEST RF LLC
1050 Walnut Ridge Drive
Harttand Wi 53029 :
us
1.1 EMPLOYER [DENTIFICATION NUMBER (EIN)

391977041

2. CONTACT NAME
Reberta Keidl

2.1 E-MAIL ADDRESS

bobbie@midwestcomposite.com -

2.2 TELEPHONE NUMBER (include Area code)
262-367-8254

2.3 FACSIMILE {FAX) NUMBER (Include Area code)
262-367-8544

3. TYPE OF PREMARKET APPLICATION {Select one of the following in each colurn; if you are unsure, please refer to the application
descriptions at the following web site: hitp:/fwww fda.govioc/mdutma

3.1 Select a center

[X] CORH

[]1CBER

3.2_Select one of the types below
[X] Original Application
Supplement Types:

[ ] Efficacy (BLA)

[ ] Panel Track (PMA, EMR, FDP)
[]1 Real-Time (PMA, PMR, PDF)
[1180-day {(PMA, PMR, PDP)

Setsct an applicatian type:

[X] Premarket notification{510(k}); except for third party
[1513(g) Request for information

[ ] Biologics License Application (BLA)

[ ] Premarket Approval Appltcaﬂon (PMA)

[1Modular PMA -

[ 1 Product Deveropment Protocol {PDP)

[ ] Premarket Report (PMR}

[ ] Annual Fee for Periodic Reporting (APR)

[130-Day Notice

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[ ] YES, | meet the small business criteria and have submitted the required {X] NO, I am not a small business
qualifying documents.to FDA

4.1 It Yes, please enter your Small Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTHATION FEE
THAT 1S DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee wuthm ’
30 days of FDA's appravalfelearance of this device.)

[1NO (If "NOC," FDA will not accept your submission until you have paid all fees due to FDA. Th|s submission will not be processed 508
hitp:/fiwww.fda.gov/icdrh/mdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK: THE
APPLICABLE EXCEPTION.

1] This application is the first FMA submitted by a qualified small bus:ness [ ] The sole purpose of the apphcanon isto suppon
including any affiliates conditions of usa for a pediatric population - )

[ ] The application is submitted by a state or federal
government entity for a device that is not to be distributed.
commercially

f ] This biologics application is submitted under section 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

7. 1S THIS'A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POCPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the apphcaﬂon is
subject to the fee that applies for an onglnal pfemarket approval apphcatlon {PMA).

[]YES .

[X]NO
8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION N
$3,693.00 12-May-2008-

Form FDA 3601 (01/2007) ©

"Close | in.dowf Print Cover sheet

‘ Page 4 of 102 Pages - MEP-90 510(k) Application Dated May 15, 2009
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DEPARTMENT OF HEALTH AND - HUMAN SERVICES -
FOOD AND DRUG ADM]NISTRAT!ON

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 9010-0120
Expiration Date: August 31, 2010.
Ses OMB Staternent on page 5.

Date of Submission

May 15,2009

SECTION A
PMA,
D Onginal Submission
Premarket Report
|:| Modular Submlssmn :
0 Amengment
L—_| Report .
Report Amendment
D Licensing Agreement

D Amendment to PMA

User Fee Payment ID Nurnber -

MD6042910-956733

FDA Submission Document Number (if known)

TYPE OF SUBMISSIO

] 135-day Supplement
[:] Real-time Review

&HDE Supplement

D Other

PMA & HDE Supplement PDP 510(k} Meeting
] Regular {180 day) [] original POP Original Submission: [ Pre-510(K) Meeting
D Special |:| Notice of Completion . V] Traditional [:I Pre-IDE Meeting
|:| Panel Track {PMA Only) [:] Amendment to PDP D Special D Pre-PMA Meeting
‘[ 30-day Supplement [[] abbraviated (Camplete: | ] Pre-POP Masting
{1 30-day Notice section |, Page 5) £) Day 100 Meeting

[J Additional Information
[ Third Pacty

E] Agreement Meeting
D Determination Meeting
D Other (specify):

IDE

O Qriginal Submission
Amendment
D Supplement

D Original Submissicn

Humanitarlan Device
Exemptlon {HDE)

:D Amendment

| Supplement

[:] Report

|:] Report Amendment

Class [l Exemption Petition

D Original Submission
- |:| Additional Information

Evaluation of Automatic
Claas |l Designatlon
{De Novo)

|:| Criginal Submission
[C] Adaitionat Information

0 stz

D Other

Cther Submission

(describa submission):

SECTIONB
Company / Institution Name

Have you used or cited Standards in your submission?

. BYes

[:]Nu

(if Yes, please compiete Section I, Page 5}

SUBMITTER, APPLICANT OR SPONSOR

" | Establishment Registration Number (if know:)

SECTICN C
Company / Institution Name

Midwest RF, LLC 2134565
Division Name (if applicable) ‘ Phone Number, (inc{uding ama. code)
€ 262 ) 367-8254
Street Address FAX Number {including area code)
1050 Walnut Ridge Drive 262 ) 367-8544
Ciy State .f I"J’Q;ﬁil’liée_ ZIP/Postal Code Country
Hartland Wi 53029 USa
Contact Name - e e e e
Helmut Keidl L
Contact Title Contact E-mail Address
President helmut@midwestcomposite.com

APPLICATICN CORRESPONDENT {e.g., consultant, if ditferent from above)

Division-Name {if applicable)

I Phone Number (inc.'ud.';ng arog code}

( )
Street Address FAX Number (including area cods}
{ RV
City State / Province - ZIP/Postal Cade Country

Contact Nama

Contact Title

Contact E-mail Address

FORM FDA 3514 (9/07)

Page 5 of 102 Pages'- MEP-90 510(k) Application Dated May 15, 2009
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' D Withdrawal D Change in design, component, or D Location change:
[3 Axditional o Expanded Indications o specification: [ Mantacturer
d Request for Extension = [ software / Hardware O sterilizer
[ Post-approval Study Pratocol o L] Color Agditive [] Packager
[ Request for Appficant Hold . . D:M:aterjal
[JRrequest for Removal of Applicant Hold ) specifications
[ Request to Remove o Add Manufecturing Site” L Other gspecify betowy
D Precess change: D.Labéling change: o o |:| Report Su_lémission:
D Manufacturing D-Indicaiions EEEEE . D Annuat or Periodic
[ sterilization E [ instructions - | [ Post-approval Study
[ packaging [ pertormance - . ", 1.0 Adverse Reaction
(] other (specify below) [ shetf Lite T (7] bevice Defect
[ Trade Name T ] Amendment
™} Response to FDA comespondence: L] ot (spect oo [] change in Ownership
D Cﬁangq in Correspondent
I:] Change of Applicant Address

" Ciher Reason gpecif:

SECTION D2 REASON FOR APPLICATICN - IDE

"] New Device |:| Change in: [ repose to FDA Letter Concerming:
EI New Indication K D Coréspondent / Applicant E] Conditional Approval
] adaition of institution EER [ Design  Device 1 [ Deemea approved
[ expansion # Extension of Study - [ informed Congent [ peticient Final Report
] 1RB Certification ' [ Manutacturer - ‘ [7 oeticient Progress Repon
D Termination of Study _ B Manul'actunng Process ' |:| Deficient Investlgalor Hepon
] withdrawal of Application o B protoco) - Peasibility - - O oisapprovat
[ unanticipated Adverse Effect o | [OProtocol- Othver | ' Request Extension of
[3 Notification of Emergency Use . D'Spbnsor o Time to Respond to FDA
[] compassionate Use Request - . I [ Request Meeting
[ Treatment 1DE [ Report submission: | . [ Request Hearing
D Continued Access D Current Investlgawr :
[ annual Progress Report
|:|S|teWa:ver Report R
) |:| Funal_
(] other Reason (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)

D Change in Technology

New Device D Additional or Expanded Indlcatlons

[CJ Other Reason (specify:

FORM FDA 3514 (9/07) ' o PAGE 2 of 5 PAGES

Page 6 of 102 Pages - MEP-90 510(k) Application Dated May 15, 2009 k{ ( '}
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SECTIONE ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS
Product codes of davices to which substantial equivalence is claimed e e I Q:fmmalydo;,ﬁ of statement n;:mceming.
B g - B ST safety an ecliveness information
QAP NHN e e = — |ZS1D(k)summaryattached
5 8 7 S e i | O 510 staterient
information on devices 1o which substantial equivalence is claimed (if known) o ' o '
510{k) Number Trade or Propristaty or Model Name DL Mamufacturer
1 K060305 1| Hairmax Lasercomb | 1]Lexington International LLC
5| KQ32816 ,| Quantum Light Therapy System .| Stargate International, Inc.
3 3 3
4 4 4
5 5 5
6 6 €
SECTIONF PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Common or #sual name <ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>